Why are DMDs important in MS?

DMDs are the backbone of MS clinical care. These therapies modulate the immune response
which causes MS, thus reducing the severity and frequency of relapses, slowing the progression
of disease and onset of disability.”™® For most people with MS, DMDs should be initiated as
soon as possible after diagnosis and treatment should be maintained as long as the person
wishes.?

A range of DMDs are approved for MS in Europe, though access may be challenging in
different countries. People with MS may change DMDs at some point over the course of
their illness, often due to changing disease stage, new treatment goals or side effects.”®
Because DMDs may be taken for decades, it is important that they be both tolerable and
affordable for the person with MS. However, even when therapies are approved and made
available nationally, some people may have difficulty in accessing the treatment.

Not every person with MS wishes to take DMDs. A person may opt to forgo DMD treatment
for many reasons, including costs, side effects, changing life goals, or progression of
disease.” However, this puts them at risk of irreversible disease progression and increased
future health and social care needs. Governments must ensure that all people with MS have
timely access to a range of acceptable treatments, as well as neurologists to prescribe and
switch DMDs to meet the needs of the person with MS.




What did the Barometer find?

Availability of a range of fully reimbursed DMDs is generally good. For example:
O 32 countries offer at least one DMD with 100% reimbursement

O 30 countries make available at least 6 of the 12 DMDs surveyed.

Appendix | lists availability and reimbursement rates for the 12 DMDs surveyed in each
country. Generally, access to DMDs has improved significantly since the previous MS Barometer
survey in 20157 However, gaps in access to a variety of DMDs persist. Eight countries require
some out-of-pocket payments for DMDs, and most countries did not have full availability of
the latest therapy approved by the European Medicines Agency (EMA).

Despite improvements in availability, too many people still do not have access to DMDs.
In 2018, 43% of people with MS in Europe were not receiving DMD treatment (Figure 8). Barriers
to use of DMDs noted by the respondents include unacceptably high co-payments, reluctance
on the part of hospitals to approve changes to more expensive therapies, a shortage of
neurologists to prescribe and oversee treatments, and geographical challenges in accessing
treatment.

Figure 8. Percentage of people with MS in Europe who did not receive DMD treatment in 2018
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The 5 countries that did not respond to this question are not included in this analysis.

Use of DMDs varies considerably depending on the country. For example, treatment rates
are as high as 90% in Lithuania, Malta and Switzerland, but far lower in countries such as
Moldova (6%), Bosnia and Herzegovina (10%) and Serbia (12%).
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National approval for use and reimbursement of DMDs often faces significant delays. In
many countries, national approval of new therapies may come years after the EMA’'s approval.
Reasons for this include delayed initiation by pharmaceutical companies of market access
assessments, or slow regulatory processes and duplicative evidence requirements by the
national authority®

Treatment rates are worse for people with progressive MS than for those with RRMS. There
are just four treatment options available, and only three approved in Europe, for progressive
forms of MS®®2"However, less than a quarter of people with progressive MS receive appropriate
DMD treatment (Figure 9). Because of the limited options for people with progressive MS, it is
all the more important to ensure that therapies are promptly approved and reimbursed once
they have passed scientific and regulatory approval.

Figure 9. Percentage of people with progressive MS in Europe receiving appropriate DMD treatment

- People on DMDs

- People with progressive MS not on DMDs

The 5 countries that did not respond to this question are not included in this analysis.

The 14 countries that did not respond to questions on the number of people with progressive MS and the percentage of people with
progressive MS receiving appropriate DMD treatment are not included in this analysis.
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Symptomatic treatments

Across all surveyed countries, there is lower availability and lower
reimbursement of symptomatic treatments than DMDs

Only 20 countries use national or international guidance for symptomatic
treatment of MS

Key findings

Five countries report having no psychological or cognitive rehabilitation
services for most people with MS

Figure 10. National scores on symptomatic treatments
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Why are symptomatic therapies important
in MS care?

