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Abstract

Objectives: Even though the patient involvement in health policy decision
making is well documented however the studies evaluating the level of this
participation and impact are scarce. This need becomes even more
pronounced in the case of cancer. It is evident that patients with the same type
of cancer and at the same stage of the disease will receive different treatments
in different countries. Therefore, it is crucial to assess the degree of patient
participation in health policy decision making across Europe, as it may result
in health inequalities between countries. In a response to this research call,
the present study aimed to provide a snapshot of Cancer Patients’
Organization participation in health policy processes in EU-28 countries.
Setting: Cancer Patient’ Organizations from the 28 EU-countries.
Participants: 1.266 members of Cancer Patient Organizations from the 28 EU
countries.

Primary and secondary outcome measures: we collected socio-demographic
data, data about individual’s involvement in the cancer patient’ organization
and levels of representation. A 9-item index containing questions about the
type and impact of participation in various facets of health policy decision
making was used to assess the level of cancer patient’ organizations
participation in health policy decision making processes and its impact.
Results: The findings revealed four groups of countries according to their
score: a) high degree of participation - high impact, b) high degree — low
impact, ¢) low degree - high impact, d) low degree —low impact.

Conclusion: Cancer patient’ participation in health policy decision making
processes varies significantly among EU-28 countries. Although progress has

been made in upgrading the patients role in terms of legislation, however
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more need to be done in order to adress inequalities in health policy decision

making between EU-countries and ensure that patient’ voice is heard.

Strengths and Limitations of the Study

e The study included a large sample from the 28 member stated of the
European Union.

¢ An innovative and validated tool was employed in order to assess the
level of cancer patient’ organizations participation in health policy
decision making

e The cross-sectional design of the study does not allow deducing causal
relationships.

e The convenience sample of the study might have limited the

generalizability of the results.

Introduction

Cancer is a most common and severe non-communicable diseases, impinging
on both health and healthcare 1. Cancer patients have to cope not only with the
stress and the dramatic changes in their lifestyle and quality of life, but also
with the medical interventions, procedures and bureaucracy (e.g.
reimbursement processes) involved in the treatment of the illness 2. Although
public spending on health and long-term care has increased in the majority of
European countries (EU), the needs of cancer patients remain largely unmet 3.
An illustration of this point is waiting times in cancer care in Sweden, which in
2014 were found to be higher than those in Albania 4. Increased public
spending is a necessary but not sufficient condition to ensure effectiveness

and sustainability of the healthcare system 5. This led to the engagement of
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patients in the development of protocols and procedures and shifted the
health policy agenda from the treatment of the disease to the management of
patient®.

In an effort to provide more effective and appropriate services, the healthcare
systems’ philosophy has been shifted from a biomedical (which is doctor-
focused) to a more holistic and self-managed approach ¢. A lot of programs,
tools and models have been implemented to empower cancer patients and
facilitate their participation in the delivery of health care services’. The
physicians is no longer considered to be the “expert” or the providers and the
patient only the receiver, instead there is clinical shared decision making. No
one knows better the nature of a disease and the needs deriving from it but the
patients themselves8. This is the fundamental principle underlining patient
participation in a whole spectrum of healthcare activities, including health
policy decision making9. Researchers suggest that apart from health-related
incentivest©, the drivers for public participation in health policy stem from the
personal interest to promote and disseminate the democratic principles of
legitimacy, transparency and accountability*!. In line with this, fifteen years
ago the Council of Europe established the right of the European citizens to be
engaged in health policy decision making processes as an essential right of
individuals living in a democratic society?*2.

The initiatives undertaken by most EU countries to establish and increase
patient participation in health policy decision making are summarized on
legislation level9. Only a handful of countries have developed informational,
educational and other interventions to empower patients to take part in such
processes3. As a result, even though the legislation is almost similar among

the countries with a legal framework for patient participation in health policy

4
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decision making; the degree and impact of such involvement varies
significantly4. The evidence suggests that patient participation greatly affects
the performance of the health care systems8. In other words, patients with the
same type of cancer and at the same stage of the disease will receive different
treatments in different countries. Therefore, it is crucial to assess the degree
of patient participation in health policy decision making across Europe, as it
may result in health inequalities between countries. This need becomes even
more pronounced in the case of cancer, as the disease has a multivariate
impact and can be a chronic or a fatal disease depending on the quality of
treatment. In a response to this research call, the present study aimed to
provide a snapshot of Cancer Patients’ Organization (CPOs) participation in

health policy processes in EU-28 countries.

Methods

The instrument of the study:

For the purpose of the study a self-reported questionnaire was developed,
entailing questions on participants’ socio-demographic characteristics, their
involvement in the CPO (e.g. position in the CPO, years of membership) and
the CPO’s level of representation (e.g. whether the CPO is a member of a
national of international federation), among others.

Moreover, the questionnaire encompassed the Patient Participation and
Health Democracy Index (HDI), an original scale measuring the degree of
CPOs participation and its impact on shaping health policy. The Health
Democracy Index consists of 17 questions: 8 items investigate CPOs level and
of participation (Degree of Participation) in processes such as: reforms,

panels at the Ministry of Health, hospital boards, Ethics Committees in
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clinical trials, Health Technology Assessment procedures (2 items: one for the
scientific evaluation of new treatments and methods and one for the economic
evaluation) and the national parliament. Each question may have one of the
following answers: (i) it is not a legal requirement and it never happens, (ii) )
it is not a legal requirement and it rarely happens, (iii) it is not a legal
requirement but it often happens, (iv) it is a legal requirement and it never
happens, (v) it is a legal requirement and it often happens, (vi) it is a legal
requirement and it happens very often, and (vii) it is a legal requirement and
it always happens. Concomitantly, the HDI entails g items tapping the impact
of PO participation on the aforementioned 8 realms (reforms, ministry of
health, other health-related organizations, hospital boards, ethics committee,
HTA and national parliament), which are rated on a 6-point scale ranging
from absent to very high. In addition, the Impact of Participation sub-
scale entails a gth item enquiring about the frequency by which a substantial
change is observed in the content of a health policy decision as a result of the
involvement of the PO. The particular item is rated on a 6-point scale ranging
from never to very often.

Higher composite scores on the sub-scales denote higher degree and impact of
participation. Both sub-scales displayed good internal consistency (Cronbach
a = 0,879 and Cronbach a = 0,874 respectively). Converging evidence has
substantiated the psychometric properties of the Health Democracy Index?s .
Participants and Procedures:

Potential participants were identified through various channels (e.g. internet
search, on line databases of European cancer patients’ associations, registries
of the ministry of health etc). As CPO was considered any non-profit

organization with a legal entity. In addition, the CPO should have been
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151  cancer-specific, be primarily composed of patients and their caregivers and
152  representing and/or supporting their needs. To be recruited for the study, a
153  CPO should have had an active representation of cancer patients at a national
154  level and a valid and accessible website. CPOs from EU-28 member states
155  were included in the study. In order to be eligible for participation, an
156  individual should have been a member of a CPO and older than 18. The final
157  sample consisted of 1.266 members of CPOs from EU-28 countries.
158  An email was sent to the CPO board members informing them about the study
159  and inviting them to participate. Following the acceptance, the Institutional
160  Review Board of each organization approved the study protocol and then
161  forwarded the invitation for participation to all of its members. All
162  respondents filled a written informed consent form. Data were collected
163  online (via web-link and email). The questionnaire was translated
164  appropriately for each participant to complete it in their native language.
165 Results
166  Composite scores of the HDI sub-scales (Degree of Participation and
167 Impact of Participation) were used for clustering analysis (Picture 1).
168  The findings revealed four groups of countries according to their score: a) high
169  degree - high impact, b) high degree — low impact, c) low degree - high impact,
170  d) low degree —low impact. The number of countries in each cluster can be
171  seen in Table 1 and a snapshot of the European countries clustering can be
172 found in Picture 2.
173  Table 1. Number of Countries in each HDI cluster
Cluster |1.High degree and high impact: 7 countries: Latvia, Portugal,
Health Democratic Environment UK, Lithuania, Austria, Hungary,
Estonia.
7
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2. High degree and low impact: 6 countries: Belgium,

Ostensible Participation Luxembourg, Spain, Finland,
Croatia, Ireland.

3. Low degree and high impact: 10 countries: Germany,

Limited but impactful participation |[Penmark, Romania, Cyprus,
Slovenia, Netherlands, France,

Poland, Bulgaria, Sweden.

4. Low degree and low impact: 5 countries: Czech Republic,
Opportunities to develop Slovakia, Greece, Malta, Italy

174
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According to the conceptual framework of the HDI, each category is defined as
follows:

a) High Degree — High Impact: “Health Democratic environment”. The
environment fosters patient empowerment and participation.

b) High Degree — Low Impact: ostensible participation. The system enables
participation and thus organizations do participate; however, they cannot
effectively claim their rights. It is also possible that the health policy decision
making processes are fragmented and/or not open enough to take CPOs into
consideration.

c¢) Low Degree — High Impact: limited but impactful participation. The health
policy shaping system does not give enough room for participation; however,
it takes patient organizations into consideration. It seems that quality
outweighs quantity. One may suggest that either the health policy decision
making system takes highly into consideration the claims of CPOs or that they
are very effective in advocating their interests.

d) Low Degree — Low impact: Window of opportunity. The decision making
system does not facilitate participation and CPOs are not effective in
advocating their claims.

Good and Promising Practices Across the EU.
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There is a number of good and promising practices for enhancing patients’
involvement in shaping health policy across the EU. Some countries have only
introduced pertinent legislation; while others have achieved patients’
participation in health planning (at a local and a national level) and in Health
Technology Assessment procedures, among others. In an effort to shed light
on the four clusters that emerged from the data, one case example per cluster
will be briefly discussed.

High Degree — High Impact

United Kingdom was found to be in the group of countries with high degree of
participation and high impact. To accomplish high patient involvement the
Research Governance Framework for Health and Social Care underlines
“Research [should be] pursued with the active involvement of service users
and carers including where appropriate, those from hard to reach groups
such as the homeless.”1¢ To support the public involvement in health research,
the United Kingdom has introduced INVOLVE, a national advisory group
affiliated to the National Institute for Health Research. This initiative
demonstrates substantial activity in terms of consultation, collaboration and
user control research 417. Another example of institutionalized public
involvement is the National Institute for Health and Care Excellence (NICE).
NICE has incorporated a step-wise and comprehensive approach to engage
patients in decisions regarding treatments and services, health technologies,
clinical practice and public health programs:8.

High Degree — Low Impact

The decentralization of the healthcare system in 2001 in Finland has led to an
increased public participation in health policy decision making, although

there is still much to be done. In 1999, the government set the foundations for

9
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the patients’ participation in all levels and sectors pertaining to health policy.
A network of agencies at local and national level was developed. Agencies were
affiliated to the Ministry of Health with the task to facilitate, increase and
sustain public involvement in each step of health policy decision making
processes by carrying out local health needs assessments, priority setting
surveys and informal evaluations?9.

