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Unlocking the potential of precision medicine in Europe

A. About this report

This report represents the outcomes of the IQN Path, ECPC and EFPIA initiative to “improve cancer care through
broader access to quality biomarker testing”. The goal of this initiative is to identify barriers to biomarker testing
in EU27 and the UK and to develop policy recommendations in order to ensure that all eligible cancer patients
have access to the ideal testing paradigm: high-quality biomarker testing that is readily available to all cancer
patients without compromising on the numbers of genes analysed, with new tests rapidly integrated into the
standard of care.

The project was initiated and financed by IQN Path, ECPC and EFPIA together with a consortium of industry and
academic partners. The project was supported by research and analysis conducted by L.E.K. Consulting.

IQNPa-m About IQN Path

mernationsl cusliy Newwork for Pathology —— [QN Path is an international multi-stakeholder expert group focused on improving quality of
clinical biomarker testing, bringing together organisations and key stakeholders involved in quality
implementation of biomarker testing in
pathology globally. https://www.ignpath.org

(’ About ECPC
- European Cancer Patient Coalition is the voice of cancer patients in Europe. With over 450
European Cancer . , . , — .
Patient Coalition members, ECPC is Europe’s largest umbrella cancer patients’ association, covering all 27 EU

member states and many other European and non-European countries. ECPC represents patients
affected by all types of cancers, from the most common to the rarest. ~ https://ecpc.org/

About EFPIA

e
efp I a The European Federation of Pharmaceutical Industries and Associations (EFPIA) represents the
biopharmaceutical industry operating in Europe. Through its direct membership of 36 national
associations, 39 leading pharmaceutical companies and a growing number of small and medium-
sized enterprises (SMEs), EFPIA's mission is to create a collaborative environment that enables our
members to innovate, discover, develop and deliver new therapies and vaccines for people across
Europe, as well as contribute to the European economy. https://www.efpia.eu/

This report was prepared with the support of L.E.K. Consulting. L.E.K. Consulting is a global management consulting firm.
The firm advises and supports organizations that are leaders in their sectors, including the largest private- and public-sector
organizations, private equity firms, and emerging entrepreneurial businesses. Founded in 1983, L.E.K. employs more than
1,600 professionals across the Americas, Asia-Pacific and Europe.  https://www.lek.com/
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B. Executive summary

Inconsistent biomarker test access — a barrier to realising the promise of precision medicine

The advances in our understanding of cancer over
the last two decades have been fundamental,
highlighting huge variability between patients even
within the same cancer type and emphasising the
need for tailoring cancer care to individual patient
characteristics. Precision medicine, a healthcare
approach that systematically uses patient data

to inform personalised treatment decisions, has
emerged as potentially transformative — offering

the promise of superior treatment outcomes for all
cancer patients. Precision medicine is supported by
significant advances in biomarker testing', with next
generation sequencing? allowing the detection of
genomic alterations which drive tumour development
and providing critical insights into a patient’s likely
response to treatment. Yet, the promise of precision
medicine cannot be realised if patients do not have
access to the biomarker testing required to determine
their eligibility for precision medicine treatments.

Access to high quality® oncology biomarker testing
is inconsistent across Europe and contributes to an
imbalance in health equity across the EU27 + UK.

Without immediate and concerted action to ensure
the provision of adequate testing across countries, it
is impossible to harness the full benefits of precision
medicine.

Approach

This report presents the results of research
conducted in 2020 to assess the current status of
biomarker testing in the EU27 and the UK, identify
country-specific shortcomings and develop policy
recommendations to improve access to and quality
of biomarker testing in oncology across Europe.
The report assesses a selection of key biomarkers?,
both established and novel, according to four access
metrics (laboratory access, test availability, test
reimbursement, test order rate) and three quality
metrics (quality scheme participation, laboratory
accreditation, test turnaround time). It draws on a
wide range of secondary sources, surveys of 141
laboratory managers and of 1,665 patients, and
58 in-depth interviews with laboratory managers,
physicians, and payers. The findings were reviewed
over a series of meetings with IQN Path, ECPC

and EFPIA stakeholders and a consortium of
pharmaceutical industry and academic partners, as
well as a sounding board with key opinion leaders,
in order to develop an unbiased view of existing
test access barriers and to establish a consensus
on critical policy recommendations for immediate,
concerted action.