Symptomatic treatments are an essential component of care. Because MS affects the
nervous system, the range of possible symptoms is extensive.??? Many, such as pain, fatigue and
incontinence, will have a significant effect on daily living.® However, with appropriate support
for symptom management, people with MS may more easily be able to maintain their lives,
relationships, education and careers. But without it, many people may find that their quality of
life is severely diminished.®

MS symptom management is not systematically structured. Many treatments used to
manage MS symptoms are issued off-label, and formal investigations of clinical efficacy in MS
populations is lacking.® There is no formal clinical guidance in Europe for MS symptomatic
treatments, so people with MS may depend entirely on their individual neurologist’'s expertise
in this area. Given the importance of symptom management,? inconsistencies and limits in
availability and access to these therapies are unacceptable.

Palliative care can be seen as a specialised form of symptomatic treatment. Many people
will have preconceived notions of palliative care as an end-of-life intervention. But for chronic
neurodegenerative illnesses such as MS, palliative care may be initiated at any stage of
disease in order to manage pain and other symptoms.?* This approach complements standard
care because treatment has the objective of making the person with MS comfortable and
maintaining their quality of life, rather than focusing on the underlying disease.*
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What did the Barometer find?

Despite their importance, symptomatic treatments have not been prioritised by
governments looking to manage MS. Though just eight major symptomatic treatments were
surveyed, only 14 countries responded that all were available and fully reimbursed. Many other
countries provide symptomatic therapies, but with out-of-pocket costs. These costs can force
people with MS to limit treatment duration due to financial constraints. For all survey responses
on symptomatic therapies, see Appendix II.

Europe does not prioritise early palliative care for people with MS. Just ten countries
reported providing this for people with MS (Figure 11). These countries range from some of the
wealthiest to some of the poorest in Europe; delivery of MS palliative care is not dependent
on wealth or excellence in other areas of healthcare. Any country may choose to dedicate
resources and prioritise this often-overlooked area of MS care.

Figure 11. Availability of specialised early palliative care services
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Rehabilitation

16 countries provide access to rehabilitation as outlined in the EMSP
consensus paper Recormmendations on Rehabilitation Services for Persons
with Multiple Sclerosis in Europe

Approximately 52% of people with MS in Europe may not have full access to
physical rehabilitation, and these figures are even worse for psychological,
cognitive and occupational rehabilitation

Key findings

Five countries report having no psychological or cognitive rehabilitation
services for most people with MS
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Why is rehabilitation important in MS?

Rehabilitation is a key area of MS management that is often deprioritised and sometimes
neglected. Rehabilitation may be key to restoring function after a relapse and maintaining
function as MS progresses. Specialised MS rehabilitation addresses physical symptoms of
MS, such as difficulties with gait.?® But it also supports the invisible symptoms of MS, such
as depression and cognitive changes, through psychological, cognitive and occupational
rehabilitation.?

The differences between good and poor access to rehabilitation for MS may be stark.
Without appropriate rehabilitation and adaptations, a person with MS may struggle with daily
tasks or leave the workforce prematurely.??" Without psychological and cognitive rehabilitation,
a person’s emotional wellbeing and cognitive capacity may be severely affected.?® Ultimately,
limited access to or use of rehabilitation will require greater support from both health and
social care.?®?" In terms of enabling a person with MS to enjoy a high quality of life, rehabilitation
may be as impactful as symptomatic treatments.?®
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What did the Barometer find?

Sixteen European countries report providing access to rehabilitation services according to
EMSP’s Recommendations on Rehabilitation Services for Persons with Multiple Sclerosis
in Europe.”® However, disparities in types of care persist between countries (Figure 13).
There seems to be relatively good availability of physical rehabilitation, whereas other types
of rehabilitation are not as widely available. Worryingly, nearly 30% of countries report no
availability of cognitive rehabilitation.