Low Degree - High Impact

Cyprus was found to be in the cluster of countries characterized by low degree
of participation and high impact. In 2016, the Pancyprian Federation of
Patient Associations and Friends conducted a national study in order to assess
patients’ organizations participation in health policy decision making and
identify unmet needs. The study results were disseminated to the community,
local press and other key-stakeholders. A few months later, the systematic
advocating and lobbying activities ended successfully. New legislation
providing for patients’ participation in health policy decision making at
national level was established by the Cyprus Parliament based on the
Declaration for Patients Participation in Health Policy Decision Making?2°.
Low Degree — Low Impact

Year 1999 was a landmark for patients’ participation in shaping health policy
in Italy. Many cancer patients claimed for a new treatment. The public
pressure was so high that the Ministry of Health decided to conduct a clinical
trial to examine its effectiveness. The clinical trial was designed and
implemented with the aid of patients’ representatives. Finally, the therapy was
found to have no effect on the course of the disease; however the citizens

gained access to health policy decision making. A year later, the government

10
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introduced legislation providing for patients’ participation and established
new institutional agencies2!.

Ethics Approval

The study was approved by the Research and Ethics Committee of the
University of Peloponnese, Corinth, Greece in accordance with the ethical
standards delineated in the 1964 Declaration of Helsinki. Furthermore, the
Institutional Review Board of the participating patients associations reviewed
and approved the study. Informed consent for participation was obtained
from all participants.

Contributions

The study was designed by KS, EA, LP, CT, DV, OB, DD, SH and FS. EA, LP,
CT, DV, OB and DD were responsible for the data collection. CT, KS and FS
performed the statistical analysis. KS, EA, LP, CT, DV, OB, DD, SH and FS
contributed to the interpretation of the results and draft the manuscript. All
authors have read and approved the final manuscript.

Funding statement

Research was funded by Novartis Pharma, Basel under the AGORA initiative-
i.e. a European Think Tank which aims to optimize patient access to
innovative treatments. Nonetheless, the company was not involved in any way
in the design, implementation and interpretation of research findings. Final
publication is fully owned by the authors.

Conflict of interest statement

We have read and understood BMJ Open policy on declaration of interests
and declare that we have no competing interests.

Patient consent statement

Not Applicable
11

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

yBuAdoo Aq paroalold 1senb Aq £20z ‘0z IMdy uo /wod'lwg uadolwa//:dny woij papeojumod "8T0Z 1snbny G uo 9688T0-LT0Z-Uadolwag/9eTT 0T S paysignd 1suy :uado NG


http://bmjopen.bmj.com/

oNOYTULT D WN =

271

272

273

274

275

276

277

278

279

280

281
282
283
284
285
286
287
288
289
290
291
292
293
294
295
296
297
298
299
300
301
302
303
304

BMJ Open

Licence

The Corresponding Author has the right to grant on behalf of all authors and
does grant on behalf of all authors, an exclusive licence on a worldwide basis
to the BMJ Publishing Group Ltd ("BMJ"), and its Licensees to permit this
article (if accepted) to be published in The BMJ's editions and any other BMJ
products and to exploit all subsidiary rights, as set out in our licence.

Data sharing statement

The datasets used and/or analyzed during the current study are available from
the corresponding author on reasonable request.

References:

1. Ferlay J, Soerjomataram I, Dikshit R, et al. Cancer incidence and mortality
worldwide: sources, methods and major patterns in GLOBOCAN 2012.
Int | Cancer 2015;136(5):E359-86. doi: 10.1002/ijc.29210 [published
Online First: 2014/09/16]

. Martin-Moreno JM, Anttila A, von Karsa L, et al. Cancer screening and

N

health system resilience: keys to protecting and bolstering preventive
services during a financial crisis. Eur | Cancer 2012;48(14):2212-8. doi:
10.1016/j.ejca.2012.02.060 [published Online First: 2012/03/20]

. Soothill K, Morris S, Harman J, et al. The significant unmet needs of cancer

W

patients: probing psychosocial concerns. Supportive Care in Cancer
2001;9(8):597-605. doi: 10.1007/s005200100278

. Bjornberg A. Euro Health Consumer Index 2015 Report. Brussels: Health
Consumer Powerhouse, 2016.

o~

Q1

. OECD. Health care systems: Getting more value for money. Economics
Department Policy Notes. Paris: OECD, 2010.

6. Coleman K, Austin BT, Brach C, et al. Evidence on the Chronic Care Model
in the new millennium. Health Aff (Millwood) 2009;28(1):75-85. doi:
10.1377/hlthaff.28.1.75 [published Online First: 2009/01/07]

7. Saunders C, Girgis A, Butow P, et al. Beyond scientific rigour: funding
cancer research of public value. Health Policy 2007;84(2-3):234-42. doi:
10.1016/j.healthpol.2007.05.002 [published Online First: 2007/06/19]

. Epstein RM, Street RL, Jr. The values and value of patient-centered care.
Ann Fam Med 2011;9(2):100-3. doi: 10.1370/afm.1239 [published Online
First: 2011/03/16]

Qo

12

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 12 of 16

yBuAdoo Aq paroalold 1senb Aq £20z ‘0z IMdy uo /wod'lwg uadolwa//:dny woij papeojumod "8T0Z 1snbny G uo 9688T0-LT0Z-Uadolwag/9eTT 0T S paysignd 1suy :uado NG


http://bmjopen.bmj.com/

Page 13 of 16

oNOYTULT D WN =

305
306
307
308
309
310
311
312
313
314
315
316
317
318
319
320
321
322
323
324
325
326
327
328
329
330
331
332
333
334
335
336
337
338
339
340
341
342
343
344
345
346
347

BMJ Open

9. van Thiel G, Stolk P. Priority Medicines for Europe and the World. A Public

10

11

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

Health Approach to Innovation. Update on 2004 Background Paper.
Geneva: WHO, 2013.

. Fudge N, Wolfe CD, McKevitt C. Assessing the promise of user
involvement in health service development: ethnographic study. BM]
2008;336(7639):313-7. doi: 10.1136/bmj.39456.552257.BE  [published
Online First: 2008/01/31]

. Abelson ], Forest PG, Eyles ], et al. Deliberations about deliberative
methods: issues in the design and evaluation of public participation
processes. Soc Sci Med 2003;57(2):239-51. [published Online First:
2003/05/27]

Europe Co. The development of structures for citizen and patient
participation in the decision making process affecting health care.
Strasbourg, 2000.

Viergever RF, Olifson S, Ghaffar A, et al. A checklist for health research
priority setting: nine common themes of good practice. Health Res
Policy Syst 2010;8:36. doi: 10.1186/1478-4505-8-36 [published Online
First: 2010/12/17]

Oliver SR, Rees RW, Clarke-Jones L, et al. A multidimensional conceptual
framework for analysing public involvement in health services
research.  Health  Expect 2008;11(1):72-84. doi: 10.1111/j.1369-
7625.2007.00476.x [published Online First: 2008/02/16]

Souliotis K, Agapidaki E, Peppou LE, et al. Assessing Patient Organization
Participation in Health Policy: A Comparative Study in France and
Italy. International Journal of Health Policy and Management 2017:-.

INVOLVE. Diversity and inclusion: What’s it about and why is it
important for public involvement in research. Eastleigh, UK:
INVOLVE, 2012.

INVOLVE. Briefing notes for researchers: involving the public in NHS,
public health and social care research. Eastleigh, UK: INVOLVE, 2012.

Wilmot S. Evidence, ethics and inclusion: a broader base for NICE. Med
Health Care Philos 2011;14(2):111-21. doi: 10.1007/s11019-010-9256-1
[published Online First: 2010/07/24]

Aromaa A. Finnish public health policy and health care in transition. In:
Holland W, Mossialos E, eds. Public health policies in the European
Union. Aldershot: Ashgate 1999.

Souliotis K, Agapidaki E, Peppou LE, et al. Assessing Patient Participation
in Health Policy Decision-Making in Cyprus. Int | Health Policy Manag
2016;5(8):461-66. doi: 10.15171/ijhpm.2016.78 [published Online First:
2016/10/04]

Mosconi P, Colombo C, Satolli R, et al. PartecipaSalute, an Italian project
to involve lay people, patients’ associations and scientific - medical
representatives in the health debate. Health Expectations : An

13

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

yBuAdoo Aq paroalold 1senb Aq £20z ‘0z IMdy uo /wod'lwg uadolwa//:dny woij papeojumod "8T0Z 1snbny G uo 9688T0-LT0Z-Uadolwag/9eTT 0T S paysignd 1suy :uado NG


http://bmjopen.bmj.com/

oNOYTULT D WN =

348
349

350
351

352

BMJ Open

International Journal of Public Participation in Health Care and Health

Policy 2007;10(2):194-204. doi: 10.1111/j.1369-7625.2007.00444.x

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

14

Page 14 of 16

yBuAdoo Aq paroalold 1senb Aq £20z ‘0z IMdy uo /wod'lwg uadolwa//:dny woij papeojumod "8T0Z 1snbny G uo 9688T0-LT0Z-Uadolwag/9eTT 0T S paysignd 1suy :uado NG


http://bmjopen.bmj.com/

Page 150f 16 BMJ Open

Picture 1. HDI Cluster Analysis of EU-28 Countries
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Picture 2. Snapshot of European countries clustering according to
HDI score.
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Abstract

Objectives: Even though the patient involvement in health policy decision
making is well documented however the studies evaluating the level of this
participation and impact are scarce. This need becomes even more
pronounced in the case of cancer. It is evident that patients with the same type
of cancer and at the same stage of the disease will receive different treatments
in different countries. Therefore, it is crucial to assess the degree of patient
participation in health policy decision making across Europe, as it may result
in health inequalities between countries. In a response to this research call,
the present study aimed to provide a snapshot of Cancer Patients’
Organization participation in health policy processes in EU-28 countries.
Setting: Cancer Patient’ Organizations from the 28 EU-countries.
Participants: 1.266 members of Cancer Patient Organizations from the 28 EU
countries.

Primary and secondary outcome measures: we collected socio-demographic
data, data about individual’s involvement in the cancer patient’ organization
and levels of representation. A 9-item index containing questions about the
type and impact of participation in various facets of health policy decision
making was used to assess the level of cancer patient’ organizations
participation in health policy decision making processes and its impact.
Results: The findings revealed four groups of countries according to their
score: a) high degree of participation - high impact, b) high degree — low
impact, ¢) low degree - high impact, d) low degree —low impact.

Conclusion: Cancer patient’ participation in health policy decision making
processes varies significantly among EU-28 countries. Although progress has

been made in upgrading the patients role in terms of legislation, however
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more need to be done in order to address inequalities in health policy decision

making between EU-countries and ensure that patient’ voice is heard.

