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Biomarkers have been at the centre
of many of the significant advances 
in cancer care in the last 20 years
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Biomarkers have transformed our understanding of non-small-cell 
lung cancer

Presented at ESMO, 2020
Adapted from Jordan et al.4



PFS, Phase III Studies 
(n=38,104)

8.3 months 
With biomarker selected targeted therapies; p=0.002

PFS in practice 
(n=17,664)

10.0 months 
With biomarker selected targeted therapies; p<0.001

Median PFS
(n=24)

5 months 
Treated with genomically matched therapy; 

95% CI 2.9 to not reached months

Median OS 
(n=46)

2.58 years 
Treated with MGTO; 95% CI 2.39 to not reached years

Progression Free Survival (PFS), Phase III Studies 
(n=38,104)

5.5 months 
Traditional therapies or targeted therapies selected 

without biomarkers; p=0.002

PFS in practice 
(n=17,664)

7.1 months 
Traditional therapies or targeted therapies selected 

without biomarkers; p<0.001

Median PFS 
(n=54)

2.97 months 
Treated with non-matched therapy; 

95% CI 2.4 to 5.1 months

Median OS 
(n=143)

1.51 years 
Treated without an actionable molecular alteration; 

95% CI 1.33 to 1.87 years

Having a biomarker for a targeted therapy is associated with 
significantly better outcomes

Barlesi F et al. The Lancet. 2016;387(10026):1415–26

Jardim DL et al. J Natl Cancer Inst. 2015;107(11)

Various tumour types, 
median follow-up 7 months

Dalton BW et al. JCO Precision Oncology. 2017;1:1-19

Pancreatic cancer, 
median follow-up 383 days

Pishvaian MJ et al. Lancet Oncol. 2020;Apr;21(4):508-518

Non-small-cell lung cancer
median follow-up 24.9 months

Without biomarkers With biomarkers



Genomic profiling may generate savings for healthcare systems
Intermountain Healthcare’s pan-cancer experience

Precision oncology (including genomic testing 
and targeted therapies) in advanced (refractory) 
cancer patients may improve overall survival, 
while lowering average treatment costs
compared with standard therapy or best supportive 
care. 

Relative resource use was 40% lower for the 
targeted treatment group across all sites of care; 
and was lower in both the inpatient (17% lower) and 
outpatient setting (42% lower).

Average weekly healthcare cost ($) End-of-life costs over last 3mos ($)

Standard treatment cost

Targeted treatment cost Haslem DS et al. Oncotarget. 2018; 9:12316-12322.



Rapid access to 
precision medicines

Early, personalised 
diagnosis

Connecting biomarkers with personalised treatments for cancer 
offers improved outcomes 

Advanced radiology / 
imaging

Faster access to 
quality testing & 
liquid biopsy

+ = Improved
Outcomes

Clinical
outcomes 

Economic
outcomes

Precision
medicines access



Precision medicine today

Precision medicine is an approach for disease treatment and prevention that takes into 
account the individual variability in genes, environment and lifestyle. This allows public 
health systems and care providers to tailor prevention and treatment care approaches 
by using data to systematically improve patient outcomes, to improve the patient 
experience of care, to free up time and resources within the health system as a whole, 
and to inform how we can keep improving care for all over time. 
This is often different from current systems today, which do not systematically collect or 
use data in this way. This means that we want to move away from a "one size fits all 
approach" to prevention and care, which may be suboptimal for patients' experience 
and outcomes, and which consequently may be less efficient. 



Rapid access to 
precision medicines

Personalised
care plan for patients

Personalised remote 
monitoring & care

Early, personalised 
diagnosis

Connecting the key elements of precision medicine approaches in 
cancer care offers improved outcomes, & socio-economic 
benefits

Multidisciplinary or 
molecular tumour 
boards 

Clinical decision 
support systems 

Digital Health

Real-world data platform 
implementation 

Real-time 
monitoring Advanced radiology / 

imaging

Faster access to 
quality testing & 
liquid biopsy

Precision
medicines access

+ + + = Improved
Outcomes
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outcomes 

Economic
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Societal
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“The future is already here –
it’s just not evenly distributed yet.”

William Gibson, Author 



Coalition Partners that worked together to create policy 
recommendations to help patients have more equitable access to 
quality biomarker testing

Industry Sponsors

● EMQN
● ESP
● EQA
● UK NEQAS

● DGP
● SEAP
● Gen&Tiss

● European 
Cancer Patient 
Coalition (ECPC)

Academic Partners Patient Advocacy Organisation



Aims of this initiative:

● Map of the ideal pathway for uptake and usage of biomarkers
● Biomarker quality and access scorecard across all EU member states
● List of common gaps across countries
● Consolidated report highlighting the current quality and access situation, key gaps, and policy 

recommendations informed by this research

Resulting in:
1. A clear and aligned set of policy recommendations to advocate for improved biomarker quality 

and access across Europe, to be leveraged by EFPIA and our broader stakeholder network

2. Sharing of findings in various EU and national-level fora to raise awareness, encourage dialogue 
and adoption of the short and longer-term policy recommendations



