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1 Executive Summary

Underestimated disease burden

Patients identify the unpredictability of CSU as one of its most debilitating aspects. Itch severely affects
sleep, daily activities, relationships, and mental health, while stigma adds emotional strain. CSU also
generates significant healthcare utilisation and productivity losses. Compared with psoriasis or atopic
dermatitis, CSU patients report worse quality of life, fewer effective treatment options and higher
healthcare utilisation.

Unmet patient needs

Guideline translation gaps

International guidelines recommend a stepwise approach, including earlier use of effective add-on
treatments such as omalizumab (and the updosing thereof). In Belgium, however, access is limited to
severe CSU patients (UAS7= 28) after prolonged antihistamine failure. This leaves moderate CSU
patients (16<UAS7<28) with suboptimal or off-label alternatives. Neighbouring countries reimburse
earlier effective add-on treatments, highlighting the need to create Belgian guidelines and update
reimbursement criteria to align with international standards and real-world evidence.
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The need for systematic PRO monitoring

Routine and systematic PRO collection, telemonitoring, and centralised data interpretation can improve
disease control, align patient and physician perspectives, and reduce unnecessary healthcare utilisation.
Belgium-specific real-world evidence is also needed to support reimbursement decisions and
demonstrate the long-term cost-effectiveness of optimal CSU care. A NIHDI-initiated Evidence Platform
meeting could pave the way for a national virtual CSU registry to generate such evidence.

Priority actions
This white paper outlines a coordinated action plan supported by all involved stakeholders. It calls on
the medical community, healthcare authorities, and policymakers to:

¢ Reduce delays in treatment

e Improve integrated care aligned with international standards

e Establish systematic PRO monitoring

e Create a national virtual CSU registry to measure and address the disease burden
Recognising CSU as a high unmet medical need and implementing these measures will enable Belgium
to deliver optimal, cost-effective care and significantly improve the lives of people living with CSU.

Report intent: This report brings together evidence-based insights and
UV, implementation-ready recommendations that can support coordinated, tangible
_ _ improvements in CSU care. By consolidating clinical expertise, patient perspectives,
,0\ real-world evidence, and international best practices, the report provides a solid

= foundation for policy refinement, guideline alignment, and improved access to effective
treatments.

Call for implementation: Through this report, we call on the medical community,
/ healthcare authorities, and policymakers to formally recognise CSU as a high unmet
‘\/_ medical need and to commit to implementing this co-created CSU action plan. This
‘ includes timely diagnosis, guideline-aligned treatment, systematic PRO monitoring, and
\ the development of a national virtual CSU registry. Implementing these measures will
enable Belgium to deliver optimal, cost-effective care and measurably improve the lives
of people living with CSU.
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2 Introduction

2.1 CSU prevalence and symptoms

Epidemiology Chronic

SV ot
Aol

0.4%

of people worldwide
with incidence varying by region

CSU symptom duration is
>6 weeks

oo

Primarily people of working age
(20-40 years)

#h:0

CSU occurs in
twice as many women as men

il

Symptomslast1to 5

years on average, although
they can last for 20 years or more

Spontaneous

NO obvious specific
external trigger

6% W Hives only

\ |
7% 57%

Proportion of patients presenting
with hives and/or angioedema

M Hives and
angioedema

W Angioedema

Figure 1. Overview of key facts on chronic spontaneous urticaria and its epidemiology (Weller et al., 2022)

Clinically, CSU presents as pruritic pink-to-red papules and plaques,
often with central pallor or raised welts. In individuals with darker skin
tones, lesions may appear lighter, darker, or similar in colour to
surrounding skin. Lesions can be widespread and frequently occur in
lead to excoriations or

pressure-prone areas. Scratching may

dermographism.

Despite these recognisable clinical features, the overall severity and
impact of CSU are often underestimated in routine practice. Limited
awareness about the disease burden among healthcare professionals
(HCPs) contributes to misalignment between patient expectations and
physician treatment goals. Insufficient communication and patient
education further fuel frustration and “medical shopping”, as patients
seek alternative opinions to achieve better disease control. The average
disease duration is 4.8 years, underscoring the chronic and burdensome
nature of CSU (Mostmans et al., 2023).

2.2 Suboptimal diagnosis in current practice

Figure 2. Typical clinical appearance of
chronic urticaria: pruritic pink-to-red
papules and plaques, including central
Image Credit: Cuoregentile -
stock.adobe.com raised welts
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Disease activity is commonly assessed using the Urticaria Activity Score over 7 days (UAS7), which
aggregates daily itch intensity and wheal severity into a score ranging from 0 to 42 (Zuberbier et al., 2014).
Based on UAS7 values, chronic spontaneous urticaria is typically classified into mild, moderate, or severe
disease. Although widely used, this tool and the categorisation have limitations:

e It captures only itch and wheals, not angioedema.

e [tdoes not reflect psychological burden or broader quality-of-life impairments.

e It often fails to align with patient-reported disease severity, resulting in a misalignment between
patient-reported disease burden and physician-assessed disease activity, complicating severity
assessment.

Combined with inconsistent PRO monitoring and the fluctuating multifaceted nature of CSU, these
limitations hinder accurate assessment and timely treatment escalation.

2.3 Current CSU guidelines & treatment pathway

International guidelines provide a clear, evidence-based framework for optimal CSU management. To
ensure alignment with these standards, we consulted one of the leading global experts, Prof. Dr. Ana Maria
Giménez-Arnau (Hospital del Mar, Spain). She is a world-renowned dermatologist and researcher who
played a pivotal role in developing the 2021 EAACI/GA2LEN/EuroGuiDerm/APAAACI international
guidelines for the diagnosis and management of CSU. As a key figure within the GA2LEN network—originally
established with support from the European Commission—she has contributed extensively to the clinical
validation of next-generation therapies and to ensuring that European clinical practice remains aligned with
the latest evidence-based safety and efficacy protocols. These international guidelines, developed by
leading experts, recommend a stepwise treatment approach beginning with antihistamines and
progressing to add-on therapies such as omalizumab, dupilumab and remibrutinib when symptoms persist.
They integrate clinical trial data, real-world evidence, and patient-reported outcomes to support consistent,
effective CSU management.

However, Belgian practice diverges significantly from these international standards. Access to omalizumab
is restricted to patients with severe CSU (UAS7 > 28) and only after six months of failed approved-dose
antihistamine therapy. As a result:

e Moderate CSU patients lack access to guideline-recommended treatments

e Off-label alternatives are frequently used, often with limited efficacy and tolerability

e Delay in effective treatment prolongs disease burden and reduces quality of life.