Strengths and Limitations of the Study

e The study included a large sample from the 28 member stated of the
European Union.

¢ An innovative and validated tool was employed in order to assess the
level of cancer patient’ organizations participation in health policy
decision making

e The cross-sectional design of the study does not allow deducing causal
relationships.

e The convenience sample of the study might have limited the

generalizability of the results.

Introduction

Cancer is the most common and severe non-communicable diseases,
impinging on both health and healthcare 1. Cancer patients have to cope not
only with the stress and the dramatic changes in their lifestyle and quality of
life, but also with the medical interventions, procedures and bureaucracy (e.g.
reimbursement processes) involved in the treatment of the illness 2. Although
public spending on health and long-term care has increased in the majority of
European countries (EU), the needs of cancer patients remain largely unmet 3.
An illustration of this point is waiting times in cancer care in Sweden, which in
2014 were found to be higher than those in Albania 4. Increased public
spending is a necessary but not sufficient condition to ensure effectiveness

and sustainability of the healthcare system 5. As a result of this, alternative
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routes have been sought in an endeavour to advance its effectiveness. This led
to the engagement of patients in the development of treatment protocols and
procedures; while it shifted the health policy agenda from the treatment of the
disease to the management of patient®.

In an effort to provide more effective and appropriate services, the healthcare
systems’ philosophy has been shifted from a biomedical (which is doctor-
focused) to a more holistic and self-managed approach ©. A lot of programs,
tools and models have been implemented to empower cancer patients and
facilitate their participation in the delivery of health care services?. The
physician is no longer considered to be the “expert” or simply the provider;
while the patient is only the receiver. Instead, there is clinical shared decision
making. No one knows better the nature of a disease and the needs deriving
from it but the patients themselvess.

This is not limited to the physician-patient relationship, as patients may
collectively participate in decision making in various realms, including
guideline development, government policy and research agenda setting,
among others9-1t, Patient participation at the collective level is primarily
justified on the grounds of democratic values. Patients are affected by the
consequences of certain decisions, and therefore, they should have a say in the
process. Concomitantly, their subjective knowledge of a disease and its
treatment may enhance the quality of health care decision making?!2,

upgrading the overall effectiveness and efficiency of the healthcare system.

While patients’ collective action is increasingly recognized as an important
driver of health policy and service provision, there is paucity of research on

their association. The De Montfort study in the UK has substantiated
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increased contact between patient groups and policymakers the past years,
while professional bodies and pharmaceutical companies were shown to have
increasingly involved patient groups in discussions on policy proposalst3.
Nonetheless, according to the researchers, their findings do not shed light on
the powers exerted by patient groups, as their heightened participation is not
necessarily translated into high political effectiveness. In a similar vein, while
the Dutch model in Netherlands allows to some extent patient organizations
to be an equal party in health policy processes, this is not met in practice4.
Moreover, evidence from Mixed Advisory Committees in Italy highlight the
limited influence of users’ voice on decision making by health authorities?s. In
2006, a workshop with 22 academic researchers and two representatives of
patient organizations documented high involvement of patient groups with
policymakers and political institutions. Nonetheless, a noteworthy diversity

among European countries was stressed 16.

The initiatives undertaken by most EU countries to establish and increase
patient participation in health policy decision making are summarized on
legislation level17. Nonetheless, based on information provided by the
European Health Consumer Index!8, countries display marked diversity in
terms of the degree to which their healthcare law is based on patients’ rights.
Additionally, variability is also documented in the degree to which patient
organizations are involved in decision-making?8. This in turn may create
health inequalities between countries. As a corollary of this, there is
imperative need to investigate the degree and impact of patient organization
participation in health policy decision making in the European Union. This

need becomes even more pronounced in the case of cancer, as the disease has

5
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a multivariate impact and can be a chronic or a fatal disease depending on the
quality of treatment?9. In response to this research call, the present study
aimed to provide a snapshot of Cancer Patients’ Organization (CPOs)

participation in health policy decision making in EU-28 countries.

Methods

Instrument

For the purpose of the study a self-reported questionnaire was developed,
entailing the following sections:

Respondents’ characteristics

Data were collected on participants’ socio-demographic characteristics
(gender, age, educational attainment, self-reported economic status) and their
involvement in the CPO. In particular, participants had to rate their degree of
familiarity with cancer and their knowledge about its treatment/ their
country’s healthcare system/ their country’s reimbursement process (rating
options: very low-low-moderate-high-very high). Moreover, they had to rate
their degree of involvement in the organization (rating options: absent-very
low-low-moderate-high-very high). Data were also gleaned with regard to
their position in the organization (president/or other board member —
employed by the organization-voting member-nonvoting but active member-
non-active member) and the duration of their membership.

Organizational characteristics

Information was also collected concerning the cancer patient organization.
Specifically, participants had to indicate whether the organization provided

information material to its members (yes-no) and training (yes-no).
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Furthermore, they were asked whether their organization was a member of a
national cancer federation (yes-no).

Health Democracy Index

Moreover, the questionnaire encompassed the Patient Participation and
Health Democracy Index (HDI), an original scale measuring the degree of
patient organization participation and its impact on shaping health policy. The
Health Democracy Index consists of 17 questions: 8 items investigate CPOs
level and of participation (Degree of Participation) in processes such as:
reforms, panels at the Ministry of Health, hospital boards, Ethics Committees
in clinical trials, Health Technology Assessment procedures (2 items: one for
the scientific evaluation of new treatments and methods and one for the
economic evaluation) and the national parliament. Each question may have
one of the following answers: (i) it is not a legal requirement and it never
happens, (ii) ) it is not a legal requirement and it rarely happens, (iii) it is not
a legal requirement but it often happens, (iv) it is a legal requirement and it
never happens, (v) it is a legal requirement and it often happens, (vi) it is a
legal requirement and it happens very often, and (vii) it is a legal requirement
and it always happens. Concomitantly, the HDI entails 9 items tapping the
impact of PO participation on the aforementioned 8 realms (reforms, ministry
of health, other health-related organizations, hospital boards, ethics
committee, HTA and national parliament), which are rated on a 6-point scale
ranging from absent to very high. In addition, the Impact of Participation
sub-scale entails a 9th item enquiring about the frequency by which a
substantial change is observed in the content of a health policy decision as a
result of the involvement of the PO. The particular item is rated on a 6-point

scale ranging from never to very often.
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Higher composite scores on the sub-scales denote higher degree and impact of
participation. Both sub-scales displayed good internal consistency (Cronbach
a = 0,879 and Cronbach a = 0,874 respectively). Converging evidence has
substantiated the psychometric properties of the Health Democracy Index=° .
Specifically, the development of the index has followed the subsequent steps:
(i) definition of the construct (i.e. patient organization participation in health
policy decision making), (ii) review of the construct definition, (iii)item
drafting, (iv) item review) and (v) pilot testing of its psychometric properties
(internal consistency , test-retest reliability, construct validity ad convergent
validity). As the index was originally developed in Greece?!, an international
working group consisting of European stakeholders (policy-makers, members
of patient organizations and researchers with background on patient
empowerment held various meetings to discuss the adaptation of the index to
European standards.z2°

Participants and Procedures:

Potential participants were identified through various channels (e.g. internet
search, on line databases of European cancer patients’ associations, registries
of the ministry of health etc). As CPO was considered any non-profit
organization with a legal entity. In addition, the CPO should have been
cancer-specific, be primarily composed of patients and their caregivers and
representing and/or supporting their needs. To be recruited for the study, a
CPO should have had an active representation of cancer patients at a national
level and a valid and accessible website. CPOs from EU-28 member states
were included in the study. In order to be eligible for participation, an
individual should have been a member of a CPO and older than 18. The final

sample consisted of 1.266 members of CPOs from EU-28 countries and the
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1

2

3 202 mean number of respondents per country was 45 (Table 1). Demographics of
4

5 203  the sample are shown in table 2.

6

7 204

8

?O 205 Table 1. Number of respondents per country
11

12 N %

13 Country

14 UK 49 3.9

15 Austria 47 3.7

1? Belgium 34 2.7

18 Bulgaria 31 2.4

19 Germany 44 3.5

20 Denmark 44 3.5

21 Esthonia 35 2.8

22 Ireland 51 4

;i Spain 42 3.3

25 Croatia 46 3.6

26 Cyprus 37 2.9

27 Latvia 32 2.5

28 Lithuania 38 3

29 Luxembourg 30 2.4

2(1) Malta 32 2.5

32 Netherlands 42 3.3

33 Hungary 33 2.6

34 Poland 44 3.5

35 Portugal 47 3.7

36 Rumania 45 3.6

37 .

38 Slovakia 38 3

39 Slovenia 41 3.2

40 Sweden 43 3.4

41 Czech

42 Republic 45 3.6

43 Finland 45 3.6

44 Greece 63 5

22 France 93 7.3

47 Italy 95 7.5

48 206

49

50 207  Table 2. Sample demographics

51 N %
52 Age, mean (SD) 54.6(14.8)
53 Sex

gg Men 534 42.2
56 Women 732 57.8
57

58

59
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Education level
No formal qualification 9 0.7
Primary School Education 7 0.6
Secondary School Education 378 29.8
University Degree 520 41.1
Postgraduate Degree 352 27.8
Self-report economic status
Low 13 1.0
Medium to Low 238 18.8
Medium 529 41.8
Medium to High 387 30.6
High 98 7.7

An email was sent to the CPO board members informing them about the study
and inviting them to participate. Following the acceptance, the Institutional
Review Board of each organization approved the study protocol and then
forwarded the invitation for participation to all of its members. All
respondents filled a written informed consent form. Data were collected
online (via web-link and email). The questionnaire was translated
appropriately for each participant to complete it in their native language.
Statistical analysis

Descriptive statistics such as means, medians, standard deviations, absolute
and relative frequencies were calculated were appropriate.

Ward’s method was used to compute distance patterns and determine the
appropriate number of clusters for the K-means clustering procedure. K-
means clustering was performed for the classification of cluster subgroups and
was based on Euclidian distance. We changed all variables to z-scores to yield
equal metrics and equal weighting. For the consistency and validity of the
hypothesized groups of countries in the total sample; the total sample was

divided into a split-half random sample. K-means clustering was used then for

10
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the two subsamples to determine the presence of similar cluster subgroups
from the previous analyses. Additionally, analysis of variance ANOVA was
used to compare Degree of Participation and Impact of Participation scores
between the four groups defined by cluster analysis. Statistical analyses were
performed using the SPSS for Windows Version 19.0 statistical package (SSPS
Inc., Chicago, IL).

Results

Composite scores of the HDI sub-scales (Degree of Participation and
Impact of Participation) were used for clustering analysis (Figure 1).

