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PwC’s health industries practice is focused on helping payors, providers,
pharmaceutical, biotech, life sciences and medtech organisations to innovate,
transform and grow. In that perspective, PwC Belgium conducted a research based on
stakeholder interviews to map the current challenges related to the non-reimbursed
medical acts of Advanced Therapy Medicinal Products (ATMPs), in Belgian hospitals.

This document incorporates insights from healthcare practitioners (HCP) and
pharmaceutical companies who are actively engaged in the clinical usage and
development of ATMPs in Belgium.

This initiative has been realised at the request and with the support of Pharma.be

pharma.be pw-c_
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Project background
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ATMPs, which encompass cell and gene therapies as well as tissue engineered therapies, represent the cutting
edge of contemporary medicine. They offer transformative possibilities for patients with severe and life-
threatening conditions, including cancers, inherited disorders, and degenerative diseases.

In Belgium, the clinical adoption of these therapies is
accelerating, with 10 ATMPs currently reimbursed by the
healthcare system and an expanding pipeline of clinical trials,
as stated in the 2025 KCE report [1]. However, the financial
and operational ecosystem supporting the
implementation of ATMPs in Belgian hospitals is
fraught with significant challenges. While the cost of
the medicinal products themselves is often
reimbursed, many essential activities associated with
their preparation, administration, and follow-up
remain unreimbursed. This disconnect not only impacts
hospital budgets and logistics but may limit patient access to
life-changing treatments. Additionally, a clear overview is
lacking on the cost of non-reimbursed medical acts* and how
they are currently financed by the hospitals makes the current
situation more complex and ambiguous.

The objective of this report is to identify and address
the operational and financial barriers related to the
preparation, use and administration of ATMPs, to
facilitate their reimbursement and implementation in
Belgian hospitals. This report will examine cell and gene
therapies exclusively, as these are currently more widely used
in clinical settings in Belgium compared to tissue engineered
therapies.

By systematically mapping these challenges and proposing
actionable recommendations, the report seeks to facilitate the
sustainable integration of ATMPs into routine clinical practice
and ensure equitable access for all eligible patients.

*medical acts include all activities and costs associated with the preparation,
administration and follow-up of ATMPs (including activities performed by physicians
and medical staff, medicines, tests, logistic activities, data collection,...)
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Methodology to
unveil the gaps
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To map the current barriers related
to the non-reimbursed medical acts
associated with ATMP usage in
Belgian hospitals, a total of 12
interviews and 3 surveys have been
conducted from January until March
2025. Both the perspective of
HCPs and pharmaceutical
companies are included in this
report to ensure an exhaustive
overview.

« 7 HCP interviews of key Belgian
ATMP reference centra

* 5interviews and 3 surveys with
Belgian pharmaceutical leaders in
the development of ATMPs. The
responding companies cover 60%
of the available ATMPs in the
Belgian market and 38% of
ATMPs in Belgian clinical trials,
considering the 2025 KCE report.
[1]

The topics explored in these
interviews and surveys included:

* General information and process flow:

Examining each stage involved in the preparation,
administration, and post-treatment follow-up of
ATMPs within Belgian hospitals.

Reimbursement of medical acts:
Identifying which procedures receive
reimbursement and where gaps exist.

Challenges:

Investigating the logistical and financial
difficulties associated with non-reimbursed
medical acts, particularly how these issues hinder
patient access. Special attention was given to how
these barriers differ among various types of
ATMPs.

Future perspectives:

Exploring potential solutions to address the non-
reimbursement of medical acts associated with
ATMPs and how to improve patient access
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Executive Summary
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This report examines the current challenges and opportunities surrounding the use of ATMPs,
specifically cell and gene therapies, in Belgian hospitals. Although reimbursement exists for the
ATMPs themselves, a significant portion of associated medical acts for the preparation, administration, and
follow-up remain largely unreimbursed, creating financial and operational burdens for hospitals. This issue is
more pronounced for cell therapies, due to inadequate nomenclature for clinical procedures, while gene
therapies face challenges related to care coordination and data management.

Additional barriers to the use of ATMPs in
hospitals include limited patient access
caused by insufficient collaboration between
referring and specialised centers, resource
constraints in hospitals, and fragmented
budgeting systems separating product
reimbursement from related medical acts.
Both healthcare professionals and pharmaceutical
industry representatives emphasize the need to
establish sustainable reimbursement models and
better coordinate care pathways.

Key recommendations include expanding
existing nomenclature codes or implementing
flexible conventions to cover all medical acts
linked to ATMPs and mapping the patient
journeys to allocate appropriate budgets per
treatment per patient. Additionally, there is a
need for centralising treatment in specialised
centers and enhancing collaboration between
referring centers to ensure patient access to
the best treatment. Stakeholders advocated
for the development of a national framework
to standardize protocols for cell and gene
therapy procedures, further supporting
equitable access and high-quality care.