' A biomarker is a biological characteristic that is objectively measured and evaluated as an indicator of biological processes. “Biomarker” refers to any molecule in the human body
that can be measured to assess health. Molecules can be derived from blood, body fluids or tissue. A biomarker test is a biochemical measurement developed to quantitate one, or

several, biomarkers for the screening, diagnosis and/or prognosis of cancer patients

2Next generation sequencing (NGS): large-scale DNA sequencing technology in which millions of nucleotide sequences are deciphered simultaneously. Allows for querying the entire
genome (whole genome), the exons within all known genes (whole exome) or only exons for selected genes (target panel)

3 Effective use of biomarker tests and applying high quality testing standards are fundamental to deliver on precision medicine. The clinical use of reliable biomarker tests to guide
therapy selection depends on many related processes. A number of processes before and following clinical laboratory testing need to be considered (i.e. analytical validation, clinical
validation, specimen handling, reproducibility, IT infrastructure), which can affect the accuracy and reliability of test results and patient safety. This is even more critical for advanced
diagnostic technologies, such as next generation sequencing or digital pathology, which build on extensive bioinformatics and/or Al based algorithms. On top of this, External
Quiality Assurance (EQA) programmes are key to keep testing standards high and ensure patients can benefit from precision medicine [44-49]

4Single biomarker tests: PD-L1, HER2, ALK, MMR / MSI, BRCA, EGFR, NTRK, BRAF, KRAS / NRAS; multi-biomarker tests: NGS hotspot (up to 50 genes) / targeted panel, NGS

comprehensive panel (>50 genes); liquid biopsy
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Barriers to accessing high-quality
biomarker testing

Six key barriers need to be overcome as a matter of

urgency to allow patients, physicians and healthcare

systems across the EU27 and the UK to realise the

benefits of biomarker testing and to establish health

equity across Europe.

e Limited availability of precision medicine
linked to biomarkers: Reimbursed access to
precision medicine is a prerequisite for biomarker
testing, as tests are usually only ordered if they
inform treatment decisions. Delays between
medicine approval by the European Medicines
Agency (EMA) and inclusion in national or
regional reimbursement lists can be significant.
EFPIA's Patients W.A.LT. indicator Survey® shows
that the average time to patients’ treatment
access across the EU and the European Economic
Area is 504 days, but ranges from 127 days in
Germany to over 823 days in Poland [10]. In
addition, public funding of precision medicine is
insufficient in some countries.

¢ Unclear value assessment approaches for
diagnostic tests lead to delays in the integration
of testing into clinical practice in many countries.
Key challenges include:

o Cost- or technology-based test reimbursement
codes, with no appraisal in place to
assign a value-based code towards a new
diagnostic application, resulting in insufficient
reimbursement value

o Laboratory budgets or inpatient tariffs
frequently not adjusted to cover new tests

o Reimbursement approval of biomarker tests
typically not linked to (or in time with) medicine
reimbursement

Very diverse laboratory infrastructure,
capabilities and referral pathways can lead
to slow integration of new biomarker tests into
the standard of care. Challenges include regional
variations in diagnostic laboratory coverage, with
some countries lacking sufficient infrastructure
or referral pathways to support equal access for
all patients, and variations between laboratories
in the availability of test technologies or the
capability to perform specific biomarker tests.

Limited availability of public funding to
support biomarker testing acts as a barrier
both to the development of testing capabilities
and infrastructure as well as to driving widespread
uptake and continued use of biomarker testing.

Limited stakeholder awareness and
education: Low physician awareness of available
biomarker tests and their benefits as well as
limited knowledge of referral pathways can
hinder test uptake. Limited awareness can prevent
patients from demanding testing proactively. In
some countries, shortages of trained laboratory
personnel might limit the ability to perform
biomarker tests.

Inconsistent participation of laboratories in
quality assurance schemes: Even with good
access to testing, test quality is varied and can
limit the utility of test results. Key challenges

° https://www.efpia.eu/publications/downloads/efpia/efpia-patients-wait-indicator-2019-survey/

5External quality assessment (EQA): challenge of the effectiveness of a laboratory’s quality management system. In clinical laboratories, external quality assessment is a form of
quality assurance to ensure the provision of precise and accurate analyses to support optimal patient care, through helping to minimise the variability, arising from biological or

analytical sources, inherent in all quantitative measurements or qualitative examinations

IQN Path / ECPC / EFPIA
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include varying levels of participation in EQA®
(external quality assessment) schemes (often due
to budget constraints), limited ISO accreditation’,
as well as test turnaround times extending beyond
clinically actionable windows, in part driven by
high send-out rates.