The findings revealed four groups of countries according to their score: a) high
degree - high impact, b) high degree — low impact, c) low degree - high impact,
d) low degree —low impact. Table 3 presents median scores of Degree of
Participation and Impact of Participation per country. The median score from
all countries was 33.3 for Degree of Participation and 34.69 for Impact of
Participation .

Table 3. Median scores of Degree of Participation and Impact of Participation

per country
Median for Median for
degree of impact of
participation® | participation®
Latvia 60.42 41.84
Portugal 58.33 36.73
Belgium 58.33 26.53
UK 56.25 36.73
Lithuania 52.08 44.90
Luxembourg 51.04 32.65
Austria 50.00 38.78
Hungary 47.92 40.82
Spain 46.88 34.69
Finland 45.83 28.57
Estonia 43.75 44.90

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

11

ybuAdod Aq parosiold 1senb Ag 120z ‘0z Iidy uo /wod fwg uadolwigy/:dny woly pspeojumod "8T0Z ISNBNY § Uo 9688T0-2T0Z-uadolwa/9eTT 0T e paysiignd 1s1y :usdo rING


http://bmjopen.bmj.com/

oNOYTULT D WN =

244
245
246
247
248

249

BMJ Open
Croatia 43.75 28.57
Germany 35.42 40.82
Denmark 33.33 40.82
Rumania 33.33 37.69
Ireland 33.33 24.49
Cyprus 29.17 38.78
Czech Republic 20.17 18.37
Slovenia 27.08 38.57
Slovakia 27.08 16.33
Netherlands 25.00 36.69
France 25.00 36.69
Poland 22.92 35.69
Greece 14.58 16.33
Bulgaria 12.50 35.65
Malta 12.50 16.33
Sweden 8.33 35.40
Italy 5.60 10.20

*median of the percent score (i.e. ((score-possible minimum score)/( maximum-

minimum possible score))*100 )

The number of countries in each cluster can be seen in Table 4 and a snapshot

of the European countries clustering can be found in Figure 2.

Table 4. Number of Countries in each HDI cluster

Cluster |1.High degree and high impact:

Health Democratic Environment

7 countries: Latvia, Portugal,
UK, Lithuania, Austria, Hungary,
Estonia.

2. High degree and low impact:
Ostensible Participation

6 countries: Belgium,
Luxembourg, Spain, Finland,
Croatia, Ireland.

3. Low degree and high impact:
Limited but impactful participation

10 countries: Germany,
Denmark, Romania, Cyprus,
Slovenia, Netherlands, France,
Poland, Bulgaria, Sweden.

4. Low degree and low impact:
Opportunities to develop

5 countries: Czech Republic,

Slovakia, Greece, Malta, Italy

250
251

252

253

The total sample was afterwards divided into a split-half random sample and

K-means clustering was repeated for the two subsamples. Clustering results

indicated that the four-cluster solution similar to the previous analyses was

12
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the most homogeneous solution in each subsample. Furthermore, Degree of
Participation and Impact of Participation scores were compared between the
four country groups as defined by cluster analysis. All pair wise comparisons

were significant (p<0.001) confirming more evidence of the cluster solution.

Discussion

In modern health care systems, patients not only participate in decisions
concerning their own health and healthcare (i.e. the micro-level), but in
decision making processes on the meso- and macro-level, that is in local
health authorities, organizations, health technology assessment procedures or
at the parliament, to name few22. Their influence in these processes is greatly
enhanced if they are grouped together. For this reason, patient organizations
emerge as an indispensable vehicle for facilitating democracy, promoting
patient interests and influencing health policy decision making22.
Nonetheless, existing evidence suggests wide diversity in the European Union
with regard to patient organization participation in health policy decision
making6.18, At the same time, converging evidence indicates that a greater
degree of participation on the part of patient organizations does not guarantee
the effectiveness of this participation 13-15.22, In other words, patient
organizations may be given opportunities to have a say in health policy-
decision making, but are they being heard?

The findings from the present study reveal four groups of countries:

a) High Degree — High Impact: “Health Democratic environment”. The
environment fosters patient organization participation and patient groups

contribute substantially to health policy decision-making

13
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b) High Degree — Low Impact: ostensible participation. The system provides
ample opportunity for patient organization participation; however, this does
not exert a significant impact.

c¢) Low Degree — High Impact: limited but impactful participation. The health
policy shaping system does not give enough room for participation; however,
it takes patient organizations into consideration. It seems that quality
outweighs quantity. One may suggest that either the health policy decision
making system takes highly into consideration the claims of CPOs or that they
are very effective in advocating their interests.

d) Low Degree — Low impact: Window of opportunity. The decision making
system does not facilitate participation and CPOs are not effective in
advocating their claims.

Interpretations

The findings of the present study corroborate the wide diversity among
European countries with respect to the degree and impact of cancer patient
organization participation in health policy decision making. These findings are
to a large extent consonant with findings from the European Health Consumer
Index8. Interestingly, both Bulgaria and Sweden rank very low in the Degree
subscale (median=12.5 and median= 8.33 respectively); however, they rank
high in the Impact subscale (median = 35.65 and median = 35.40
respectively). At first glance, this appears in sharp contrast to the findings
from the European Health Consumer Index, where Bulgaria was found to
score good in the indicator “patient organizations involved in decision
making” and Sweden intermediary. Nonetheless, the low scores documented
in the Degree subscale of the present study are probably explained by both

countries’ low performance in the indicator “healthcare law based on patients

14
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rights”. As a result of this, these countries score very low in the Degree
subscale (enquiring about the opportunities of CPOs to participate in health
decision-making); however, they do well in the Impact subscale (enquiring
about the impact of this participation). In other words, while the healthcare
system may not provide CPOs with ample opportunity to participate, CPOs
appear to manage well into capitalizing on the scare opportunities given. This
is perhaps the explanation why in this group of countries in spite of low degree
of participation, there is high impact of participation. It is highly likely that
CPOs in these countries have better advocacy and lobbying skills.
Alternatively, it may be the case that CPOs form stronger coalitions in these
countries. A study by Wood on patient groups in UK and USA has indicated
that in both countries there is a proliferation of patient organizations;
however their political effectiveness is disproportionally low due to their
autonomous activity and their reluctance to collaborate23. A similar concern
was raised by the Vienna workshop, where heightened competition and
tensions among patient organizations was suggested to hinder their political
effectiveness 6. Therefore, CPOs in countries with high impact may be more
politicized and more united.

This may also explain why in certain countries there is high degree of
participation but low impact. Members of CPOs in these countries may not be
trained enough in lobbying and advocacy skills and do not engage into joint
campaigning. Alternatively, the system may ostensibly involve patient
organizations in health policy decision making. This is congruent with the
concern raised in UK!3 that the involvement of patient associations in health

policy decision making may solely serve the purpose of adding legitimacy to
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governments, while the latter advance their own interests. Therefore, one
should investigate further what happens in these countries.

It merits noting that the Health Democracy Index entails items tapping
patient organization participation in health policy decision making on various
realms: hospital boards, health technology assessment, ethics committees in
clinical trials, national parliament, ministry of health, to name few. It is highly
likely that an item-per-item analysis may reveal a different pattern of results
with regard to country ranking. Our research team is currently working on this
direction .

Good Examples

A good example of a country with High Degree of Participation

The decentralization of the healthcare system in 2001 in Finland has led to an
increased public participation in health policy decision making. In 1999, the
government set the foundations for the patients’ participation in all levels and
sectors pertaining to health policy. A network of agencies at local and national
level was developed. Agencies were affiliated to the Ministry of Health with
the task to facilitate, increase and sustain public involvement in each step of

health policy decision making processes by carrying out local health needs

assessments, priority setting surveys and informal evaluations?.

A good example of a country with High Impact of Participation

Cyprus was found to be in the cluster of countries characterized by low degree
of participation and high impact. In 2016, the Pancyprian Federation of
Patient Associations and Friends conducted a national study in order to assess
patients’ organizations participation in health policy decision making and

identify unmet needs. The study results were disseminated to the community,
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local press and other key-stakeholders. A few months later, the systematic
advocating and lobbying activities ended successfully. New legislation
providing for patients’ participation in health policy decision making at
national level was established by the Cyprus Parliament based on the
Declaration for Patients Participation in Health Policy Decision Making?2s.
Limitations

The study was not without its limitations. As there is no sampling frame for
CPOs in Europe, the representativeness of the sample is contested. In spite of
systematic efforts to recruit participants through various pathways one may
not exclude the possibility that the most active and motivated CPO members
agreed to participate. In this reasoning, sampling bias may have emerged if
responders differed systematically from non-responders in terms of their
views about their CPOs participation in health policy decision making. Finally,
as the present study addressed cancer patient organizations, findings cannot
extrapolated to other disease groups.

Conclusion

There is substantial diversity in EU-28 with regard to CPO participation in
health policy decision making. Study findings indicate that a high degree of
participation is not synonymous to high impact. As a result of this, there is
still a ways to go in order to ensure that both the healthcare system will create
ample opportunity for CPOs to participate in health decision making and that
CPOs will be capable of capitalizing on them.

Ethics Approval

The study was approved by the Research and Ethics Committee of the
University of Peloponnese, Corinth, Greece in accordance with the ethical

standards delineated in the 1964 Declaration of Helsinki. Furthermore, the
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Figure 1. Cluster analysis results

Figure 2. Patient organization participation in EU-28 by country cluster
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Picture 2. Snapshot of European countries clustering according to
HDI score.
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Abstract

Objectives: Even though patient involvement in health policy decision making
is well documented, studies evaluating the degree and impact of this
participation are scarce. This is even more conspicuous in the case of cancer.
There is evidence showing that patients with the same type of cancer and at
the same stage of the disease will receive different treatments in different
countries. Therefore, it is crucial to assess the degree of patient participation
in health policy decision making across Europe, as it may result in health
inequalities between countries. In a response to this research call, the present
study aimed to provide a snapshot of cancer patients’ organization (CPO)
participation in health policy processes in EU-28 countries.

Setting: Cancer Patient’ Organizations from the 28 EU-countries.
Participants: 1.266 members of Cancer Patient Organizations from the 28 EU
countries.

Primary and secondary outcome measures: information about participants’
socio-demographic characteristics and their involvement in their CPO was
collected as well as data about the CPO. A 17-item index containing questions
about the type and impact of participation in various facets of health policy
decision making was used to assess the level of CPOs participation in health
policy decision making processes and its impact.

Results: The findings revealed four groups of countries according to their
score: a) high degree of participation - high impact, b) high degree — low
impact, ¢) low degree - high impact, d) low degree —low impact.

Conclusion: Cancer patient’ participation in health policy decision making
processes varies significantly among EU-28 countries. Although progress has

been made in upgrading the patients role in terms of legislation, however
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more need to be done in order to address inequalities in health policy decision

making between EU-countries and ensure that patient’ voice is heard.