Addressing these challenges through coordinated
policy and operational improvements is essential to
ensure equitable patient access, optimise hospital
resources, and support the sustainable integration of
cell and gene therapies into Belgium’s healthcare
system.
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Overview of
medical acts

associated with the preparation, use,
and follow-up of ATMPs in Belgian
hospitals
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Based on input from healthcare professionals and pharmaceutical industry representatives,
figures 1 and 2 outline the stages involved in the preparation, administration, and follow-up of
cell and gene therapies respectively, along with an indication of which stages are currently
covered by reimbursement. Although each cell and gene therapy process varies, this report concentrates on
the common steps found in typical autologous cell therapy and representative gene therapy pathways.

General overview of the end-to-end cell therapy process

Each cell therapy has a distinct process flow. Therefore, the main steps common to autologous cell therapies
are described below:

Conditioning Cell handling,
regimen: storage, release
Chemotherapy and transport

Administration Monitoring during Outpatient long
through infusion hospitalisation term monitoring

Pre-treatment Cell
verification apheresis

Figure 1: Reimbursement of activities in the hospital of a typical autologous cell therapy process

Reimbursement of activities in the hospital related to each step in the general process

Coordination of

Eligibility testing* Cell apheresis Hospitalisation cell handling, Hospitalisation Hospitalisation Consultation
of the patient during conditioning ~ Storage, release
and transport
{ f
Treatment Monitoring for Data collection
planning complications: and registration
In general, the duration of an fever, CRS
’ cytokine release
ATMP hospitalisation takes (sy>rl1drome)
] ] longer than for conventional Neurotoxicity
Consultation with therapies, impacting the (ICANS), etc
treating physician hospital’s financial health T
<—
Coordination o )
between referring Conditioning using Drugs needed for Druqs n_eeded for
and treating centre chemotherapy administration monitoring
I ] I
In general, the durationof an ATMP

consultationtakes longer

HCPs estimate that the unreimbursed expenses for a
patient receiving CAR-T therapies total around 9.000
EUR. This estimate is based on nomenclature codes for
both allogenic and autologous stem cell transplants, as
the costs and procedures of CAR-T therapies are
comparable to those transplantations.

Legend
s Reimbursed

Reimbursed but insufficient

Hospital budget

*Reimbursement depends on the type of test
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General overview of the end-to-end cell therapy process

Each gene therapy has a distinct process flow. Therefore, the main steps common to most gene therapies are
described below:

Pre-treatment verification Preparation of the drug Administration of the drug Monitoring Outpi:f:ittcl)cr)ir;g-term

Figure 2: Reimbursement of activities in the hospital for a typical gene therapy process

Activities in the hospital related to each step in the general process

Eligibility testing* of the Coordination of Hospitalisation Hospitalisation Consultation
patient preparation of the gene
therapy
I |
Treatment Administration depending Monitoring for Data collection and
planning on the ATMP complications registration
Drugs needed for Drugs needed for
administration monitoring
I I
Consultation with treating In general, the duration of an Depending on the disease area there is a
physician ATMP consultation takes paramedical convention which covers
< longer paramedical consultations

Coordination between
referring and treating centre Legend

P Reimbursed
Reimbursed but insufficient
Dependent on specific ATMP used
Hospital budget
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Notably, as mentioned by the HCPs,
hospitals currently finance these

The stakeholder interviews highlighted activities from their own budgets,

that, despite the reimbursement of the research funds, and other ad hoc

ATMPs themselves, a significant measures. This situation leads to measurable

proportion, estimated at 80%, of the financial costs and operational bottlenecks, such

associated medical procedures are as reduced bed availability (as ATMP-related
not reimbursed for cell therapies. hospitalisations are prolonged), and missed

These encompass a wide array of revenue opportunities from the inability to treat

activities including but not exhaustive of: other patients.

* Preparation: Pre-treatment A difference in lack of reimbursement of
verification, eligibility testing, medical acts is seen between gene
apheresis, and consultation with therapies and cell therapies. While the
treating physicians. challenge for cell therapies arises from a

lack of adequate nomenclature for
clinical procedures, the challenge in gene
therapies lies more in the coordination of
care and data management. Although HCPs
acknowledged certain unreimbursed medical
acts specific to some gene therapies, they did
not view these as the primary obstacles.

* Administration: Coordination of
storage and logistics, chemotherapy
conditioning, and administration
through infusion.