Call for multi-disciplinary and concerted
actions: 12 policy recommendations

To address these barriers, multi-disciplinary and
concerted actions are needed. IQN Path, ECPC,
EFPIA and pharmaceutical industry and academic
representatives have jointly developed eight short-
term and four long-term policy recommendations @

to address the identified shortcomings in biomarker
test access and quality.

The short-term recommendations aim to achieve a
vision of equitable access to biomarker testing to
enable optimal treatment:

“All cancer patients eligible for
biomarker-linked therapy should
undergo testing for all clinically
relevant biomarkers that are
indicated for precision medicine,
with use of extended panels where
appropriate.”

71SO: the International Organization for Standardization (ISO) is an international standard-setting body composed of representatives from various national standards organisations.
Standards provided by ISO are internationally agreed by experts and aid in the creation of products and services that are safe, reliable and of good quality. ISO accreditation or ISO
accredited certification refers to when a company or laboratory has achieved an ISO standard by a certification body that is accredited by one of the national accreditation bodies

(e.g., UKAS in the UK)

8 Short-term: coming to fruition in the next 2-3 years; long-term: coming to fruition in 5-10 years

IQN Path / ECPC / EFPIA
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f'\ Short-term recommendations

1. Parallel approval of the medicine and
associated testing: Develop process for the parallel
approval of the medicine and associated testing (both
for regulatory and reimbursement approval)

P Processes need to be coordinated and
synchronised in such a way that the associated
biomarker test is available (approved and reimbursed)
at the time when the medicine is made available in a
given country

P Test approval requirements need to be flexible
enough to allow for continuing test innovation
and evolution (e.g., new biomarkers added to NGS
panels)

2. Adopt a national system for biomarker test
value assessment: develop an efficient value
assessment process for new biomarker tests which
defines clear criteria for determining value, considers
the broader health system benefits of biomarker
testing and allows for the incorporation of new data
as it is generated (either in clinical trials or real-world
evidence)

3. Dedicated biomarker test budgets:
Introduce dedicated diagnostic budgets to support
reimbursement of all biomarker tests, removing
regional variation and inequality in access

» Diagnostic budgets should be sufficient to meet
the growing needs for testing and future increases in
volume and complexity of testing

4. Mandatory ISO accreditation and EQA scheme
participation: Mandate that laboratories pursue ISO
accreditation and participate in EQA schemes covering
all predictive biomarker tests / test techniques, and
provide dedicated budgets at the national level to fund
participation in quality assurance measures

5. Regional testing centres: Encourage the creation
of regional testing centres within countries to drive
cost efficiencies, development of technical expertise
and investment in test technologies, and allow for fast
turnaround times due to high sample throughput and
expertise, with standardised approaches to internal
and external quality assurance

P Regional testing shall be pursued only if it achieves
a clear efficiency and cost gain (e.g., single biomarker
tests with sufficiently fast turnaround times at local
testing facilities need not be centralised)

P Testing should be provided at regional expert
centres, but treatment should be close to the
patient’s home

6. Stakeholder education: Ensure the availability

of education for key stakeholders (i.e. physicians,
pathologists, payers, patient advocacy groups, policy
makers) on the utility of biomarker testing, testing
pathways and reimbursement sources, with the
ultimate aim of improving patient outcomes; this
includes the active promotion of ESMO (European
Society for Medical Oncology) / ESP (European
Society of Pathology) guidelines by member states’
cancer & medical societies

P Education and training should ensure that
physicians and pathologists are equipped to operate
in the evolving, and increasingly complex, precision
medicine environment

7. Centralised data collection: Establish centralised
national data collection to harness clinico-genomic
data gathered during testing and thus advance the
understanding of genomic alterations and their role in
driving cancer

8. Horizon scanning: Establish processes for horizon
scanning for future testing needs as well as emerging
tests in order to better anticipate future demand and
funding requirements

IQN Path / ECPC / EFPIA
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In the long term, country systems will need to
evolve further to harness comprehensive testing® in
order to drive additional improvements in patient
outcomes.