Neighbouring countries, including France, the Netherlands, Germany, and the Scandinavian nations, allow
earlier and broader access to effective add-on treatments as recommended by the international guidelines,
underscoring the need for Belgium to develop national guidelines and re-evaluate its reimbursement
criteria.

Throughoutthe CSU treatment pathway, the burden of disease is frequently underestimated, as perceptions
of CSU differ markedly between healthcare professionals and patients. This misalignment often leads to
delays in both treatment initiation and escalation. Ultimately, achieving sustained disease control, or
preventing recurrence, relies on effective patient education, treatment adherence, and timely access to
evidence-based and innovative therapies.
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The current Belgian treatment pathway is illustrated below:

Initial
treatment

‘Resolution’/
Recurrence

Onset of symptoms Getting CSU diagnosis Treatment escalation

1 month Up to 2 -4 years Upto 6 6 hs up to 2 years
In Belgium, access to treatments is not in line with international
treatment guidelines

S
@ & : <§cp . &
Search for trigger and self GP! or specialist 1 AH? trial and error I
treatment (Dermatologist/Allergist) Antihistamine 1 + non Bx® treatments + Bx |
1
Patients often Delay in referral Largeproportion of | Treatment escalation to an effectiveadd- | Education of HCPs and
misunderstand CSU as patients are | on treatment is not possible for patients 1 patients
an allergy or other Patients feel underinformed by HCP uncontrolled and/or | with a UAS-7 score <28 (moderate CSU)
causes, treating leading to “HCP shopping” and delayed have side effects | and for severe CSU patients with <6 I Treatmentof CSU in
themselves and may optimal treatment initiation d months AH treatment as it is not I compliance with
not immediately / Treatment | reimbursed in BE 1 guidelines i.e.
never present to HCP discontinuation due | switch/escalate when
to treatment I use of non feline r dedor | di T i
dissatisfaction L} off-label treatment options 1 uncontrolled
e —————
Disease burden not r ized by HCP, resulting in delay of Broad access to
tr and/or of tr escalation innovative treatment
options
Source: 1GP: general practil L 2AH: i ine, 3Bx: biologic L

4HCPs: healthcare professionals, SUAS: urticaria activity score, ®AH R: antihistamine
resistance; source: see notes

Figure 3. The Belgian CSU treatment pathway

2.4 The need for action: addressing diagnostic delays, treatment gaps, and unmet needs

The burden of CSU extends far beyond visible symptoms. The unpredictable nature of flare=ups leads to

Areas of patients’ lives affected by CSU

Daily life activities

® @ @ ®

Washing Getting dressed Grooming Eating Sleep
Mental health I Social interactions
® @ & ®
- § |
Stress Tiredness Loneliness  Anxiety  Self-perception Sexual activity Relationships

Overall personal limitations

®

Exposure Leisure Work and Choice of Treatment-related
to sun financial burden clothing restrictions

Figure 4. The impact of CSU on different areas of the patient, affecting daily life activities, mental health,
social interactions and overall limitations in their personal life
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3 The applied approach to build the CSU action plan

3.1 A multi-stakeholder approach

To robustly validate the burden of disease and develop a practical action plan to improve CSU care in
Belgium, a structured, evidence-driven, and collaborative approach was applied. For the first time, the

Discuss and validate burden of
disease by using the NEED
framework

And discuss proposed solutions

L I . —— to improve CSU care and
= Pe— . outcomes in Belgium

E
= P — ] -
=

Reports,
interviews
and e-
survey

Consolidating Substantiating CSU Mapping the patient “ i White pa.per on F_SU
all inputs burden of disease pathway, identifying burden in BE with
based on the NEED the challenges in CSU . potential solutions for
framework care today, prioritizing E - improvement, based on
them and develop L] all provided inputs

possible solutions

Figure 5. The project approach to validate disease burden and detail the action plan to improve CSU care

This comprehensive evidence-base framework enabled a detailed mapping of the CSU patient journey
and the identification of critical unmet needs contributing to the overall disease burden.
The NEED assessment and patient journey analysis were subsequently validated and enriched through

broad multi-stakeholder dialogue and interviews. Representatives from government bodies, health
authorities, dermatology centres, patient organisations, health insurance funds, public health researchers,
and academia contributed their expertise. This consolidated Belgian perspective was complemented by
international insights from Prof. Dr. Ana Maria Giménez-Arnau, whose extensive expertise provided valuable
real-world validation of guideline-aligned CSU management. Together, these inputs formed the foundation
for an implementation-ready national action plan.

Mutualities 4‘

’ 1 Government & authorities
2 Healthcare providers Multi-stakeholder Health economists & 5
dialogue to improve CSU public health experts

’ 3 Patients Academia 6 ‘

care in BE
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3.2 The NEED framework: assessing the burden of disease from multiple perspectives

The NEED framework, developed by Sciensano in collaboration with the KCE, offers a structured
methodology to evaluate unmet medical needs across four key dimensions:

e Patient needs

e Social needs

e Future needs

Equity considerations

data (facts & figures) needed to for each
of the indicators of the framework

Purpose: A multi-criteria method to assess health-related needs (current & future) for a disease/condition to inform
investment, healthcare planning, clinical practice and policy

Dimensions:
Society needs

complete the model (indicated by red triangles)

Its purpose is to support evidence-based policy decisions by identifying where unmet needs are most
pressing and where interventions should be prioritised. The framework is designed to enable comparison
across diseases and to guide resource allocation in a transparent and systematic manner.
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4 Addressing unmet needs to understand the disease burden of CSU

The assessment of the CSU burden was guided by the KCE NEED framework, which provides a structured
methodology to evaluate unmet needs across multiple dimensions.

For CSU, the NEED framework was applied using a mixed-methods approach, combining:

e Primary data (interviews, boards, surveys)

e Secondary data (literature, epidemiology, economic analyses)

e Qualitative and quantitative evidence
All data were generated and analysed using scientifically sound methodologies, in line with KCE's
recommendations.

This chapter summarises the key findings across four domains: patient needs, social needs, future needs,
and equity and provides a comprehensive overview of the CSU disease burden. It highlights the areas
where unmet needs are most significant and where targeted policy action is required.

A detailed version of the completed framework for CSU with all underlying sources and data is included in
the annex. Below, a summary is provided for each of the dimensions.

visits (0.81.0.3). and bospitalisations (0.3 v5.0.2)

Indicator Input

ot Min Germany)
ts with CSU compared to those with ADor P50,

correlatad weth uture pravalence.