Figure 13. Availability of different types of rehabilitation among surveyed countries (percentage reporting service available)
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Availability of rehabilitation does not indicate full, unlimited or affordable access.
Government-provided entitlements to free rehabilitation sessions vary from country to country,
and can be severely limited. For example:

O In Sweden, people with MS are not guaranteed to receive physical rehabilitation each year

O In Portugal, they may be limited to 10 sessions annually

O In Greece, only about 10% of people with MS can access outpatient rehabilitation, the rest
being inpatient

Across Europe:

O Physical rehabilitation was available to an average of 48% people with MS across 24
responding countries (Figure 14)

O Psychological rehabilitation was available to an average of 41% people with MS across 15
responding countries
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Cognitive rehabilitation was available to an average of 28% people with MS across 13
responding countries

Occupational rehabilitation was available to an average of 19% people with MS across 16
responding countries

Inpatient rehabilitation was available to an average of 18% of people with MS across 21
O responding countries, and only nine countries confirmed offering access to inpatient
rehabilitation as often as required, with no limitations.

Figure 14. Percentage of people with MS in Europe who do not have access to physical rehabilitation services
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The 11 countries that did not respond to this question are not included in this analysis.

Significant barriers limit the use of rehabilitation services by people with MS. Challenges
identified in the surveyed countries include:

Requiring referral from a neurologist

O Long waiting times

Limits on the number of sessions reimbursed per year (for both inpatient and
outpatient services)

There may also be difficulties accessing rehabilitation specialised to the needs of people with

MS. Furthermore, given that many countries had no available data on access to rehabilitation,
the true gap in service delivery is likely to be much larger.
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Highlight
Paediatric MS

Paediatric MS is a rare disease

An estimated 2-10% of people with MS develop the disease before the age of 18, which is
classified as paediatric MS.® ¢ Historically, paediatric MS has been difficult to diagnose,?®
but advances in the past decade have improved both diagnosis and understanding of the
disease.®®

The 2020 MS Barometer found that there are more than 30,000 cases of paediatric MS in
the 22 countries responding to this question. Given estimates on the total population with
MS in Europe and the estimated prevalence of paediatric MS, this is highly likely to be an
underestimate.

THOUSAND CASES OF
PAEDIATRIC MS FOUND
BY THE MS BAROMETER

30 /25

COUNTRIES WHERE
PAEDIATRIC PATIENTS
HAVE FULL ACCESS
TO APPROVED MS
TREATMENTS

19

COUNTRIES HAVE A
SPECIALISED CLINIC
FOR PAEDIATRIC MS

COUNTRIES HAVE
CLINICAL GUIDELINES
FOR TREATMENT OF
PAEDIATRIC MS

12

Paediatric MS requires a specialised approach that supports the unique needs of this
community

The clinical, emotional, educational and practical needs of young people with MS can be
quite different to those of adults with MS:

O

Most children and adolescents are diagnosed with relapsing-
remitting MS, and will have slower disease progression
than people who are diagnosed in adulthood.®?®

paediatric MS may be relatively younger when their
disability progresses than people who are diagnosed
as adults.?®

As a result of their young age at onset, people with /‘
\'l; ¢

Children with MS may have poorer academic € -
performance than their peers, and greater efforts are ‘g?
needed to ensure that they have equal opportunities to y 5
learn and develop.® = ‘,4 :
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However, not all countries have appropriate provision of care for paediatric MS. For example,
of 35 countries reporting to the survey:

25 countries reported that paediatric patients have full access to MS treatments
approved in their country

O
O 19 countries have a specialised clinic for paediatric MS

O 12 countries have clinical guidelines for treatment of paediatric MS

7 countries have rare disease management programmes, policies or plans which
include paediatric MS.

Carers of children and adolescents with MS also face unique challenges and require
targeted support

Parents or other carers need emotional, informational and financial support to allow them to
best support the child’s wellbeing along with their own.*° Yet across Europe there is a lack of
initiatives for them:

O Just 16 countries provide any social support specific to paediatric MS carers

O Only 18 countries provide child disability allowances.