This paper defines the long-term vision as:

/_' Long-term recommendations
1. Harmonised approaches along the test
development continuum, including guidance on
biomarker use during clinical trials and test value
assessment: Create harmonised approaches across
the EU and the UK for enabling the use of biomarker
tests in clinical trials and for the value assessment of
biomarker tests to inform reimbursement decisions, in
order to drive equality in precision medicine and test
access across the EU and the UK

2. Centralised testing infrastructure: Promote the
development of networks of specialised labs / centres
at the national level that carry out genomic / complex
biomarker testing and interpretation of results to
ensure consistent test access within the country and
develop a shared knowledge base of patient outcomes

» Encourage the co-ordination of existing resources
and supporting upgrades in capacity (as opposed to
the establishment of new centres) — including greater
co-ordination with and integration of private facilities

“All patients with a cancer diagnosis
undergo comprehensive and ongoing
tumour testing throughout the
episodes of care.”

> Where there is a lack of existing infrastructure,
centralisation of test volumes should help reduce
the barrier posed by the high investment required in
genomic / complex testing methods and capable centres

3. Data sharing: Encourage sharing of biomarker
test data and collaboration between key
stakeholders across Europe (in particular physicians
and laboratories) to ensure that clinical insights are
created by linking genomic data collected during
biomarker testing with real-world clinical data'®

P Leverage artificial intelligence to analyse the
gathered data (e.g., on genomic profiles which do
/ do not respond well to treatments and new and
validated biomarkers) and help inform treatment
decisions

P Use gathered insights to modify treatment
guidelines where appropriate

4. Guidelines on comprehensive testing: \Work
with ESMO / ESP to develop EU / UK-wide guidelines
to promote the use of comprehensive testing

at various stages of the disease journey and the
implementation of best-practice methods

2 Comprehensive (multi-biomarker) testing defined as the use of genomic / complex testing (e.g., next-generation sequencing (NGS)) of tumour or blood samples to detect multiple
alterations in genes that are known to drive cancer growth. In the context of this paper, comprehensive testing refers to ongoing tumour testing at each state of the diagnosis and
treatment pathway (see longer-term vision laid out above) using genomic / complex testing and includes testing for ALL biomarkers linked to specific medicines, as well as testing for

biomarkers not linked to specific medicines

19This recommendation is supportive of the “Cancer Diagnostic and Treatment for All” initiative as defined by the “Europe’s Beating Cancer” plan, with the goal to facilitate the

sharing of cancer profiles between cancer centres [40]

IQN Path / ECPC / EFPIA
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Implementation - task forces at the national and European level

This paper argues for the creation of country-level precision medicine task forces which bring together

all country-level stakeholders involved in medicine and test reimbursement approval as well as in the
organisation of testing. These task forces should be responsible for overseeing national initiatives:
establishing comprehensive public reimbursement of testing, facilitated by a clear value assessment
framework for biomarker testing; creating regional testing centres; investing in data collection; stakeholder
education; and mandating the participation in quality assurance schemes. In addition, centralised action
will be required to drive the implementation of biomarker testing across Europe. This paper therefore
suggests the creation of a centralised task force at the European level to 1) monitor and guide national
initiatives (with individual countries responsible for execution and reporting) and 2) to co-ordinate pan-
European initiatives in line with the long-term recommendations: developing a standardised framework for
test value assessments, driving pan-European data sharing and establishing pan-European guidelines for
comprehensive testing.

Immediate action is paramount: medicine development in oncology is rapidly evolving,
facilitated by a greatly improved understanding of cancer as a genetic disease. It is a therefore
a matter of urgency to provide the biomarker testing infrastructures and processes required in
order to deliver the benefits of these therapeutic advances to patients and to ensure that the
pace of innovation can be sustained.

IQN Path / ECPC / EFPIA 8 L.E.K. Consulting
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C. Introduction and objectives

The burden of cancer continues to grow globally, creating substantial pressure on
patients, their families, communities and healthcare systems. Cancer represents the
second largest cause of death and morbidity in Europe, with more than 3.7 million

new cases and 1.9 million deaths each year ". However, new therapeutic approaches

are getting us closer to a future where cancer becomes a curable disease. Knowledge

of cancer has improved vastly in the last two decades, revealing the huge variability

not only between cancer types but also between patients of the same cancer type,

and highlighting the need for — and the promise of — tailoring cancer care to individual
patient characteristics. Fuelled by this knowledge, cancer treatment is increasingly shifting
towards precision medicine, a healthcare approach that systematically utilises patient data
to inform personalised treatment decisions. The vision for precision medicine in cancer is
transformative: to deliver superior outcomes for all cancer patients and ultimately reduce
the suffering caused by cancer.

overall survival rates showed that patients treated
with precision medicine had higher response rates