«
°
@
Q
<
>
Z
2
S
o
)

Figure 8. The completed NEED framework across the different dimensions. A detailed version can be found in the annex

4.1 Patient needs

The NEED framework highlights CSU as a multifaceted condition with a profound impact on physical health,
psychological well-being, daily functioning, and financial stability.

Impact on physical health
e Painis afrequent and distressing symptom, reported by 55% of patients during exacerbations.
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Pain typically occurs at the site of hives,
angioedema, or joints and is described as
burning, stinging, aching, or soreness after
scratching.

Comorbidities are common: 68% of patients
report at least one comorbidity, and 54% report
two or more, increasing disease complexity and
treatment needs (Bernstein, 2025).

Mostcommon pain sensations

Burning or Achingor Soreness after
stinging swelling scratching
70% 61% 57%

of of of

CSU patients CSU patients CSU patients

Figure 9. The most common pain sensations (AWARE Study

Belgium)

The mostcommon comorbid conditions:

Allergies: 38%

Migraine or headache: 31%
Anxiety: 24%

Depression: 23%

Sleep difficulties: 16 - 20%
Hypertension: 17 - 43%

*  Obesity: 37%
»  Smoking is more frequent compared to control
populations

Figure 10. The most common comorbidities in CSU (Balp MM et al_2025, Balp_2015)

Impact on psychological health

CSU is not merely a physical condition; its unpredictability profoundly affects emotional well-being.

ltch disrupts sleep, strain relationships, and
contribute to anxiety and frustration.

The visible nature of CSU can lead to stigma,
social withdrawal, and feelings of vulnerability.
Patients have a sixfold increased risk of anxiety
and depression compared with the general
population, largely due to chronic itching,
uncertainty, and social distress associated with
the disease (Balp MM et al_2025).

shows risks of suicidal

Research elevated

ideation, suicide attempts, and certain
malignancies compared with controls.

Anxiety is highly prevalent: 66.5% of CSU
patients experience mild to severe symptoms,
significantly higher than in atopic dermatitis or

psoriasis (Balp MM et al., 2024).

Impact on daily activities
CSU affects nearly every aspect of daily life:

The burden of Chronic Spontaneous Urticaria in Belgium

Living with CSU carries stigma and
discrimination for 63% of patients:

— T

A

33%

being stared at or
askedif theyare

2
%a
5)

18% 15%
refusal of physical madethe subject
contact of jokes or bullied
contagious

Figure 11. Living with CSU carries stigma & discrimination
(Weller_2025)

Patients avoid social interactions, sports, certain clothing, and intimate relationships.

Routine activities such as cycling, sitting on specific surfaces, or travelling to warmer climates may

trigger symptomes.

Educational and professional performance is often impaired (Weller, 2025): in a Belgian survey, 33%

of school-attending patients reported a severe impact of CSU on their educational activities (IPSOS

survey).
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of CSU patients indicate out-

O

4.2 S

Economic burden for patients

For patients, the economic burden of CSU extends far beyond direct medical care:

Out-of-pocket costs for non-reimbursed treatments, travel, and alternative care are substantial.
Many patients report monthly expenses of €50 or more, higher than in atopic dermatitis or psoriasis
(Balp MM et al., 2024; Patient focus group).

Absenteeism and reduced work participation contribute to long-term financial strain.

CSU represents a notable economic challenge

9 . .
68,4% AN @ CSU patient out-of-pocketcosts include:
— A * Non-reimbursement treatment

f-pocket expenses * Travel to healthcare facilities

Figure 12. CSU out-of-pocket costs (Patient focus group)

ocial needs

CSU affects not only patients but also their families, partners, and broader social environment.

Impact

on close relationships

Poorer patient quality of life is associated with higher anxiety levels in cohabitants and reduced family
well-being.

Sexual dysfunction is reported by 58% of patients, affecting intimacy and relationship satisfaction
(Sanchez-Diaz_2022).

Emotional strain and unpredictability of symptoms can lead to loneliness and reduced social
connectedness (Sanchez-Diaz_2022; CSU Adboard BOD).

Economic burden for society

40%
30%
20%
10%

0%

Figure

The burd

CSU generates significant direct and indirect costs: CSU represents a notable
Higher healthcare utilisation than psoriasis or atopic economicchallenge
dermatitis, including more hospitalisations and emergency
visits.

Increased absenteeism, presenteeism, and overall work

impairment compared with both healthy controls and those | ]
. . - . A irectcosts of €1820 Csu
with atopic dermatitis or psoriasis (Balp MM et al., 2024). R "ep:t?;nigear e

Over 20% of patients miss at least one hour of work per week; (Direct costs: €915 - €3293)
overall work impairment reaches 27% and rises with disease

. . . Fi 13.A ic burd.
severity (Bernstein, 2023; patient focus group). 'guéeéu pat}/ee::fiire;s:ro(g;p %f;per

Absenteeism/presenteeism/work impairment
34%

13% 17%

6%

|
Absenteeismrate  Presenteeism rate 27% - 40% €600 - €1345indirectcosts
: Work productivity Per CSU patient/year
m Healthy = CSU patient losses (2025 values)

14. The absenteeism/presenteeism/work impairment rate for CSU patients (compared to healthy controls), the overall work
productivity loss and the indirect costs per patient/per year
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4.3

Future needs

Global projections indicate that the burden of CSU will continue to rise over the next 20 years (Tan, 2025).

4.4

Environmental factors such as air pollution and dietary patterns are increasingly associated with CSU
prevalence.

Modern lifestyle and environmental factors may further worsen disease expression and symptom
severity, as rising urticaria rates are linked to air pollution (ozone, PM, NO,) and dietary patterns high
in dairy, processed foods, sugar-sweetened beverages, trans fats, alongside low intake of
vegetables, nuts, omega-3s, and whole grains.

Anticipating these trends is essential for long-term planning of healthcare resources and prevention

strategies.

Equity in CSU care

Inequities in CSU care arise from clinical, systemic, and social factors that affect patients unevenly.

Clinical and systemic inequities

Limited disease awareness among primary care physicians contributes to delayed diagnosis and
referral.

Limited access to guideline-recommended treatments in Belgium disproportionately affects
moderate CSU patients, who lack access to effective add-on treatments.

Compared with neighbouring countries, Belgian patients face more barriers to guideline-aligned

care.

Social inequities

Patients without strong support networks experience higher psychological burden.