Strengths and Limitations of the Study

e The study included a large sample from the 28 member stated of the
European Union.

¢ An innovative and validated tool was employed in order to assess the
level of cancer patient’ organizations participation in health policy
decision making

e The cross-sectional design of the study does not allow deducing causal
relationships.

e The convenience sample of the study might have limited the

generalizability of the results.

Introduction

Cancer is the most common and severe non-communicable diseases,
impinging substantially on both health and healthcare *. Cancer patients have
to cope with the stress and the dramatic changes in their lifestyle and quality
of life as well as the procedures and bureaucracy (e.g. reimbursement
processes) often involved in the treatment of the illness 2. Although public
spending on health and long-term care has increased in the majority of
European countries (EU), cancer patients’ needs remain largely unmet 3. An
illustration of this point is waiting times in cancer care in Ireland, which in
2015 were found to be higher than their counterparts in Albania 4. Increased
public spending is a necessary but not sufficient condition to ensure

effectiveness and sustainability of the healthcare system 5.
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In an effort to provide more effective and appropriate services, the healthcare
system philosophy has shifted from a biomedical approach (which is doctor-
focused) to a more holistic and self-managed one 6. Many programs, tools and
models have been implemented in order to empower cancer patients and
facilitate their participation in the delivery of health care services?. In this
frame, the physician is no longer considered to be the “expert” or just the
provider and the patient only the receiver. Rather, there is clinical shared
decision making. No one knows better the nature of a disease and the needs
deriving from it but the patients themselvess.

This is not limited to the individual physician-patient relationship, as patients
may collectively participate in decision making in various realms, including
guideline development, government policy and research agenda setting,
among others9-1!, Patient participation at the collective level is primarily
justified on the grounds of democratic values. Patients are affected by the
consequences of certain decisions, and therefore, they should have a say in the
process. Concomitantly, their subjective knowledge of a disease and its
treatment may enhance the quality of health care decision making!2,

upgrading the overall effectiveness and efficiency of the healthcare system.

While patients’ collective action is increasingly recognized as an important
driver of health policy and service provision, there is paucity of research on
their association. The De Montfort study in the UK substantiated increased
contact between patient groups and policymakers during the past years, while
professional bodies and pharmaceutical companies were found to involve
patient groups in discussions on policy proposals to a larger extent than in the

pasti3. Nonetheless, according to the researchers, the available evidence does

4
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not shed enough light on the influence exerted by patient groups, as their
heightened participation is not necessarily translated into high political
effectiveness. In a similar vein, while the Dutch model in Netherlands allows
patient organizations to be an equal party in health policy processes to some
extent, this is not met in practice!4. Moreover, evidence from Mixed Advisory
Committees in Italy highlight the limited influence of users’ voice on decision
making by health authorities!s. In 2006, a workshop with 22 academic
researchers and two representatives of patient organizations documented high
involvement of patient groups with policymakers and political institutions;

however, marked diversity among European countries was stressed 16.

The initiatives undertaken by most EU countries to establish and increase
patient participation in health policy decision making are reflected on
legislation level17. Nonetheless, based on information provided by the
European Health Consumer Index8, countries display important differences
in terms of the degree to which their healthcare law is based on patient rights.
Additionally, noteworthy variation is also observed in the degree to which
patient organizations are involved in decision-making!8. This in turn may
create health inequalities between countries. As a corollary of this, there is an
imperative need to investigate the degree and impact of patient organization
participation in health policy decision making in the European Union. This
need becomes even more pronounced in the case of cancer, as the disease has
a multifaceted impact and can be a chronic or a fatal disease depending on the
quality of treatment?9. In response to this research call, the present study
aimed to provide a snapshot of cancer patients’ organization (CPOs)

participation in health policy decision making in EU-28 countries.
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Methods

Instrument

For the purpose of the study a self-reported questionnaire was developed,
entailing the following sections:

Respondents’ characteristics

Data were collected on participants’ socio-demographic characteristics
(gender, age, educational attainment, self-reported economic status) and their
involvement in the CPO. In particular, participants had to rate their degree of
familiarity with cancer and their knowledge about its treatment/ their
country’s healthcare system/ their country’s reimbursement process (rating
options: very low-low-moderate-high-very high). Moreover, they had to rate
their degree of involvement in the organization (rating options: absent-very
low-low-moderate-high-very high). Data were also gleaned with regard to
their position in the organization (president/or other board member —
employed by the organization-voting member-nonvoting but active member-
non-active member) and the duration of their membership.

Organizational characteristics

Information was also collected concerning the cancer patient organization.
Specifically, participants had to indicate whether the organization provided
information material to its members (yes-no) and training (yes-no).
Furthermore, they were asked whether their organization was a member of a
national cancer federation (yes-no).

Health Democracy Index

Moreover, the questionnaire encompassed the Patient Participation and

Health Democracy Index (HDI), an original scale measuring the degree of
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patient organization participation and its impact on shaping health policy. The
Health Democracy Index consists of 17 questions: 8 items investigate CPOs
level and of participation (Degree of Participation) in processes such as:
reforms, panels at the Ministry of Health, hospital boards, Ethics Committees
in clinical trials, Health Technology Assessment procedures (2 items: one for
the scientific evaluation of new treatments and methods and one for the
economic evaluation) and the national parliament. Each question may have
one of the following answers: (i) it is not a legal requirement and it never
happens, (ii) ) it is not a legal requirement and it rarely happens, (iii) it is not
a legal requirement but it often happens, (iv) it is a legal requirement and it
never happens, (v) it is a legal requirement and it often happens, (vi) it is a
legal requirement and it happens very often, and (vii) it is a legal requirement
and it always happens. Concomitantly, the HDI entails 9 items tapping the
impact of PO participation on the aforementioned 8 realms (reforms, ministry
of health, other health-related organizations, hospital boards, ethics
committee, HTA and national parliament), which are rated on a 6-point scale
ranging from absent to very high. In addition, the Impact of Participation
sub-scale entails a 9th item enquiring about the frequency by which a
substantial change is observed in the content of a health policy decision as a
result of the involvement of the PO. The particular item is rated on a 6-point
scale ranging from never to very often.

Higher composite scores on the sub-scales denote higher degree and impact of
participation. Both sub-scales displayed good internal consistency (Cronbach
a = 0,879 and Cronbach a = 0,874 respectively). Converging evidence has

substantiated the psychometric properties of the Health Democracy Indexz° .
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Specifically, the development of the index has followed the subsequent steps:
(i) definition of the construct (i.e. patient organization participation in health
policy decision making), (ii) review of the construct definition, (iii)item
drafting, (iv) item review) and (v) pilot testing of its psychometric properties
(internal consistency , test-retest reliability, construct validity ad convergent
validity). As the index was originally developed in Greece2, an international
working group consisting of European stakeholders (policy-makers, members
of patient organizations and researchers with background on patient
empowerment held various meetings to discuss the adaptation of the index to
European standards.2°

Participants and Procedures:

Potential participants were identified through various channels (e.g. internet
search, on line databases of European cancer patients’ associations, registries
of the ministry of health etc). As CPO was regarded any non-profit
organization with a legal entity. In addition, the CPO should have been
cancer-specific, be primarily composed of patients and their caregivers and
representing and/or supporting their needs. To be recruited for the study, a
CPO should have had an active representation of cancer patients at a national
level and a valid and accessible website. CPOs from EU-28 member states
were included in the study. In order to be eligible for participation, an

individual should have been a member of a CPO and older than 18.

An email was sent to CPO board members informing them about the study
and inviting them to participate. Following their acceptance, the Institutional
Review Board of each organization approved the study protocol and

forwarded the invitation for participation to all of its members. All
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respondents filled a written informed consent form. Data were collected
online (via web-link and email). The questionnaire was translated to each
country’s official language.

Patient and Public Involvement

Patients play an integral role in this project and thus they have participated in
various stages of the research process. The development of the HDI, which has
been utilized to assess CPO participation in health policy decision making, has
involved both patients-members of patient organizations and patient
representatives during the phases of (i) reviewing the construct definition, (ii)
item drafting, (iii) item review and (iv) adaptation of the index to pan-
European standards (20,21). Moreover, patient representatives have
participated in the formulation of research objectives, the design of the study
and the interpretation of its findings; while members of patient organizations
have constituted the study sample of this research work. It deserves
mentioning that results will be disseminated to all identified CPOs,
irrespectively of whether they participated or not.

Statistical analysis

Descriptive statistics such as means, medians, standard deviations, absolute
and relative frequencies were computed, where appropriate.

Ward’s method was used to compute distance patterns and determine the
appropriate number of clusters for the K-means clustering procedure. K-
means clustering was performed for the classification of cluster subgroups and
was based on Euclidian distance. We changed all variables to z-scores to yield
equal metrics and equal weighting. For the consistency and validity of the
hypothesized groups of countries in the total sample; the total sample was

divided into a split-half random sample. K-means clustering was used then for

9
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the two subsamples to determine the presence of similar cluster subgroups
from the previous analyses. Additionally, analysis of variance ANOVA was
used to compare Degree of Participation and Impact of Participation scores
between the four groups defined by cluster analysis. Statistical analyses were
performed using the SPSS for Windows Version 19.0 statistical package (SSPS
Inc., Chicago, IL).

Results

Sample Characteristics

The final sample consisted of 1.266 members of CPOs from EU-28 countries
and the mean number of respondents per country was 45 (Table 1).

Demographics of the sample are shown in table 2.