Precision medicine has the

potential to transform health vs. non-targeted arms and reported lower instances
. _ of adverse events [2]. An analysis of lung-cancer
outcomes In three key dareas. mortality in the U.S. demonstrated that incidence-

based mortality from NSCLC among men decreased
by 6.3% p.a. between 2013 and 2016, compared
with a 3.1% p.a. decline in NSCLC incidence from
2008 to 2016. Corresponding lung cancer-specific
survival improved from 26% among men diagnosed

Firstly, it drives improved patient outcomes.
Precision medicine has narrower indications,
aiming to restrict their use to only those patient
groups which are most likely to respond well to
treatment. The prescription of medicines only to

patients displaying specific biomarkers means that Precision medicine (PM)

the optimal treatment is provided to each group, Precision medicine is a healthcare approach

improving response rates and reducing the risk that utilises molecular information (genomic,

of adverse events. Meta-analysis of phase Il trials transcriptomic, proteomic, metabolomic, etc.)

looking at response, progression-free survival, and phenotypic and health data from patients to
generate care insights to prevent or treat human

11 As reported by the WHO: https:/Avww.euro.who.int/evhealth-topics/ disease resulting in improved health outcomes [1]

noncommunicable-diseases/cancer/data-and-statistics

IQN Path / ECPC / EFPIA 10 L.E.K. Consulting
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Biomarker

A biomarker is a biological characteristic that

is objectively measured and evaluated as an
indicator of biological processes. Biomarker refers
to any molecule in the human body that can be
measured to assess health (e.g., haemoglobin
Alc as a marker of diabetes). Molecules can be
derived from blood, body fluids or tissue [7, 38]

Biomarker test

A biomarker test is a biochemical measurement
developed to quantitate one, or several,
biomarkers for the screening, diagnosis and/or
prognosis of cancer patients. Tests can be divided
into three groups: chromosome tests (looking for
abnormal changes within chromosomes), gene
tests (assessing either one gene or a short piece
of DNA for changes such as extra gene copies,
missing genes and mutations), and biochemical
tests (assessing the presence of abnormal proteins
or possible effects of cancer via the presence of
specific chemicals in the blood) [7, 38]

in 2001 to 35% among men diagnosed in 2014.
Similar patterns were found among women. This
substantial improvement in survival was in part
attributed to the approval and use of EGFR-targeting
medicines [32].

Secondly, precision medicine, due to its targeted
approach, can provide socio-economic benefits

by reducing hospitalisation rates, slowing disease
progression, and limiting the impact of disease

on patient productivity, thus ultimately allowing a
more efficient use of resources. For example, in the
Netherlands, increased use of precision medicine has
driven a decrease in the length of hospital stays for

cancer patients, with an average stay of 3-4 days for
precision medicine patients vs. 7 days for patients
treated with chemotherapy [3].

Finally, increased uptake of precision medicine can
reduce the impact of cancer treatment on healthcare
budgets. While the cost of initial diagnosis and tests
for treatment selection is higher, biomarker tests

can help to identify patients most likely to respond
to a given therapy, reducing unnecessary spending
on treatments for patients who will not benefit. A
study by the French Cancer Institute has highlighted
the potential cost savings that molecular testing can
provide due to reduced non-effective prescribing

[4]. As an example, investing €1.7 million in EGFR
mutation testing in France drove a cost saving of €70
million by only including NSCLC patients who would
respond to treatment with gefitinib [5].

The shift towards precision medicine is
supported by significant advances in biomarker
testing, with next generation sequencing
allowing the detection of genomic alterations
which drive tumour development and
providing critical insights into a patient’s likely
response to treatment and progression of
disease.

A biomarker is a biological characteristic that is
objectively measured and evaluated as an indicator
of biological processes. For example, biomarker
testing in oncology is used to identify clinically
relevant genomic alterations or the levels of
expression of proteins. Biomarkers are essential
tools in the diagnosis and treatment of diseases,
including cancer, for several reasons: they can be
used to provide precise diagnoses and identify
those patients who will not respond to treatment,
therefore informing treatment selection. They can
also help predict and monitor disease progression

IQN Path / ECPC / EFPIA 11
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Biomarker testing definitions

Single biomarker testing

Test evaluating the presence of a single gene
mutation, gene or protein expression within
a biopsy associated with a particular form of
cancer (e.g., HER2 testing in breast cancer
patients). Single biomarker testing methods
include immunohistochemistry (IHC),
fluorescence in situ hybridisation (FISH), and
polymerase chain reaction (PCR) testing [7].

and identify patients at increased risk of developing
a given condition. This paper focuses on the current
and potential future use of biomarker testing — both
single biomarker and comprehensive multi-biomarker
testing — to inform treatment selection and improve
patient care in oncology.