Workplace, cultural, and linguistic barriers can delay care and reduce treatment adherence.

The broader economic and psychological impact of CSU is often underestimated by payers,
resulting in insufficient investment in patient education and equitable access to treatment.

The burden of Chronic Spontaneous Urticaria in Belgium 14/38



5 The CSU patient journey analysis & prioritised unmet needs

The findings from the NEED framework, scientific literature with perspectives from multidisciplinary experts,
clearly demonstrate that patients with CSU face substantial unmet needs throughout their care pathway.
Mapping these needs along the patient journey provides a structured overview of where delays,
inefficiencies, and misalignments occur, and where targeted actions can have the greatest impact.
The patient journey reveals four critical areas where unmet needs accumulate:

o Delayed diagnosis, involving multiple HCPs

e Limited disease awareness and on the true burden of CSU among HCPs

o Inability to apply international guidelines, resulting in CSU patients receiving suboptimal care

in Belgium
e Lack of systematic PRO monitoring, including quality-of-life assessments.

PRE-DIAGNOSIS MANAGEMENT

Management by dermatologist

Initial symptoms (average disease duration for CSU is 4-9 years)

Itching, burning, + Long waiting time for dermatologists

pruritic wheals often on + Lack of awarenessof the disease among primary N Lac% of adherenceto guldelln‘es (AH

arms/legs, and care providers CY‘-I'"E: no treatmer_\te.-scalat\onj Misalignment in patientand

angioedema * Consultation of multiple physicians before receiving ° H'?h “.‘t“ of prescription “f"“"f' physician perceptions of disease
a diagnosis guideline recommended therapies andin treatment goals: Physicians

+ Adverse effects to Hy-AH treatment
in 22.1% of patients
+ Low responserates to standard

often underestimate disease
severity and overestimate

Diagnosis of CSU treatment effectiveness

treatments

+ Lack of effective in-label treatments
* Limited access to advanced therapies * High rates of uncontrolled disease
DIAGNOSIS due to strict reimbursement criteria (up to 80% of patients) leadingto a
(Omalizumabis in the treatment negative impact on quality of life,
+ Difficulties to find accurate information on CSU guideline but only reimbursed for cfr. hurdle before treatment
+ Patients experience anxiety, depression, stress, sleep disturbances sexual severe CSU (UAS7228) in Belgium) T Burden of treatments
dysfunction and social stigma resulting in lower mental and physical status, * Psychological supportis lacking - H'Slh °H"°f’F°5ke‘ costs and
loss of self-care and loss of control over life despite psychological CSU burden indirect costs due to work
+ Patients feel restricted in social life & impaired in non-work activities reat . bed X 7 '""Ffﬂ"mﬂm
+ Elevated absenteeism and presenteeism & overall workimpairment reatments prescribe Reduced quality of life of mfo_rmal
*+ Standard 1stand 2nd generation H1-AH* caregivers

First prescription
P P ¢ Cycling or doseincrease 1st and 2nd generation H1-AH

+ Ciclosporin
TREATMENT * Leukotriene receptor antagonists (LTRAs)
+ Corticosteroids
« 2"|ine add on to H1-AH: omalizumab (if severe CSU)

Figure 15. The CSU patient journey illustrating key unmet needs and hurdles in CSU care

5.1 Long delays before diagnosis, involving multiple HCPs

Patients typically experience a diagnostic delay of two years from symptom onset. During this period, they
often consult multiple healthcare professionals, starting with general practitioners and subsequently
visiting dermatologists, allergists, emergency departments, and other specialists. Many patients report
seeing more than six physicians before receiving a confirmed diagnosis (Weller-2025_RWE). These delays
are driven by:

e Limited awareness of CSU among primary care providers

e Misinterpretation of symptoms as allergic reactions or acute urticaria

e Lack of clear referral pathways

e Absence of structured diagnostic tools in routine practice
Early recognition and referral are essential to reduce disease burden and prevent unnecessary healthcare
utilisation.

The pre-diagnostic phase of CSU is often characterised by uncertainty, which patients find particularly
challenging and burdensome, with significant implications for mental well-being. Timely and accurate
diagnosis is therefore essential, as confirmation of the condition provides psychological relief, reduces
uncertainty, and enables earlier treatment intervention. This not only improves symptom control and quality
of life but also mitigates emotional distress while reducing unnecessary healthcare utilisation and
associated costs.
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5.2 Limited awareness among HCPs of the true burden of CSU

A significant gap exists between how patients and healthcare professionals perceive CSU. While patients
experience CSU as a debilitating, unpredictable condition, many HCPs underestimate its physical,
psychological, and social impact. This misalignment can undermine treatment adherence and patient trust.
Even among specialists, understanding of CSU severity and its impact on daily life is not always consistent,
leaving patients uncertain about diagnosis, management, and long-term care. In addition, pharmacists may
also provide inconsistent advice, particularly regarding antihistamine dosing, which can further confuse
patients and affect therapy adherence. This misalignment leads to:

e Underestimation of disease severity

e Delayed treatment escalation

e Insufficient patient education

e Frustration and “medical shopping” as patients seek alternative opinions
Improving disease awareness, strengthening alignment and coherence across HCPs and with patients’
perceptions, is essential for timely, patient-centred care.

5.3 CSU patients receive suboptimal care in Belgium, as the guidelines cannot be applied

Although international guidelines recommend a stepwise treatment approach, including early escalation
to effective add-on treatments (or the updosing thereof), such as omalizumab, Belgian reimbursement
criteria restrict access to patients with severe CSU (UAS7 = 28), who fail to respond to approved-dose
antihistamines. As a result:
e Moderate CSU patients lack access to guideline-recommended therapies
e Off-label treatments are frequently used, often with limited efficacy and tolerability
e Treatment delays prolong disease burden and reduce quality of life
e Belgian practice diverges from neighbouring countries (The Netherlands, Germany, France, and the
Scandinavian nations), where earlier and broader access to effective add-on treatment is standard,
in line with international guidelines
This gap between guidelines and real-world practice represents one of the most significant unmet needs
in Belgian CSU care. Folia and international guidelines recommend second-generation antihistamines as
first-line therapy, with dose escalation up to fourfold for persistent symptoms; however, these treatments
often fail to achieve adequate disease control. To rectify this, Belgian guidelines should translate the
international evidence to the local context and ensure timely access to effective add-on treatment as
recommended. This update should integrate the cost-effectiveness of these therapies into considerations

Real world findings on antihistamine use for CSU patients illustrates that:

57% 62% @ — .