Some countries have specific initiatives in place for children and adolescents with MS
and their carers

Services and events provide opportunities for young people with MS to connect with
a community, learn more about their disease and enjoy time with their family and peers.
Examples of such programmes are found in many countries:

The French foundation for MS research (Fondation d’Aide pour la Recherche sur
o la Sclérose En Plaques, ARSEP) has an annual day for people with MS under the
arsep 9
fondation age of 21.

Romania’s national MS patient society (Asociatia Pacientilor cu Afectiuni
Neurodegenerative din Romania, APAN) has held an annual retreat for children
with MS since 2017.%2
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Employment and social support

Among the 15 countries that reported data, only 48% of people with MS
are in full-time or part-time employment

21 countries provide no support for young people with MS to complete
their education

Key findings

In at least 7 countries, people with MS are not legally protected from
unfair dismissal from work

Figure 15. National scores on employment and social support
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Why are employment and social support
important in MS?

Optimal management of MS must extend beyond the health system to education,
employment and social care. With most diagnoses occurring during a period when people are
pursuing studies, establishing careers and starting families, an individual’s entire course of life
may be altered by the onset of MS. People with MS will require varying social support as their
disease progresses, including support for social inclusion, financial support to supplement
income, support with form-filling to receive benefits to which they are

entitled, transportation support, or household adaptations such as
wheelchair ramps and accessible showers.*

With adequate support, many people with MS can complete
their education and maintain employment. Flexible hours and
the option of remote learning and working may be instrumental
in allowing people with MS to meet their responsibilities.
Adaptable schedules will also enable a person with MS to
undergo treatments and manage the unpredictable and
variable symptoms of their disease.®

Legislation may help keep people with MS and their carers
in the workforce. Anti-discrimination laws can protect people
from wrongful termination and secure appropriate
accommodations needed for social inclusion.
Recognition of the invaluable role of informal MS

carers may provide the family with much-needed flexibility and
support to balance their lives.*®* Because a person with MS may
have a relapse of symptoms without warning, their carers need

as much flexibility as possible to be able to support them.

Countries that fail to provide a robust response to the needs

of people with MS and their carers will face economic and

social costs. A lack of support contributes to people being

forced to leave the workforce.** In one 2016 global survey, more

than 80% of people with MS who were not working reported that

this was because of their disease.** Being out of work may result

in significant personal losses, including independence, emotional

wellbeing and financial security. Lower workforce participation also

brings societal losses with the reduced talent pool and increased burden

on disability and unemployment insurance.* While some level of social support

is available in most countries, it is not clear that this is sufficient to maintain quality of life or
ability to stay in work for people with MS and their families.
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What did the Barometer find?

Gaps in employment and social support persist across Europe. Only 15 countries were able
to report any employment data at all for people with MS. Figure 16 indicates the rates of full-
time and part-time employment across these countries. Among respondents, employment
rates varied significantly:

There are only seven countries where at least 50% of people with MS are in employment:

O Belgium, Czech Republic, Denmark, Finland, Germany, Switzerland and Turkey.

O 20 countries reported no data on the employment rates of people with MS.

Figure 16. What percentage of people with MS are in full-time or part-time employment?
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Employment legislation may not need to be disease-specific to provide some protections
for people with MS. Many countries provide general support for all people with disabilities,
for example:

Financial support for early retirement due to disability (28 countries)

Incentives to recruit or retain people with disabilities in employment
(27 countries)

w

Legal protections against dismissal from employment due to a health
e’ condition (27 countries)

. Flexible working practice legislation for people with disabilities
« [ (22 countries)

However, existing legislation may need adapting to recognise the complexities of MS and
other neurodegenerative diseases. In many countries, disability status is assigned based on
physical evaluations. For example, in Spain, a person with MS must reach a disability assessment
of 33% lost functionality before qualifying for many of the social support provisions that exist.®’
A person’s access to support may depend on receiving their scheduled evaluation at the
same time as they are experiencing their most severe physical limitations. As some of the
most debilitating MS symptoms may be ‘invisible’, such as pain and fatigue, standard physical
disability assessments may not be sufficient to gauge the full extent of social support that the
person with MS requires.