Significant progress has been made in the
identification of biomarkers and the development
of therapies linked to biomarkers, particularly in
oncology, with around 55 percent of all oncology
clinical trials in 2018 involving the use of biomarkers,
as compared with around 15 percent in 2000 [6].
Ever increasing knowledge of biomarkers is driving
the use of broader tests of hundreds of genetic
variants allowing for precise treatment decisions
and monitoring. In future, the use of comprehensive
biomarker testing is expected to support a shift
away from traditional “organ-of-origin” focused
treatment paradigms towards the increased use

of tumour-agnostic treatments based on patients’
molecular signatures.

Comprehensive multi-biomarker testing

Use of genomic / complex biomarker testing
(e.g., next-generation sequencing (NGS)) of
tumour or blood samples to detect multiple
alterations in genes that are known to drive
cancer growth (i.e., base changes, insertions
& deletions, and rearrangements or fusions).
NGS can be used to sequence entire genomes
or be constrained to specific areas of interest,
effectively allowing multiple single gene tests
to be run in parallel [7].

Effective use of biomarker testing and applying

high quality testing standards play a fundamental
role in fulfilling the potential of precision medicine
to transform patient outcomes. The clinical use of
reliable biomarker tests to guide therapy selection
depends on many related processes. A number of
processes before and following clinical laboratory
testing need to be considered (i.e. analytical
validation, clinical validation, specimen handling,
reproducibility, IT infrastructure), which can affect
the accuracy and reliability of test results and patient
safety. This is even more critical for advanced
diagnostic technologies, such as next generation
sequencing or digital pathology, which build on
extensive bioinformatics and/or Al based algorithms.
On top of this, External Quality Assurance (EQA)
programs are key to keep testing standards high and
ensure patients can benefit from precision medicine
[44-49]. Yet, the current level of access to high
quality oncology biomarker testing across
Europe is inconsistent and contributes to an
imbalance in health equity across the EU27 +
UK. Without immediate and concerted action

IQN Path / ECPC / EFPIA 12
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to ensure the provision of adequate testing
across countries, it is impossible to harness the
full benefits of precision medicine outlined
above.

IQN Path, ECPC and EFPIA, together with a
consortium of industry and academic partners,
have conducted research across the EU27 and

the UK in order to analyse the current status

of biomarker testing in each country, identify
country-specific shortcomings and develop a set
of policy recommendations to improve access to
and quality of biomarker testing in oncology. The
ultimate goal of these recommendations is to
ensure that all eligible patients have access
to the ideal testing paradigm: high-quality
biomarker testing that is readily available to
all cancer patients without compromising on
the numbers of genes analysed, with new tests
rapidly integrated into the standard of care.

By laying out clear recommendations for optimising
patient access to the ideal biomarker testing
paradigm, this paper is contributing to achieving a
vision of universal access to precision medicine in
cancer care for all European cancer patients. This is
in line with the European Commission’s “Europe’s
Beating Cancer Plan” which details a new approach
to cancer care, covering prevention, early detection,
diagnosis and treatment, and quality of life for
cancer patients and survivors. As one of its four
key areas for action, the plan calls for optimised
access to innovative cancer diagnosis and treatment.
The plan foresees several initiatives to achieve this
goal, including the “Partnership on Personalised
Medicine” which will make recommendations for
the roll-out of personalised medicine approaches

in daily medical practice, as well as the “Cancer

Diagnostic and Treatment for All” initiative, to

be launched by the end of 2021. The goal of this
initiative is to establish NGS technology for quick and
efficient genetic profiling of tumour cells, allowing
cancer centres to share cancer profiles and applying
the same or similar diagnostic and therapeutic
approaches to patients with comparable cancer
profiles [40].

The policy recommendations in this paper were
developed based on an in-depth analysis of the
conditions which have to be in place so that
biomarker testing can play an active and effective
role in cancer diagnosis. In order to provide a
pathway for the improvement of biomarker testing in
the EU27 + UK, this paper makes recommendations
relating to both the short term (i.e., coming to
fruition in the next 2-3 years) and the longer term
(i.e., coming to fruition in 5-10 years).

The short-term recommendations proposed by this
paper aim to achieve a vision of equitable access to
biomarker testing to enable optimal treatment:

“All cancer patients eligible for
biomarker-linked therapy sh