Poor concordance between physicians and pharmacists leads to inconsistent guidance on
antihistamine dosing for patients

of the patients | of the patients
remained remained
uncontrolled after uncontrolled after
receiving up-titration of H1- Side effects of the treatment:
standard dose H1- AH Sedation, Fatigue, Mental fog, Impaired motor responses
AH

and should include mental-health support for patients who need it.
This approach promotes personalised care pathways, resulting in better symptom control.

5.4 Lack of systemic PRO monitoring, including quality-of-life assessments

Patient-reported outcomes (PROs) are essential for understanding individual disease activity, treatment
response, and quality of life. However, PRO monitoring in Belgium is inconsistent and mostly absent.
Current challenges include:
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e Limited use of validated tools such as UAS7, AAS, DLQI, and angioedema-specific measures

e Lack of digital tools for routine monitoring

e Minimal integration of PROs into clinical decision-making

e No centralised system for interpreting or aggregating PRO data
This lack of monitoring is particularly problematic given the fluctuating nature of CSU. Long-term follow-up
is essential for improving outcomes and providing integrated care encompassing psychological health
support, education, and continuous monitoring. Systematic PRO monitoring would enable:

e More accurate assessment of disease severity

e Better alignment between patient and physician perspectives

e Timely treatment adjustments.
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6 Solutions to improve care

The unmet needs identified across the CSU patient journey highlight the necessity for coordinated
evidence-based interventions. Improving CSU care in Belgium requires actions across four key domains:
accelerating diagnosis, aligning care with international guidelines, implementing systematic PRO
monitoring, and establishing a national virtual CSU registry. Together, these measures form the
foundation for a more efficient, equitable, and patient-centred care pathway.
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W and the treatment options. into practical local, Belgian continuous, patient-centered needed to support reimbursement

Educate GPs and dermatologists on
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Better pharmacist education and
alignment across the care pathway

guidelines

tracking of CSU severityand
quality-of-life impacts, providing
real-world insights and alignment
between patients and physicians

decisions and demonstrate the
long-term value of optimal CSU
care. The upcoming NIHDI
evidence platform could enable

(virtual) registries and real-world
data collection, with CSU as a
potential pilot

are needed

Figure 17. The prioritised challenges, along with proposed solutions, based on multi-stakeholder expert opinions

6.1 Reduce delays in treatment

Accelerating the diagnosis of CSU and reducing delays are critical priorities within the CSU care action plan,
as prolonged diagnostic pathways contribute to ongoing symptoms, psychological distress, and
diminished quality of life. A confirmed diagnosis can provide significant relief for patients; recognition and
validation of their condition substantially reduce the emotional and mental burden associated with
uncertainty. The pre-diagnosis phase is often marked by confusion and anxiety, which many patients
experience as particularly challenging, underscoring the importance of timely and accurate diagnosis to
support patients’ mental well-being. Early diagnosis also enables prompt initiation of appropriate
treatment, which is crucial to prevent disease escalation and psychological trauma related to the disease
symptoms. From a future perspective, early treatment is crucial, as patients having suffered from severe
disease may become hesitant to discontinue therapy due to fear of symptom recurrence. This underscores
the importance of achieving early disease control and providing clear, evidence-based guidance on
treatment discontinuation.

Timely diagnosis is essential to reduce disease burden and prevent unnecessary healthcare utilisation.
Current delays, often spanning two years and involving multiple healthcare professionals, can be
addressed through:
e Increased awareness among primary care providers, enabling earlier recognition of CSU
symptoms and supporting accurate differentiation between acute urticaria, allergic reactions, and
Csu
e Educational initiatives for GPs, dermatologists and pharmacists
e Clear referral pathways to dermatologists and internal medicine
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e Improved patient information on the disease and the treatment options, empowering individuals
to seek appropriate care sooner
Earlier diagnosis will reduce patient frustration, limit “medical shopping”, and enable faster initiation of
effective treatment.

6.2 Improve integrated care aligned with international guidelines

CSU patients may receive suboptimal treatment because international guidelines cannot always be fully
applied. These guidelines are evidence-based, validated across multiple healthcare systems, and reflect
the latest scientific and clinical consensus. Multi-stakeholder perspectives confirm that they provide a
robust foundation for high-quality CSU care and should therefore be translated and adapted to the local
context. Localising international guidelines into practical, country-specific guidance is essential to
strengthen referral pathways, standardise clinical decision-making, and ultimately improve overall CSU
management.

To achieve high-quality Belgian treatment guidelines, the latest scientific evidence must be combined with
country-specific  health technology assessment (HTA) and cost-effectiveness considerations.
Reimbursement frameworks should be aligned with these adapted guidelines to ensure timely and
equitable access to innovative treatments, supported by clear guidance on their appropriate and value-
based use. This alignment is critical to support equality in care and to support future sustainable healthcare
decision-making.

Improving CSU care also requires an integrated, patient-centred approach that extends beyond symptom
control alone. Treatment guidelines should explicitly incorporate mental health screening and access to
psychological support where appropriate, as psychosocial factors (including social interactions and
relational dynamics) have a substantial impact on patients’ disease burden. Systematically integrating
mental health considerations into routine CSU care supports more holistic management and leads to
improved patient outcomes. To ensure equitable, guideline-aligned care, the following actions are
needed:
e Ensure access to guideline-recommended effective add-on treatments
e Creating national guidelines in alignment with the recommendations from the International
Guideline for the Definition, Classification, Diagnosis and Management of Urticaria
e Promoting multidisciplinary collaboration between dermatologists, internal medicine, primary care
physicians, and mental health professionals
e Strengthening patient education to improve adherence and shared decision-making
Aligning Belgian practice with international standards will reduce reliance on off-label treatments, improve
disease control, and enhance patient quality of life.

6.3 Establish systematic PRO monitoring

Systematic collection of patient-reported outcomes (PROs) is essential for personalised, effective CSU
management. Current monitoring is inconsistent and often absent.

Establishing systematic PRO is a key enabler of high-quality, personalised CSU care, as it captures the full
patient experience and integrates it into routine disease management. CSU symptoms such as wheals and
angio-oedema are episodic and fluctuate over time, meaning they are not always visible during clinical
visits. Without systematic PRO monitoring, patient data remain incomplete, limiting healthcare
professionals’ ability to fully assess disease burden and the effectiveness of treatment.