Table 1. Number of respondents per country

N %
Country
Austria 47 3.7
Belgium 34 2.7
Bulgaria 31 2.4
Croatia 46 3.6
Cyprus 37 2.9
Czech
Republic 45 3.6
Denmark 44 3.5
Esthonia 35 2.8
France 093 7.3
Germany 44 3.5
Greece 63 5
Hungary 33 2.6
Ireland 51 4
Italy 95 7.5
Latvia 32 2.5
Lithuania 38 3
Luxembourg 30 2.4
Malta 32 2.5
Netherlands 42 3.3
Poland 44 3.5

10
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1

2

3 Portugal 47 3.7

4 Rumania 45 3.6

Z Slovakia 38 3

7 Slovenia 41 3.2

) Spain 42 3.3

9 Sweden 43 3.4

10 UK 49 3.9

1 241

12

13 242 Table 2. Sample demographics

: -

16 Age, mean (SD) 54.6(14.8)

17 Sex

18 Men 534 42.2

19 Women 732 57.8

;? Education level

2 No formal qualification 9 0.7

23 Primary School Education 7 0.6

24 Secondary School Education 378 29.8

25 University Degree 520 41.1

26 Postgraduate Degree 352 27.8

;é Self-report economic status

29 Low 13 1.0

30 Medium to Low 238 18.8

31 Medium 529 41.8

32 Medium to High 387 30.6

33 High 98 7.7

34

35 243

36 244  Degree and Impact of CPO Participation

2573 245  Composite scores of the HDI sub-scales (Degree of Participation and
39

40 246 Impact of Participation) were used for clustering analysis (Figure 1).
41

42 247  The findings revealed four groups of countries according to their score: a) high
43

2‘5‘ 248  degree - high impact, b) high degree — low impact, c) low degree - high impact,
2? 249  d) low degree —low impact. Table 3 presents median scores of Degree of
22 250  Participation and Impact of Participation per country. The median score for
g? 251  all countries was 33.3 for Degree of Participation and 34.69 for Impact of
gg 252  Participation .
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Table 3. Median scores of Degree of Participation and Impact of Participation
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per country
Median for Median for
degree of impact of
participation® | participation®
Austria 50.00 38.78
Belgium 58.33 26.53
Bulgaria 12.50 35.65
Croatia 43.75 28.57
Cyprus 29.17 38.78
Czech Republic 29.17 18.37
Denmark 33.33 40.82
Estonia 43.75 44.90
Finland 45.83 28.57
France 25.00 36.69
Germany 35.42 40.82
Greece 14.58 16.33
Hungary 47.92 40.82
Ireland 33.33 24.49
Ttaly 5.60 10.20
Latvia 60.42 41.84
Lithuania 52.08 44.90
Luxembourg 51.04 32.65
Malta 12.50 16.33
Netherlands 25.00 36.69
Poland 22.92 35.69
Portugal 58.33 36.73
Rumania 33.33 37.69
Slovakia 27.08 16.33
Slovenia 27.08 38.57
Spain 46.88 34.69
Sweden 8.33 35.40
UK 56.25 36.73

*median of the percent score (i.e. ((score-possible minimum score)/( maximum-
minimum possible score))*100 )

The number of countries in each cluster can be seen in Table 4 and a snapshot
of the European countries clustering can be found in Figure 2.
Table 4. Number of Countries in each HDI cluster

12
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Cluster |1.High degree and high impact: 7 countries: Latvia, Portugal,
Health Democratic Environment UK, Lithuania, Austria, Hungary,
Estonia.
2. High degree and low impact: 6 countries: Belgium,
Ostensible Participation Luxembourg, Spain, Finland,
Croatia, Ireland.
3. Low degree and high impact: 10 countries: Germany,
Limited but impactful participation |[P€nmark, Romania, Cyprus,
Slovenia, Netherlands, France,
Poland, Bulgaria, Sweden.
4. Low degree and low impact: 5 countries: Czech Republic,
Opportunities to develop Slovakia, Greece, Malta, Italy
261
262  The total sample was afterwards divided into a split-half random sample and
263  K-means clustering was repeated for the two subsamples. Clustering results
264  indicated that the four-cluster solution recorded in the previous analyses was
265 the most homogeneous solution in each subsample. Furthermore, the Degree
266  of Participation and Impact of Participation scores were compared between
267  the four country groups as defined by cluster analysis. All pair wise
268 comparisons were significant (p<0.001) providing additional evidence for the
269  cluster solution.
270
271  Discussion
272  In contemporary health care systems, patients not only participate in
273  decisions concerning their own health and healthcare (i.e. the micro-level),
274  but in decision making processes on the meso- and macro-level (i.e. in local
275  health authorities, organizations, health technology assessment procedures or
276  at the parliament, to name few)22. Their influence in these processes is greatly
277  enhanced if they are grouped together. For this reason, patient organizations
278  emerge as an indispensable vehicle for facilitating democracy, promoting
279  patient interests and influencing health policy decision making22.
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Nonetheless, existing evidence suggests wide diversity in the European Union
with regard to patient organization participation in health policy decision
making6.18, At the same time, converging evidence indicates that a greater
degree of participation on the part of patient organizations does not guarantee
the effectiveness of this participation 13-15.22, In other words, patient
organizations may be given opportunities to have a say in health policy-
decision making, but are they being heard?

The findings from the present study revealed four groups of countries:

a) High Degree — High Impact: “Health Democratic environment”. The
environment fosters patient organization participation and patient groups
contribute substantially to health policy decision-making

b) High Degree — Low Impact: ostensible participation. The system provides
ample opportunity for patient organization participation; however, this does
not exert a significant impact.

c¢) Low Degree — High Impact: limited but impactful participation. The health
policy shaping system does not give enough room for participation; however,
it takes patient organizations into consideration. It seems that quality
outweighs quantity. One may suggest that either the health policy decision
making system takes highly into consideration the claims of CPOs or that they
are very effective in advocating their interests.

d) Low Degree — Low impact: Window of opportunity. The decision making
system does not facilitate participation and CPOs are not effective in
advocating their claims.

Interpretations

The findings of the present study corroborate the wide diversity among

European countries with respect to the degree and impact of cancer patient

14
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organization participation in health policy decision making. These findings are
to a large extent consonant with findings from the European Health Consumer
Index8. Interestingly, both Bulgaria and Sweden rank very low in the Degree
subscale (median=12.5 and median= 8.33 respectively); however, they rank
high in the Impact subscale (median = 35.65 and median = 35.40
respectively). At first glance, this appears in sharp contrast to the findings
from the European Health Consumer Index, where Bulgaria was found to
score good in the indicator “patient organizations involved in decision
making” and Sweden intermediary. Nonetheless, the low scores documented
in the Degree subscale of the present study are probably explained by both
countries’ low performance in the indicator “healthcare law based on patients
rights”. As a result of this, these countries score very low in the Degree
subscale (enquiring about the opportunities of CPOs to participate in health
decision-making); however, they do well in the Impact subscale (enquiring
about the impact of this participation). In other words, while the healthcare
system may not provide CPOs with ample opportunity to participate, CPOs
appear to manage well into capitalizing on the scarce opportunities given. This
is perhaps the explanation why in this group of countries in spite of low degree
of participation, there is high impact of participation. It is highly likely that
CPOs in these countries have better advocacy and lobbying skills.
Alternatively, it may be the case that CPOs form stronger coalitions in these
countries. A study by Wood on patient groups in UK and USA has indicated
that in both countries there is a proliferation of patient organizations;
however their political effectiveness is disproportionally low due to their
autonomous activity and their reluctance to collaborate23. A similar concern

was raised by the Vienna workshop, where heightened competition and
15
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tensions among patient organizations was suggested to hinder their political
effectiveness 6. Therefore, CPOs in countries with high impact may be more
politicized and more united.

This may also explain why in certain countries there is high degree of
participation but low impact. Members of CPOs in these countries may not be
trained enough in lobbying and advocacy skills and do not engage into joint
campaigning. Alternatively, the system may ostensibly involve patient
organizations in health policy decision making. This is congruent with the
concern raised in UK!3 that the involvement of patient organizations in health
policy decision making may solely serve the purpose of adding legitimacy to
governments, while the latter advance their own interests. Therefore, one
should investigate further what happens in these countries.

It merits noting that the Health Democracy Index entails items tapping
perceived patient organization participation in health policy decision making
on various realms: hospital boards, health technology assessment, ethics
committees in clinical trials, national parliament, ministry of health, to name
few. It is highly likely that an item-per-item analysis may reveal a different
pattern of results with regard to country ranking. Our research team is
currently working along this direction .

Good Examples

A good example of a country with High Degree of Participation

The decentralization of the healthcare system in 2001 in Finland has led to an
increased public participation in health policy decision making. In 1999, the
government set the foundations for the patients’ participation in all levels and
sectors pertaining to health policy. A network of agencies at local and national

level was developed. Agencies were affiliated with the Ministry of Health, so as
16
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to facilitate, increase and sustain public involvement in each step of health

policy decision making processes by conducting local health needs

assessments, priority setting surveys and informal evaluations?.

A good example of a country with High Impact of Participation

Cyprus was found to be in the cluster of countries characterized by low degree
of participation and high impact. In 2016, the Pancyprian Federation of
Patient Associations and Friends conducted a national study in order to assess
patients’ organizations participation in health policy decision making and
identify unmet needs. The study results were disseminated to the community,
local press and other key-stakeholders. A few months later, the systematic
advocating and lobbying activities ended successfully. New legislation
providing for patients’ participation in health policy decision making at
national level was established by the Cyprus Parliament based on the
Declaration for Patients Participation in Health Policy Decision Making2s.
Limitations

The study was not without its limitations. As there is no sampling frame for
CPOs in Europe, the representativeness of the sample is contested. In spite of
systematic efforts to recruit participants through various pathways one may
not exclude the possibility that the most active and motivated CPO members
agreed to participate. In this reasoning, sampling bias may have emerged if
respondents differed systematically from non-respondents in terms of their
views about their CPOs participation in health policy decision making.
Moreover, the HDI taps the patient perspective on the degree of and impact of
patient organization participation and thus findings deriving from its use

should be considered complementary to other perspectives (e.g. policy
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makers’ perspective or more objective indices, such as data emanating from
the parliament minutes). Finally, as the present study addressed cancer

patient organizations, findings cannot extrapolated to other disease groups.

It is noteworthy that since the aim of the present report was to provide a
snapshot of CPO participation in health policy decision making in EU-28 from
patients’ perspective, we could not have explored potential links between our
data and other system performance indices, such as cancer survival rates and
percentage of total health expenditures spent on cancer care across countries.
Nonetheless, we are currently designing an ecological study that would enable
us to go into greater depth on the topic.

Conclusion

There is substantial diversity in EU-28 with regard to perceived CPO
participation in health policy decision making. Study findings indicate that a
high degree of participation is not synonymous to high impact. As a result of
this, there is still a ways to go in order to ensure that both the healthcare
system will create ample opportunity for CPOs to participate in health
decision making and that CPOs will be capable of capitalizing on them.
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Figure 1. Cluster analysis results

Figure 2. Patient organization participation in EU-28 by country cluster
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Abstract

Objectives: Even though patient involvement in health policy decision making
is well documented, studies evaluating the degree and impact of this
participation are scarce. This is even more conspicuous in the case of cancer.
There is evidence showing that patients with the same type of cancer and at
the same stage of the disease will receive different treatments in different
countries. Therefore, it is crucial to assess the degree of patient participation
in health policy decision making across Europe, as it may result in health
inequalities across countries. In a response to this research call, the present
study aimed to provide a snapshot of cancer patients’ organization (CPO)
participation in health policy processes in EU-28 countries.

Setting: Cancer Patients’ Organizations from the 28 EU-countries.
Participants: 1,266 members of Cancer Patients’ Organizations from the 28
EU countries.

Primary and secondary outcome measures: information about participants’
socio-demographic characteristics and their involvement in their CPO was
collected as well as data about the CPO. A 17-item index containing questions
about the type and impact of participation in various facets of health policy
decision making was used to assess the degree of CPOs participation in health
policy decision making processes and its impact.