» Follow-Up: Monitoring for acute and
long-term complications, outpatient
follow-up, and data collection for Real
World Evidence (RWE).
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Barriers

related to the use of Cell-and Gene
therapies in Belgian hospitals
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Besides challenges towards non-reimbursed medical acts associated with ATMPs, both HCPs and
stakeholders from pharmaceutical companies mentioned broader challenges related to
the use of ATMPs in Belgium which consist of RWE collection and centralisation of care.

According to HCPs, there are currently only a few

Ch all e ng e S eligible patients which are treated with cell-and gene

therapies today, despite the potential for many more to

tO p ati e nt benefit from this therapy. HCPs mentioned that these

issues are largely due to insufficient collaboration

acces S between referring and treating centers:

» Lack of coordination between the referring and treating
centers

» Lack of awareness among peripheral hospitals and physicians
regarding available ATMPs and relevant pathologies, resulting
in missed or delayed referrals to specialised centres.

» Insufficient incentive structures or mechanisms to motivate
peripheral physicians to initiate referrals, further delaying
access to treatment

* Cumbersome transitions between referring and treating
hospitals, contributing to logistical complexity and delayed

6 1 access
n

The absence of a streamlined, collaborative treatment pathway
exacerbates these challenges, potentially leaving eligible patients
without timely, appropriate care.
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for the
hospital
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HCPs mentioned several challenges related to the use of cell-and
gene therapies in the Belgian hospitals:

1. Data collection

The collection of RWE of cell and gene therapies, e.g. registries,
presents challenges for hospitals, as it requires significant
resources that are currently not funded. With the introduction of
new treatments, managing this process will become increasingly
unfeasible without additional support.

2. Coordination of care

Coordination of the preparation, administration and follow-up of
cell-and gene therapy activities is crucial, however this is
currently not reimbursed for ATMPs. e.g. a CAR-T coordinator
plays an important role in managing information from the
referral hospital to the CAR-T center as well as coordination with
the manufacturing company in the phases of eligibility, cell
apheresis, hospitalisation, product storage, and product
administration. The estimated annual cost of a CAR-T
coordinator is significantly high as mentioned by HCPs and might
impose challenges when more patients will be treated with CART-
T therapies.
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On the long term, CAR-T
therapies will replace the
traditional stem cell
transplantation, however the
current reimbursement system
is not ready for this
transformation. Existing
reimbursements will need to
adapt to keep up with the
changing treatment landscape.

Healthcare professional

6.2

3. Resources

Patients who undergo ATMP treatments, especially cell therapy
treatments, require extensive follow-up and careful supervision
post-therapy, far beyond what is typically needed for other
patient groups. This heightened need for ongoing monitoring and
support adds a significant logistical burden to hospital
operations. In many cases, healthcare resource, such as dedicated
staff, specialized facilities, and administrative capacity, are
stretched thin, which makes it challenging to provide the
necessary care for these patients. As demand for ATMP
treatments increases, hospitals may struggle to allocate sufficient
resources for both new and existing patients, further
complicating patient flow and overall care delivery.

4. Reimbursement of new activities

While all procedures outside the designated therapeutic area,
such as echography and blood tests, are eligible for
reimbursement, the challenges arise with newer therapies like
cell and gene therapies (e.g., CAR-T therapies) due to a lack of
adequate nomenclature to support specific activities related to the
product which did not exist before.

HCPs stressed the need to identify sustainable reimbursement
solutions for medical procedures within hospitals to ensure
patient access to these innovative treatments in the future.
Hospitals will not be able to keep financing non-reimbursed
medical acts when patient uptake increases.
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Additional to hospitals, the pharmaceutical industry faces several
challenges related to the non-reimbursed medical acts of ATMPs
and the use of ATMPs in Belgian hospitals

1. Silo budgeting of ATMP and the associated medical
acts

A major challenge is the siloed or fragmented approach to
budgeting within the current reimbursement system. Presently,
the reimbursement for the ATMP product itself is handled
separately from the reimbursement for the associated medical
acts required for its administration, preparation and follow-up.
Stakeholders mentioned that currently there are situations where
the product is reimbursed but hospitals can not finance the
medical acts which limits patient access. Pharmaceutical
companies currently have little to no influence on the
reimbursement of medical acts as this is separated from the
medicinal product itself.

2. Visibility on the costs of non-reimbursed
medical acts in the hospital

The pharmaceutical industry also highlighted a lack of
transparency on the costs associated with ATMPs in the hospitals
and how these are currently financed. Additionally, there is
insufficient insight and experience with potential solutions for
reimbursing these expenses.
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In Belgium, there is a

disconnection between an
ATMP, which is reimbursed,
and the necessary associated
medical acts, which still are
currently not always
reimbursed. You receive
reimbursement for the
product itself, but there is a
disconnection with the
financing of what the

physician in the hospital has to

do to administer and use the
product.