Systematic collection of PROs, supported by telemonitoring tools and centralised data interpretation,
provides HCPs with actionable, real-time insights into symptom severity, flare-ups, and treatment response.
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Centralised interpretation and physician dashboards that visualise symptom trends enable timely clinical
decisions and targeted interventions through efficient triage of urgent cases, drawing on successful
telemonitoring models used in other chronic diseases. This approach helps avoid unnecessary healthcare
utilisation while ensuring that patients who need prompt attention are identified early.

PRO monitoring is also essential for aligning patient and physician perspectives on disease burden. Self-
reported patient data improves the quality of clinical assessments and actively engages patients in their
care, fostering shared decision-making. Patients who are systematically monitored through PROs often
report fewer symptoms and improved well-being, as they feel seen, supported, and taken seriously, even
when follow-up is largely automated. In addition, prolonged imbalances between psychological, social,
and physiological factors in CSU can increase the risk of mental health problems. Regular assessment of
PROs allows for early identification of distress and enables timely preventive or supportive interventions,
reinforcing an integrated and holistic care approach.

Consistent use of PRO data in clinical decision-making further enhances patient motivation and adherence.
To address this gap, Belgium should implement:
e Routine use of validated PRO tools, including UAS7, AAS, DLQI, and angioedema-specific
measures
*  PRO use should be evaluated to improve its uptake, interpretation, and integration into clinical
workflows
* Embedding PRO monitoring via digital platforms (enabling continuous monitoring and remote
follow-up) into personalized disease management is therefore essential to improving CSU
outcomes, enhancing patient experience, and supporting more efficient, responsive, and
integrated care delivery
Structured PRO monitoring will improve alignment between patient and physician perspectives, support
treatment optimisation, and generate valuable real-world evidence.

6.4 Create a national virtual CSU registry

To better measure and address the full disease burden of CSU and to support optimal and cost-effective
care in Belgium, systematic and sustainable data collection is essential. Without structured real-world data
collection, the true burden of CSU remains underestimated, limiting evidence-based decision-making in
both clinical practice and reimbursement policy.

A national virtual CSU registry can address this gap by embedding data collection directly into routine care.
Clinical information should be recorded by dermatologists within their electronic patient records (EPDs)
and automatically transferred to a central registry hosted at Sciensano. This linkage ensures minimising
administrative workload and integrating data capture seamlessly into existing workflows. Standardising the
clinical data elements across EPD systems would allow their use within federated data networks, enabling
robust analysis and supporting CSU as a potential pilot for broader disease-related data initiatives in
Belgium. Comparable “only once” automated registration models already exist, such as the integration of
CAR-T therapy data into the Belgian Cancer Registry and gene therapy data for Duchenne muscular
dystrophy, collected in collaboration with Sciensano. Because data would be automatically captured from
routine care processes, the additional administrative workload would remain limited.

To better measure and address the full disease burden of CSU, there is a need to:
e Set up a national virtual CSU registry with data collected by dermatologists in the EPD and
automatically registered at Sciensano.
e Funding is needed to set up this standardised data collection and automated extraction from EPD
systems to ensure reliable real-world evidence.
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The upcoming NIHDI-initiated Evidence Platform meeting could serve as the starting point for
developing this registry, with CSU as a potential pilot, ensuring alignment with national priorities

and stakeholder expectations.
A national virtual CSU registry would provide a robust foundation for evidence-based policy and

reimbursement decisions. Such a registry should collect real-world data on disease severity, treatment

patterns, outcomes, and PROs.

Setting up the virtual national CSU registry

Dermatologist CSU National registry co-governed by:

Standardised data Automatically
collection in EPD registered in the
virtual CSU registry l

€ Funding required €
iq NIHDI Evidence Platform
pilot funding

RIZIV evidence platform as enabler of CSU registry and RWD collection,
with CSU as a potential pilot

Figure 18. Funding requirements and options for the virtual national CSU registry
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7 Roles and responsibilities

Improving CSU care in Belgium requires coordinated action across the entire healthcare ecosystem. Each
stakeholder group plays a distinct and essential role in reducing diagnostic delays, ensuring
guideline-aligned treatment, implementing systematic PRO monitoring, and supporting the development
of a national virtual CSU registry.

The Belgian CSU working group plays a central role in the national improvement strategy. Composed of
leading clinicians with extensive expertise in CSU, the group is well positioned to guide awareness
initiatives, create national/local guidelines, support PRO optimisation, and contribute to the development
of a national virtual CSU registry. Their authority and credibility ensure that proposed changes are clinically
sound and broadly supported across the healthcare landscape. The CSU working group assumes
responsibility for the prioritization of its assigned tasks, in consultation with the other stakeholders.
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Figure 19. Prioritised challenges with the proposed solutions and assigned roles & responsibilities

7.1 Stakeholder responsibilities to reduce delays in treatment

Accelerating diagnosis and reducing delays requires coordinated efforts across the care pathway, with a
strong focus on education, awareness, and alignment.
¢ The CSU working group should leverage its clinical expertise and national network to coordinate
awareness initiatives, promote guideline implementation, and launch programmes aimed at
minimising diagnostic delays.
¢ Domus Medica/SMMG should use their educational platforms and networks to raise CSU awareness
among GPs, support early diagnosis and referral, and promote guideline dissemination through
targeted training and continuing medical education.
¢ Health insurance funds can actively contribute to awareness campaigns and ensure alignment with
broader rare-disease strategies, helping to reach both patients and frontline healthcare providers.
¢ Heel de huid, as a patient organisation supporting individuals, should use its network to highlight the
impact of CSU and advocate for greater awareness by educating patients, HCPs, and pharmacists.
These combined efforts will help ensure earlier recognition of CSU, reduce unnecessary healthcare
utilisation, and improve patient experience.
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7.2 Stakeholder responsibilities to improve integrated care aligned with international
standards

Ensuring integrated, guideline-aligned care requires collaboration between scientific bodies, professional
associations, and policymakers.

e The Royal Belgian Society of Dermatology (RBSDV) should lead the clinical development
process, ensuring that Belgian CSU treatment guidelines are collaborative, inclusive, and clinically
relevant. The €SU working group should coordinate multidisciplinary expertise to ensure
alignment of CSU care in Belgium with internationally validated guidelines. It should identify
inconsistencies with these standards and promote consistent implementation across all care
settings.

e KCE can play a supportive role by translating international, highly validated guidelines into
Belgium-specific recommendations and aligning the reimbursement framework accordingly.
Creating and integrating CSU guidelines within the guideline development program is a key step.

e Pharma companies should support guideline development with robust evidence and real-world
data and collaborate with clinical bodies and policymakers to ensure innovations align with
guideline-based care and remain accessible within the Belgian reimbursement framework.