Results: The findings revealed four groups of countries according to their
score: a) high degree of participation - high impact, b) high degree — low
impact, ¢) low degree - high impact, d) low degree —low impact.

Conclusion: Cancer patient participation in health policy decision making
processes varies significantly across EU-28 countries. Although progress has

been made in upgrading patients’ role in terms of legislation, more effort is
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necessitated in order to address inequalities in health policy decision making

in EU-28.

Strengths and Limitations of the Study

e The study included a large sample from the 28 member stated of the
European Union.

¢ An innovative and validated tool was employed in order to assess the
level of cancer patients’ organizations participation in health policy
decision making

e The cross-sectional design of the study does not allow making causal
inferences.

e The convenience sample of the study might have limited the

generalizability of the results.

Introduction

Cancer is the most common and severe non-communicable diseases,
impinging substantially on both health and healthcare *. Cancer patients have
to cope with the stress and the dramatic changes in their lifestyle and quality
of life as well as the procedures and bureaucracy (e.g. reimbursement
processes) often involved in the treatment of the illness 2. Although public
spending on health and long-term care has increased in the majority of
European countries (EU), cancer patients’ needs remain largely unmet 3. An
illustration of this point is waiting times in cancer care in Ireland, which in
2015 were found to be higher than their counterparts in Albania 4. Increased
public spending is a necessary but not sufficient condition to ensure

effectiveness and sustainability of the healthcare system 5.
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In an effort to provide more effective and appropriate services, the healthcare
system philosophy has shifted from a biomedical approach (which is doctor-
focused) to a more holistic and self-managed one 6. Many programs, tools and
models have been implemented in order to empower cancer patients and
facilitate their participation in the delivery of health care services?. In this
frame, the physician is no longer considered to be the “expert” or just the
provider and the patient only the receiver. Rather, there is shared decision
making in clinical practice. No one knows better the nature of a disease and
the needs deriving from it but the patients themselvess.

This is not limited to the individual physician-patient relationship, as patients
may collectively participate in decision making in various realms, including
guideline development, government policy and research agenda setting,
among others9-1!, Patient participation at the collective level is primarily
justified on the grounds of democratic values. Patients are affected by the
consequences of certain decisions, and therefore they should have a say in the
process. Concomitantly, their subjective knowledge of a disease and its
treatment may enhance the quality of health care decision making!2,

upgrading the overall effectiveness and efficiency of the healthcare system.

While patients’ collective action is increasingly recognized as an important
driver of health policy and service provision, there is paucity of research on
their association. The De Montfort study in the UK has substantiated
increased contact between patient groups and policymakers during the past
years, while professional bodies and pharmaceutical companies were found to
have involved patient groups in discussions on policy proposals to a larger

extent than in the past!3. Nonetheless, according to the researchers, the

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 4 of 24

yBuAdoo Aq paroalold 1senb Aq £20z ‘0z IMdy uo /wod'lwg uadolwa//:dny woij papeojumod "8T0Z 1snbny G uo 9688T0-LT0Z-Uadolwag/9eTT 0T S paysignd 1suy :uado NG


http://bmjopen.bmj.com/

Page 5 of 24

oNOYTULT D WN =

99

100

101

102

103

104

105

106

107

108

109

110

111

112

113

114

115

116

117

118

119

120

121

122

123

BMJ Open

available evidence could not shed enough light on the influence exerted by
patient groups, as their heightened participation is not necessarily translated
into high political effectiveness. In a similar vein, while the Dutch model in
Netherlands allows patient organizations to be an equal party in health policy
processes to a large extent; this is not met in practice4. Moreover, evidence
from Mixed Advisory Committees in Italy highlight the limited influence of
users’ voice on decision making by health authorities's. In 2006, a workshop
with 22 academic researchers and two representatives of patient organizations
documented high involvement of patient groups with policymakers and
political institutions; however, marked diversity among European countries

was stressed 16,

The initiatives undertaken by most EU countries to establish and increase
patient participation in health policy decision making are reflected on
legislation level17. Nonetheless, based on information provided by the
European Health Consumer Index8, countries display important differences
in terms of the degree to which their healthcare law is based on patient rights.
Additionally, noteworthy variation is also observed in the degree to which
patient organizations are involved in decision-making?8. This in turn may
create health inequalities across countries. As a corollary of this, there is an
imperative need to investigate the degree and impact of patient organization
participation in health policy decision making in the European Union. This
need becomes even more pronounced in the case of cancer, as the disease has
a multifaceted impact and can be a chronic and fatal disease depending on the

quality of treatment?9. In response to this research call, the present study
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aimed to provide a snapshot of cancer patients’ organization (CPOs)

participation in health policy decision making in EU-28 countries.

Methods

Instrument

For the purpose of the study a self-reported questionnaire was developed,
entailing the following sections:

Respondents’ characteristics

Data were collected on participants’ socio-demographic characteristics
(gender, age, educational attainment, self-reported economic status) and their
involvement in the CPO. In particular, participants had to rate their degree of
familiarity with cancer and their knowledge about its treatment/ their
country’s healthcare system/ their country’s reimbursement process (rating
options: very low-low-moderate-high-very high). Moreover, they had to rate
their degree of involvement in the organization (rating options: absent-very
low-low-moderate-high-very high). Data were also gleaned with regard to
their position in the organization (president/or other board member —
employed by the organization-voting member-nonvoting but active member-
non-active member) and the duration of their membership.

Organizational characteristics

Information was also collected concerning their CPO. Specifically, participants
had to indicate whether their organization provided information material to
its members (yes-no) and training (yes-no). Furthermore, they were asked
whether their organization was a member of a national cancer federation (yes-
no).

Health Democracy Index
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Moreover, the questionnaire encompassed the Patient Participation and
Health Democracy Index (HDI), an original scale measuring the degree of
patient organization participation and its impact on shaping health policy. The
Health Democracy Index consists of 17 questions: 8 items investigate CPOs
level of participation (Degree of Participation) in processes such as:
reforms, panels at the Ministry of Health, hospital boards, Ethics Committees
in clinical trials, Health Technology Assessment procedures (2 items: one for
the scientific evaluation of new treatments and methods and one for the
economic evaluation) and the national parliament. Each question may have
one of the following answers: (i) it is not a legal requirement and it never
happens, (ii) ) it is not a legal requirement and it rarely happens, (iii) it is not
a legal requirement but it often happens, (iv) it is a legal requirement and it
never happens, (v) it is a legal requirement and it often happens, (vi) it is a
legal requirement and it happens very often, and (vii) it is a legal requirement
and it always happens. Concomitantly, the HDI entails 9 items tapping the
impact of CPOs participation on the aforementioned 8 realms (reforms,
ministry of health, other health-related organizations, hospital boards, ethics
committee, HTA and national parliament), which are rated on a 6-point scale
ranging from absent to very high. In addition, the Impact of Participation
sub-scale entails a 9th item enquiring about the frequency by which a
substantial change is observed in the content of a health policy decision as a
result of the involvement of the patient organization. The particular item is
rated on a 6-point scale ranging from never to very often.

Higher composite scores on the sub-scales denote higher degree and impact of

participation. Both sub-scales displayed good internal consistency (Cronbach
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a = 0.879 and Cronbach a = 0.874 respectively). Converging evidence has
substantiated the psychometric properties of the Health Democracy Index=° .
Specifically, the development of the index has followed the subsequent steps:
(i) definition of the construct (i.e. patient organization participation in health
policy decision making), (ii) review of the construct definition, (iii)item
drafting, (iv) item review) and (v) pilot testing of its psychometric properties
(internal consistency , test-retest reliability, construct validity ad convergent
validity). As the index was originally developed in Greece21, an international
working group consisting of European stakeholders (policy-makers, members
of patient organizations and researchers with background on patient
empowerment) held various meetings to discuss the adaptation of the index to
European standards.2°

Participants and Procedures:

Potential participants were identified through various channels (e.g. internet
search, on line databases of European cancer patients’ associations, registries
of the ministry of health etc). CPO was considered any non-profit organization
with a legal entity. In addition, the CPO should have been cancer-specific, be
primarily composed of patients and their caregivers and representing and/or
supporting their needs. To be recruited for the study, a CPO should have had
an active representation of cancer patients at a national level and a valid and
accessible website. CPOs from EU-28 member states were included in the
study. In order to be eligible for participation, an individual should have been

a member of a CPO and older than 18.

An email was sent to CPO board members informing them about the study

and inviting them to participate. Following their acceptance, the Institutional
8
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Review Board of each organization approved the study protocol and
forwarded the invitation for participation to all of its members. All
respondents filled a written informed consent form. Data were collected
online (via web-link and email). The questionnaire was translated to each
country’s official language.

Patient and Public Involvement

Patients play an integral role in this project and thus they have participated in
various stages of the research process. The development of the HDI, which has
been utilized to assess CPO participation in health policy decision making, has
involved both patients-members of patient organizations and patient
representatives during the phases of (i) reviewing the construct definition, (ii)
item drafting, (iii) item review and (iv) adaptation of the index to pan-
European standards20:2:, Moreover, patient representatives have participated
in the formulation of research objectives, the design of the study and the
interpretation of its findings; while members of patient organizations have
constituted the study sample of this research work. It deserves mentioning
that results will be disseminated to all identified CPOs, irrespectively of
whether they participated or not.

Statistical analysis

Descriptive statistics such as means, medians, standard deviations, absolute
and relative frequencies were computed, where appropriate.

Ward’s method was used to compute distance patterns and determine the
appropriate number of clusters for the K-means clustering procedure. K-
means clustering was performed for the classification of cluster subgroups and
was based on Euclidian distance. We changed all variables to z-scores to yield

equal metrics and equal weighting. For the consistency and validity of the
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hypothesized groups of countries in the total sample; the total sample was
divided into a split-half random sample. K-means clustering was used then for
the two subsamples to determine the presence of similar cluster subgroups
from the previous analyses. Additionally, analysis of variance ANOVA was
used to compare Degree of Participation and Impact of Participation scores
between the four groups defined by cluster analysis. Statistical analyses were
performed using the SPSS for Windows Version 19.0 statistical package (SSPS
Inc., Chicago, IL).

Results

Sample Characteristics

The final sample consisted of 1,266 members of CPOs from EU-28 countries
and the mean number of respondents per country was 45 (Table 1).

Demographics of the sample are shown in table 2.