Pharmaceutical company
representative

6.3

3. Accreditation of hospitals to use ATMPs

There is unclarity among the pharmaceutical industry
on the accreditation of cell-and gene centers in Belgium.

4. Challenges towards RWE collection

These challenges arise primarily due to the lack of a structured
system for collecting RWE and patient follow-up. Currently, there
is ambiguity regarding the responsibilities for maintaining data
infrastructures and insufficient funding from the government,
hindering the establishment of necessary registries. Physicians
lack incentives to collect data due to time constraints and a lack
of financial compensation, which can lead to gaps in patient
assessments.
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Reimbursement
solutions for
medical acts

Two main recommendations to implement
sustainable reimbursement solutions for
medical acts associated with the preparation,
administration and follow-up of ATMPs came
out of the stakeholder interviews

1

The majority of the interviewed
pharmaceutical companies (6/8)*
recommended to map the patient
journey and identify all costs related
to the preparation, administration
and follow-up of ATMPs. Based on this
establish a budget per patient per treatment
as referred to the Dutch DRG system. This
budget per patient should cover all costs
related to the medical acts, drugs and tests
needed to administer the ATMP, excluding
the actual cost of the treatment itself.

7.1

*Other recommendations mentioned by a minority of the pharmaceutical
companies (<2/8): Include a new chapter in the CTG dossier where all acts
related to the treatment are mentioned; Bundle reimbursement of medical acts
and the medicinal product in the reimbursement dossier; insert eligibility
testing in the reimbursement of the treatment or financing through a PSP

PwC 21

HCPs stressed to focus on reimbursement of
medical acts through nomenclature or
conventions, this message was also reinforced
by the Pharmaceutical companies. The
stakeholders both recommended expanding existing
nomenclature codes as well as conventions; in general
conventions were referred to as easier and more
flexible to implement:

2.1. Expand existing nomenclature codes to
include medical acts of new treatments. Ensure
nomenclature is made in a holistic way to avoid
changing it for every new innovative treatment e.g.
Nomenclature codes for allogenic and autologous stem
cell transplantation could be expanded to CAR-T codes

Pro’s:

» Accessible to all HCPs, not only accredited centres which
could allow referring centres to perform a part of the
follow-up medical acts related to the cell-and gene therapy

« No need to create new nomenclature codes
Con’s:

» Time consuming and less flexibility in case changes are
needed

2.2. Implement conventions which cover
all medical acts related to the cell and gene
therapies

Pro’s:

+ Relatively easy to implement compared to nomenclature
implementation

+ Flexible and easier adaptable in case of new interventions
compared to nomenclature implementation

Con’s:

» Only applicable to accredited hospitals and each hospital
needs to be accredited per product

» Agreement needed of all centres
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Centralisation
of treatment
and integrated
data-driven
care pathways

7.2

Both HCPs and Pharmaceutical companies stressed the
need to centralise cell-and gene treatments in specialised
centres. However, there is a clear need to enhance
collaboration with referring centres in Belgium to ensure
patient access to the best treatments on the market.

One suggested approach involves establishing multidisciplinary
teams within these specialised centres, facilitating knowledge
sharing between experienced clinicians and referring
professionals. Such collaboration could streamline patient
referrals and support the consistent application of best practices
across the country. Moreover, several stakeholders advocated for
the development of a national framework to standardise protocols
for cell and gene therapy procedures, further supporting
equitable patient access and high-quality care.

To address the operational and financial challenges, the adoption
of digital platforms for tracking patient outcomes and hospital
resource use was highlighted as well. These platforms would not
only aid in real-time monitoring but also provide valuable data to
inform future policy adjustments. By fostering an environment of
transparency and cooperation between hospitals, payers, and
pharmaceutical companies, Belgium can pave the way for an
effective and sustainable integration of advanced therapies into
its healthcare system.
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Conclusion
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The Belgian healthcare system stands at
a pivotal crossroads in the adoption and
integration of ATMPs.

While the promise of cell and gene therapies
is immense, realising their full potential
depends on the prompt, coordinated, and
sustainable reimbursement solutions of all
medical acts required for the entire patient
journey, including pre-and post
administration.

The recommendations outlined in this
report provide a practical and strategic
blueprint for bridging current gaps,
ensuring that hospitals are empowered
to provide advanced therapies, and most
importantly, that patients gain timely
access to the best possible care.

The findings in this report could also benefit
other potentially disruptive medical
innovations whose adoption and
accessibility require fundamental changes in
the healthcare system.

We want to thank all participants of this research for
providing us with their insights on the challenges
associated with the funding of medical acts related to
ATMPs in Belgian hospitals.
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