¢ Commission Reimbursement of Medicines (CRM) should ensure that reimbursement decisions
consistently support evidence-based access to medicines, in alignment with internationally validated
clinical guidelines

This alignment will enable consistent, evidence-based care and ensure equitable access to effective
treatments.

7.3 Stakeholder responsibilities to establish systematic PRO monitoring

Systematic PRO monitoring is essential for personalised, effective CSU management and requires
coordinated leadership.

e The CSU working group should take the lead in selecting relevant PRO measurements,
standardising processes, and integrating PROs into the care pathway through centralised
interpretation, telemonitoring, dashboards, and patient support.

e Patient organisations, including Heel de huid, play a crucial role in developing and promoting
solutions that enable systematic PRO implementation and ensure that PROs are meaningfully
integrated into personalised disease management. Heel de huid is strongly committed to
supporting this initiative.

Together, these efforts will ensure that PROs become a routine and impactful component of CSU care.

7.4 Stakeholder responsibilities to create a national virtual CSU registry

While PRO monitoring captures the patient experience, complementary clinical data is essential to fully
understand the disease burden and support optimal, cost-effective care. A national virtual CSU registry is
therefore a critical next step.
¢ Dermatologists and the CSU working group, supported by Sciensano and in collaboration with
NIHDI, should take responsibility for enabling the collection of standardised data within electronic
patient records (EPDs), ensuring automated integration into the registry, and securing funding
through the upcoming Evidence Platform.
e The registry should operate under the joint governance, with active involvement from patient
representatives to ensure patient-centred data collection and interpretation.
e Patient organisations should contribute to developing and promoting solutions that facilitate the
collection of PROs into EPDs. Heel de huid is highly committed to driving the development of these
solutions.
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A national virtual CSU registry will provide the real-world evidence needed to refine policy, improve clinical
practice, and ensure alignment between patient needs and reimbursement frameworks.

7.5 Responsibilities per stakeholder group

Clear responsibilities are critical to achieving sustainable, patient-centred improvements.

Dermatologists & internal medicine
Dermatologists and internal medicine are central to the diagnosis and management of CSU. Their
responsibilities include:

e Ensuring timely and accurate diagnosis, supported by appropriate use of validated tools

e Applying international guidelines and escalating treatment when indicated

e Educating patients about disease mechanisms and treatment expectations

e Implementing systematic PRO monitoring, including UAS7, AAS, DLQI, and angioedema-specific

tools
e Contributing data to a national virtual CSU registry to support real-world evidence generation
e Collaborating with primary care to streamline referral pathways and improve continuity of care

Primary care physicians
Primary care physicians are often the first point of contact for patients with CSU symptoms. Their
responsibilities include:

e Diagnosing CSU early and differentiating it from acute urticaria or allergic reactions

e Initiating first-line treatment in line with international guidelines

e Referring patients promptly to dermatologists or internal medicine when symptoms persist

e Providing ongoing support for treatment adherence and patient education

Strengthening the role of primary care is essential to reduce diagnostic delays and improve patient
experience.

Patients and patient organisations
Patients are active partners in their own care. Their responsibilities include:

e Engaging in shared decision-making with their healthcare providers

e Using PRO tools to monitor symptoms and communicate changes

e Adhering to treatment plans and reporting barriers to adherence

e Participating in registry initiatives, where appropriate, to support evidence generation
Empowered patients contribute to better outcomes and more efficient care pathways.

Patient organisations play a vital role in amplifying the patient voice and supporting shared
decision-making. Heel de huid, a patient organisation supporting individuals, should utilise its network and
connections to highlight the impact of CSU and advocate for greater awareness by educating patients,
HCPs and pharmacists. Their responsibilities include:

e Providing accessible education on CSU, treatment options, and self-management

e Supporting PRO adoption by helping patients understand and use monitoring tools

e Collecting patient insights to inform policy and guideline updates

e Raising awareness of the psychosocial burden of CSU among the public and policymakers

e Contributing to the design of the national virtual CSU registry to ensure patient-centred data

collection

Their involvement ensures that care improvements reflect real patient needs.
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Health authorities and policymakers
Health authorities and policymakers are essential to enabling structural improvements in CSU care. Their

responsibilities include:

Ensuring access to guideline-recommended add-on treatments, aligned with international
guidelines and real-world evidence

Evaluating reimbursement policies based on real-world evidence and health economic analyses
Supporting the development of a national virtual CSU registry, ensuring data can inform
reimbursement decisions

Facilitating multi-stakeholder collaboration, including Evidence Platform meetings

Ensuring equitable access to effective treatments across regions and populations

Supporting PRO-based care models that improve outcomes and reduce unnecessary healthcare
utilisation

Integrating PROs into national quality-of-care frameworks

Their leadership is crucial to achieving sustainable, system-level change and balancing clinical needs with
long-term sustainability.

Health insurance funds

Health insurance funds have the potential to actively contribute to awareness campaigns, similar strategies

than those used for rare diseases. Their responsibilities include:

Promoting patient education to improve adherence and avoid costs
Collaborating on the development of a national virtual CSU registry

Their engagement is essential to support patients and policy.

Academic and research institutions
Academic centres and research groups contribute to the evidence base needed for continuous

improvement. Their responsibilities include:

Conducting clinical and epidemiological research on CSU and its comorbidities

Analysing registry data to generate insights on treatment effectiveness and disease burden
Supporting validation of PRO tools and digital monitoring solutions

Contributing to guideline creation based on emerging evidence

Their expertise strengthens the scientific foundation of CSU care in Belgium.

Industry partners
Industry partners contribute through research, innovation, and collaboration. Their responsibilities include:

Supporting evidence generation, including real-world studies and health economic analyses
Providing educational resources for HCPs and patients

Collaborating transparently with stakeholders to align on guideline-based care

Contributing to registry development, ensuring data quality and interoperability

Their role is to support multi-stakeholder decision-making.
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8 The CSU action plan

The CSU Action Plan provides a coordinated, implementation-ready roadmap to improve the diagnosis,
management, and long-term outcomes of patients with chronic spontaneous urticaria in Belgium. It builds
on the unmet needs identified in the NEED framework and patient journey analysis and reflects the
consensus of clinicians, patients, policymakers, payers, and international experts.