Governments and MS advocates must intervene early in a person’s disease course to
ensure that the person has sufficient support to pursue and maintain a career. Fewer
than half of countries responding to the survey offer this crucial support. In the workplace,
MS awareness-raising programmes for employers and employees may help to reduce stigma
and improve understanding of any accommodations introduced for people with MS. Such
informational support is currently offered in 18 out of 35 countries.

Financial support for household adaptations is limited. Across the 20 countries that
responded, only Denmark and Luxembourg offer full reimbursement of home adaptations.
A further 13 countries reported an average of 50% reimbursement, and five countries reported
no reimbursement for the costs of home adaptations.

Carers need more formal support to balance their personal, professional and caring
commitments. Informational programmes are available in 28 countries for family members
and friends, but more can be done, such as extending legal protections and financial support
that already exists for people with MS.
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Research

Fewer than half of countries surveyed have a national MS disease registry,
meaning 65% of people with MS in Europe may be unrecorded in official
registries

Only eight countries have a national research agenda for MS

Key findings

17 national MS societies provide grants and other financial incentives to
support research

Figure 17. National scores on research
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Why is research important in MS?

Research strengthens our understanding of MS and the best ways to manage it. Investments
in research have led to many improvements in MS diagnosis and management, including
better imaging and treatments, and greater understanding of the risk factors for disease
progression.®®* MS registries allow observation of epidemiological trends as well as patterns
in patient-reported outcomes, occupational data and other types of data. The information
gained may inform decisions on service improvements, clinical research objectives and patient
advocacy.

MS societies should play a role in driving MS research, but other sectors, including national
governments, must also be involved. MS societies and people with MS will have unique
insights on the most urgent priorities of those living with the disease. Collaboration among all
stakeholders involved in MS and integration of the MS patient commmunity can help to advance
the research agenda and answer the many unknowns that remain in MS care. However, it is
ultimately national governments that provide funding incentives to realise these priorities and
support ambitious research.
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What did the Barometer find?

Disease registries are an essential investment for better MS management. Countries with
an MS disease registry (Figure 18) had a significantly better median Barometer score than those
without:

@ Countries with an MS disease registry had a median score of 61

Countries without an MS disease registry had a median score of 37.

@

The existence of a disease registry will improve MS management by allowing clinicians,
policymakers and people with MS to understand the scale of the disease burden and
the effectiveness of existing services. In some countries, such as Sweden, people with
MS may also be empowered to self-report data, which may be particularly useful to analyse
information on patient-reported outcomes and experiences.

Figure 18. Countries with a national, local or regional, or no MS disease registry
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Even in countries where registries exist, not all people with MS are included. As Figure 19
indicates, 65% of people with MS in Europe are not recorded in a national disease registry. This
rate varies substantially between countries:
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Survey respondents noted that improvements can be made if recording is mandated and
healthcare practitioners are better supported to collect data.

Figure 19. Percentage of people with MS in Europe who are not recorded in national registries
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The two countries that did not respond to this question are not included in this analysis.

Different sectors sometimes come together to support MS research. There are different models
of running and funding MS registries: funding can come from public and private sources or a
combination of both, and sometimes it is MS societies that actively maintain these registries.
Patient associations are also a significant contributor to other branches of MS research:

17 national MS societies provide grants or other types of financial support for
MS research

ﬁgl'sﬁ The Italian MS Society Foundation (FISM) invests €5 million — €6 million in

IVIULT WMS research annually.
iIPLA

A national MS research agenda may provide an overarching direction for investigations in
MS. Eight countries in Europe — 23% of the surveyed members — have a national MS research
agenda: Croatia, France, Italy, Lithuania, Russian Federation, Spain, Switzerland and the UK.
These countries may be better equipped to make strategic investments in ambitious, large-
scale MS research projects.
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