Table 1. Number of respondents per country

N %
Country
Austria 47 3.7
Belgium 34 2.7
Bulgaria 31 2.4
Croatia 46 3.6
Cyprus 37 2.9
Czech
Republic 45 3.6
Denmark 44 3.5
Esthonia 35 2.8
Finland 45 3.6
France 93 7.3
Germany 44 3.5
Greece 63 5
Hungary 33 2.6
Ireland 51 4
Italy 95 7.5
Latvia 32 2.5

10
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Lithuania 38 3

Luxembourg 30 2.4

Malta 32 2.5

Netherlands 42 3.3

Poland 44 3.5

Portugal 47 3.7

Rumania 45 3.6

Slovakia 38 3

Slovenia 41 3.2

Spain 42 3.3

Sweden 43 3.4

UK 49 3.9

Table 2. Sample demographics
N %

Age, mean (SD) 54.6(14.8)

Sex
Men 534 42.2
Women 732 57.8

Education level
No formal qualification 9 0.7
Primary School Education 7 0.6
Secondary School Education 378 29.8
University Degree 520 41.1
Postgraduate Degree 352 27.8

Self-report economic status
Low 13 1.0
Medium to Low 238 18.8
Medium 529 41.8
Medium to High 387 30.6
High 98 7.7

Degree and Impact of CPO Participation

Composite scores of the HDI sub-scales (Degree of Participation and

Impact of Participation) were used for clustering analysis (Figure 1).

The findings revealed four groups of countries according to their score: a) high

degree - high impact, b) high degree — low impact, c) low degree - high impact,

d) low degree —low impact. Table 3 presents median scores of Degree of

Participation and Impact of Participation per country. The median score for

11
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Table 3. Median scores of Degree of Participation and Impact of Participation

per country
Median for Median for
degree of impact of
participation® | participation®
Austria 50.00 38.78
Belgium 58.33 26.53
Bulgaria 12.50 35.65
Croatia 43.75 28.57
Cyprus 29.17 38.78
Czech Republic 20.17 18.37
Denmark 33.33 40.82
Estonia 43.75 44.90
Finland 45.83 28.57
France 25.00 36.69
Germany 35.42 40.82
Greece 14.58 16.33
Hungary 47.92 40.82
Ireland 33.33 24.49
Italy 5.60 10.20
Latvia 60.42 41.84
Lithuania 52.08 44.90
Luxembourg 51.04 32.65
Malta 12.50 16.33
Netherlands 25.00 36.69
Poland 22,92 35.69
Portugal 58.33 36.73
Rumania 33.33 37.69
Slovakia 27.08 16.33
Slovenia 27.08 38.57
Spain 46.88 34.69
Sweden 8.33 35.40
UK 56.25 36.73

*median of the percent score (i.e. ((score-possible minimum score)/( maximum-

minimum possible score))*100 )
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1

2

3 259  The number of countries in each cluster can be seen in Table 4 and a snapshot
4

5 260  of the European countries clustering can be found in Figure 2.

6

7 261 Table 4. Number of Countries in each HDI cluster

8

?O Cluster |1.High degree and high impact: 7 countries: Latvia, Portugal,
1 Health Democratic Environment UK, Lithuania, Austria, Hungary,
12 Estonia.

1 i 2. High degree and low impact: 6 countries: Belgium,

15 Ostensible Participation Luxembourg, Spain, Finland,

e Croatia, Ireland.

17 3. Low degree and high impact: 10 countries: Ge{rmany,

18 Limited but impactful participation |[P€nmark, Romania, Cyprus,

19 Slovenia, Netherlands, France,
20 Poland, Bulgaria, Sweden.

21 4. Low degree and low impact: 5 countries: Czech Republic,

22 Opportunities to develop Slovakia, Greece, Malta, Italy

23 262

;‘; 263  The total sample was afterwards divided into a split-half random sample and
;? 264  K-means clustering was repeated for the two subsamples. Clustering results
28 .1 . . .

29 265 indicated that the four-cluster solution recorded in the previous analyses was
30

31 266  the most homogeneous solution in each subsample. Furthermore, the Degree
32

33 267  of Participation and Impact of Participation scores were compared between
34

35 268  the four country groups as defined by cluster analysis. All pair wise

36

37 269  comparisons were significant (p<0.001) providing additional evidence for the
38

ig 270  cluster solution.

41

42 271

43 . .

44 272 Discussion

45

46 273  In contemporary health care systems, patients not only participate in

47

48 274  decisions concerning their own health and healthcare (i.e. the micro-level),

49

50 275  but in decision making processes on the meso- and macro-level (i.e. in local
51

52 276  health authorities, organizations, health technology assessment procedures or
53

g;‘ 277  at the parliament, to name few)22. Their influence in these processes is greatly
g? 278  enhanced if they are grouped together. For this reason, patient organizations
58 13
59
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emerge as an indispensable vehicle for facilitating democracy, promoting
patient interests and influencing health policy decision making?22.
Nonetheless, existing evidence suggests wide diversity in the European Union
with regard to patient organization participation in health policy decision
making6.18, At the same time, converging evidence indicates that a greater
degree of participation on the part of patient organizations does not guarantee
the effectiveness of this participation 13-15.22, In other words, patient
organizations may be given opportunities to have a say in health policy-
decision making, but are they being heard?

The findings from the present study revealed four groups of countries:

a) High Degree — High Impact: “Health Democratic environment”. The
environment fosters patient organization participation and patient groups
contribute substantially to health policy decision-making

b) High Degree — Low Impact: ostensible participation. The system provides
ample opportunity for patient organization participation; however, this does
not exert a significant impact.

c¢) Low Degree — High Impact: limited but impactful participation. The health
policy shaping system does not give enough room for participation; however,
it takes patient organizations into consideration. It seems that quality
outweighs quantity. One may suggest that either the health policy decision
making system takes highly into consideration the claims of CPOs or that the
latter are very effective in advocating their interests.

d) Low Degree — Low impact: Window of opportunity. The decision making
system does not facilitate participation and CPOs are not effective in
advocating their claims.

Interpretations

14
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The findings of the present study corroborate the wide diversity among
European countries with respect to the degree and impact of CPOs
participation in health policy decision making. These findings are to a large
extent consonant with findings from the European Health Consumer Indexs.
Interestingly, both Bulgaria and Sweden rank very low in the Degree subscale
(median=12.5 and median= 8.33 respectively); however, they rank high in the
Impact subscale (median = 35.65 and median = 35.40 respectively). At first
glance, this appears in sharp contrast to the findings from the European
Health Consumer Index, where Bulgaria was found to score good in the
indicator “patient organizations involved in decision making” and Sweden
intermediary. Nonetheless, the low scores documented in the Degree subscale
of the present study are probably explained by both countries’ low
performance in the indicator “healthcare law based on patients rights”. As a
result of this, these countries score very low in the Degree subscale (enquiring
about the opportunities of CPOs to participate in health decision-making);
however, they do well in the Impact subscale (enquiring about the impact of
this participation). In other words, while the healthcare system may not
provide CPOs with ample opportunity to participate, CPOs appear to manage
well into capitalizing on the scarce opportunities given. This is perhaps the
explanation why in this group of countries in spite of low degree of
participation, there is high impact of participation. It is highly likely that CPOs
in these countries have better advocacy and lobbying skills. Alternatively, it
may be the case that CPOs form stronger coalitions in these countries. A study
by Wood on patient groups in UK and USA has indicated that in both
countries there is a proliferation of patient organizations; however their

political effectiveness is disproportionally low due to their autonomous
15
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activity and their reluctance to collaborate23. A similar concern was raised by
the Vienna workshop, where heightened competition and tensions among
patient organizations was suggested to hinder their political effectiveness 16.
Therefore, CPOs in countries with high impact may be more politicized and
more united.

This may also explain why in certain countries there is high degree of
participation but low impact. Members of CPOs in these countries may not be
trained enough in lobbying and advocacy skills and may not engage into joint
campaigning. Alternatively, the system may ostensibly involve patient
organizations in health policy decision making. This is congruent with the
concern raised in UK!3 that the involvement of patient organizations in health
policy decision making may solely serve the purpose of adding legitimacy to
governments, while the latter advance their own interests. Therefore, one
should investigate further what happens in these countries and endeavour to
identify the determinants of impactful participation overall24

It merits noting that the Health Democracy Index entails items tapping
perceived patient organization participation in health policy decision making
on various realms: hospital boards, health technology assessment, ethics
committees in clinical trials, national parliament, ministry of health, to name
few. It is highly likely that an item-per-item analysis may reveal a different
pattern of results with regard to country ranking. Our research team is
currently working along this direction.

Good Examples

A good example of a country with High Degree of Participation

The decentralization of the healthcare system in 2001 in Finland has led to an

increased public participation in health policy decision making. In 1999, the
16
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government set the foundations for the patients’ participation in all levels and
sectors pertaining to health policy. A network of agencies at local and national
level was developed. Agencies were affiliated with the Ministry of Health, so as
to facilitate, increase and sustain public involvement in each step of health

policy decision making processes by conducting local health needs

assessments, priority setting surveys and informal evaluations?®.

A good example of a country with High Impact of Participation

Cyprus was found to be in the cluster of countries characterized by low degree
of participation and high impact. In 2016, the Pancyprian Federation of
Patient Associations and Friends conducted a national study in order to assess
patients’ organizations participation in health policy decision making and
identify unmet needs. The study results were disseminated to the community,
local press and other key-stakeholders. A few months later, the systematic
advocating and lobbying activities ended successfully. New legislation
providing for patients’ participation in health policy decision making at
national level was established by the Cyprus Parliament based on the
Declaration for Patients Participation in Health Policy Decision Making2°.
Limitations

The study was not without its limitations. As there is no sampling frame for
CPOs in Europe, the representativeness of the sample is contested. In spite of
systematic efforts to recruit participants through various pathways one may
not exclude the possibility that the most active and motivated CPO members
agreed to participate. In this reasoning, sampling bias may have emerged if
respondents differed systematically from non-respondents in terms of their

views about their CPOs participation in health policy decision making.
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Moreover, the HDI taps the patient perspective on the degree of and impact of
patient organization participation and thus findings deriving from its use
should be considered complementary to other perspectives (e.g. policy
makers’ perspective or more objective indices, such as data emanating from
the parliament minutes). Finally, as the present study addressed CPOs,

findings cannot extrapolated to other disease groups.

It is noteworthy that since the aim of the present report was to provide a
snapshot of CPO participation in health policy decision making in EU-28 from
the patients’ perspective, we could not have explored potential links between
our data and other system performance indices, such as cancer survival rates
and percentage of total health expenditures spent on cancer care across
countries. Nonetheless, we are currently designing an ecological study that
would enable us to go into greater depth on the topic.

Conclusion

There is substantial diversity in EU-28 with regard to perceived CPO
participation in health policy decision making. Study findings indicate that a
high degree of participation is not synonymous to high impact. As a result of
this, there is still a long way to go in order to ensure that both the healthcare
system will create many opportunities for CPOs to participate in health
decision making and that CPOs will be capable of capitalizing on them.
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Figure 1. Cluster analysis results

Figure 2. Patient organization participation in EU-28 by country cluster
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Picture 2. Snapshot of European countries clustering according to
HDI score.
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