8.1 Strategic priorities

The plan focuses on four strategic priorities:

e Accelerating diagnosis,

e Aligning care with international guidelines,

e Implementing systematic PRO monitoring, and

e Establishing a national virtual CSU registry.
Each priority includes concrete actions, responsible stakeholders, and expected impact. Together these
key actions form a coherent roadmap to improve CSU care across the patient journey and within the Belgian
healthcare context.

Strategic priority
Reduce delays in treatment

Objective
Ensure timely recognition and diagnosis of CSU to reduce disease burden and prevent unnecessary
healthcare utilisation.

Key actions

e Develop clear referral pathways for primary care physicians

e Provide targeted education for GPs, dermatologists, allergists, and emergency physicians on
CSU recognition and differentiation from acute urticaria via academic institutions to embed CSU-
related content into undergraduate and postgraduate medical education, fostering long-term
awareness, competence, and early recognition among future HCPs.

e Targeted educational materials need to be designed for general practitioners (GPs) and
pharmacists to align with dermatology best practices.

e Regular educational sessions and workshops for HCPs on evidence-based CSU treatment
approaches.

e Create and distribute patient-friendly information materials to support disease understanding
and early help-seeking, based on systematic identification of information needs.

e Promote interdisciplinary collaboration between primary and specialist care.

Expected impact
e Shorter diagnostic delays
¢ Reduced "medical shopping”
e Earlier initiation of effective treatment
e Improved patient satisfaction and trust in the care pathway
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Strategic priority
Improve integrated care aligned with international guidelines

Obijective
Ensure that Belgian CSU care is consistent with international guidelines and that patients have equitable
access to effective treatments.

Key actions

Create national guidelines to align with the International Guideline for the Definition,
Classification, Diagnosis and Management of Urticaria recommendations, via the CSU expert
working group, including tailored guidance for dermatologists and GPs, with a strong focus on
early recognition, accurate diagnosis, stepwise treatment, and clear referral criteria to CSU
specialists.

The CSU guidelines need to be submitted to relevant Belgian medical societies for review and
endorsement to strengthen legitimacy and uptake.

A national dissemination plan needs to be developed to integrate the Belgian CSU guidelines
into routine clinical practice and raise awareness among HCPs across healthcare settings,
competence, and early recognition among future HCPs.

Engagement with health authorities, insurance funds, and policymakers to support
reimbursement of effective add-on treatments in alignment with the international guidelines to
allow earlier access and access to the moderate and severe CSU population.

Promote multidisciplinary care models, including dermatology, internal medicine, mental
health, and primary care.

Strengthen patient education to support adherence and shared decision-making.

Expected impact

Improved disease control and quality of life

Reduced reliance on off-label treatments

More efficient use of healthcare resources and less impact on society
Alignment with neighbouring countries and European best practices

Strategic priority
Establish systematic PRO monitoring

Obijective
Integrate patient-reported outcomes into routine care to support personalised treatment and timely
escalation.

Key actions

Existing PRO practices across healthcare settings need to be evaluated to identify challenges and
gaps, informing improvement priorities and the development of a standardised PRO framework.
Implement routine use of validated PRO tools (UAS7, AAS, DLQI, angioedema-specific
measures).

Introduce digital platforms for remote monitoring and follow-up.

Ensure interoperability with existing hospital systems and digital tools.

Provide training for HCPs on interpreting PRO data and integrating it into clinical decisions.
Ensure consistent documentation of PROs across care settings.
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e Adedicated expert group needs to be established to evaluate the follow-up and practical
use of PROs in CSU care, ensuring they are meaningfully integrated into clinical decision-
making and continuous quality improvement.

Expected impact
e More accurate assessment of disease severity
e Better alignment between patient and physician perspectives
e Earlier treatment optimisation
e Stronger real-world evidence base for policy decisions

Strategic priority
Create a national virtual CSU registry
Objective
Generate high-quality real-world evidence to inform policy, reimbursement, and clinical practice.

Key actions

e Launch an NIHDI-initiated Evidence Platform meeting to define scope, governance, and data
standards for the CSU pilot

e Develop a national virtual registry capturing disease severity, patient and treatment
information, outcomes, and PROs (within Sciensano), enabling monitoring of disease
management, supporting reimbursement discussions, and contributing to data-driven policy
decisions.

e Enable use of a national CSU registry for better decisions (supported by health economic
analyses to evaluate long-term value and cost-effectiveness) and research across centres.

Expected impact
e Improved understanding of disease burden and treatment outcomes
e Enhanced quality of care across regions
e Support for future guideline creation and innovation

8.2 A coordinated, multi-stakeholder implementation approach

Successful implementation of the CSU Action Plan requires sustained collaboration between clinicians,
patient organisations, policymakers, payers, researchers, and industry partners. A structured governance
model, supported by regular evaluation and transparent communication, will ensure that progress is
monitored and that actions remain aligned with patient needs and emerging evidence.
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9 Conclusion

Chronic spontaneous urticaria (CSU) remains a significantly underestimated condition in Belgium,
despite its profound physical, psychological, social, and economic burden on patients. The findings of
this report clearly demonstrate that the current care pathway does not fully meet patient needs, nor does
it reflect the standards set by international guidelines. Diagnostic delays, limited disease awareness,
restricted access to effective treatments, inconsistent PRO monitoring, and the absence of structured
real-world data collection all contribute to a fragmented and suboptimal care experience.

The multi-stakeholder assessment conducted through the KCE NEED framework, combined with
extensive patient journey analysis, provides a comprehensive and evidence-based understanding of
where improvements are most urgently required. The four strategic priorities identified—accelerating
diagnosis, aligning care with international standards, implementing systematic PRO monitoring,
and establishing a national virtual CSU registry—form a coherent and actionable roadmap for
meaningful change.

Achieving these improvements will require coordinated leadership across the healthcare ecosystem. The
Belgian CSU working group will play a key role, together with dermatologists, internal medicine,
primary care physicians, patient organisations, the royal Belgian society of dermatology, Domus
Medica/SMMG, insurance funds/mutualities, KCE, Sciensano, CRM, NIHDI, pharma companies and
academic partners, each having a distinct and essential role to play. Their combined efforts can ensure
that Belgian CSU care becomes more timely, equitable, data-driven, and patient-centred.

By implementing the actions outlined in this report, Belgium can significantly reduce the burden of CSU,
improve quality of life for thousands of patients, and align national practice with the highest
international standards. The path forward is clear, the evidence is strong, and the collective will of
stakeholders provides a solid foundation for sustainable, long-term improvement.



Annex — Detailed overview of NEED framework for CSU and used sources
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