Report and policy recommendations from this coalition

EFPIA position
Unlocking the potential of precision medicine in Europe – Improving cancer care through broader access to quality biomarker testing

https://www.efpia.eu/news-events/the-efpia-view/statements-press-releases/unlocking-the-potential-of-precision-medicine-in-europe-improving-cancer-care-through-broader-
access-to-quality-biomarker-testing/

Coalition-led study & evidence to support policy recommendations (Report) 
Unlocking the potential of precision medicine in Europe

https://www.efpia.eu/media/589727/unlocking-the-potential-of-precision-medicine-in-europe.pdf

Policy recommendations – practical, short-term recommendations & longer term vision
https://www.efpia.eu/media/589673/biomarker-testing-summary-final-version.pdf

Multi-stakeholder roundtable -- Intro Webinar
Unlocking the potential of precision medicine in Europe

https://www.youtube.com/watch?v=TWlmrZagp0U

https://www.efpia.eu/news-events/the-efpia-view/statements-press-releases/unlocking-the-potential-of-precision-medicine-in-europe-improving-cancer-care-through-broader-access-to-quality-biomarker-testing/
https://www.efpia.eu/media/589727/unlocking-the-potential-of-precision-medicine-in-europe.pdf
https://www.efpia.eu/media/589673/biomarker-testing-summary-final-version.pdf
https://www.youtube.com/watch?v=TWlmrZagp0U
https://www.efpia.eu/news-events/the-efpia-view/statements-press-releases/unlocking-the-potential-of-precision-medicine-in-europe-improving-cancer-care-through-broader-access-to-quality-biomarker-testing/
https://www.efpia.eu/media/589727/unlocking-the-potential-of-precision-medicine-in-europe.pdf
https://www.efpia.eu/media/589673/biomarker-testing-summary-final-version.pdf
https://www.youtube.com/watch?v=TWlmrZagp0U


We evaluated access to precision medicines & testing, 
alongside test quality metrics, across EU

Source: L.E.K. research and analysis

Medicines access – precision medicines
Drivers

Medicine 
availability

Factors to consider
• Medicine availability (approval and launch)
• Level of medicine reimbursement by public payers

Test access

• Laboratory capabilities & penetration 
• Infrastructure to support sample flow

Laboratory 
access

• Level of public reimbursement
Test 
reimbursement

• % of laboratories with in-house capabilities or 
sending out tests to partner labs

• Total time test has been available for
Test availability

• Patients tested / patients eligibleTest order rate

Drivers Factors to consider Drivers Factors to consider

• EQA scheme participationQuality scheme 
participation

Test quality

Laboratory 
accreditation

• Proportion of laboratories with ISO 
accreditation

Test turnaround 
time • Time from test order to receipt of results



The EU-level assessment & policy recommendations are based on 
in-depth interviews, secondary research, & two surveys

Qualitative interviewsSecondary research Quantitative surveys

Synthesis of findings into report on biomarker test access and quality
by and across countries

Results discussed and aligned with IQN Path, ECPC, EFPIA and consortium of pharma
and laboratory partners

● Existing data inputs from project partners
● Publicly available sources on testing 

infrastructure, medicines and test access, 
medicine and biomarker testing public 
funding

● 58 qualitative interviews with laboratory 
managers, oncologists, payers and 
subject matter experts across EU27 / 
UK

● Survey with 141 laboratory managers 
across EU27 / UK

● Survey with 1,665 cancer patients in 15 
EU countries and the UK

Development of policy recommendations and implementation framework by the above working group 
members, based on findings of report on biomarker test access and quality

1 2 3



Baltics
• Estonia • Latvia • Lithuania• Finland

• Czech 
Republic

• Hungary

• Romania

• Slovenia

• Slovakia

• UK

• Spain
• Sweden

• Poland

We have assessed access to and quality of 12 biomarker tests 
plus liquid biopsy in Europe

Tier 1

Single biomarker IHC / FISH

PD-L1

Single biomarker molecular

BRCA
EGFR
NTRK

Complex genomic signatures

NGS hotspot (up to 50 
genes) / targeted panel
NGS comprehensive panel

Tier 2

Single biomarker IHC / FISH

HER2
ALK
MMR / MSI
ROS1

Single biomarker molecular

BRAF
KRAS / NRAS

Other

Liquid biopsy (ctDNA / 
plasma)

Ex-EU4 / UK
• Belgium

• Netherlands

EU4 / UK
• Germany

• France

Core countries

Remaining countries 

• Greece• Italy

Southern Europe
• Cyprus

• Malta

• Portugal

Central Europe
• Bulgaria

• Croatia

Western Europe
• Austria

• Ireland

• Luxembourg

Nordics
• Denmark

Scope: coverage of Tier 1 & 2 tests

Scope: coverage of Tier 1 tests only

Biomarker tests Geographical coverage



The research shows significant variations in medicines and test 
access as well as test quality across Europe

Summary of findings

Key:
High Medium

N/ALow

Significant regional variation in test access 

Medicines access Test qualitySingle biomarker 
test access

Multi-biomarker 
test access

!

!
!



Key barriers to high quality biomarker testing that must be 
overcome

Key metrics investigated over the course of the project Key barriers
Precision medicine availability
Is there a linked therapy available & publicly reimbursed to drive testing?

Delay in access following EMA approval triggering a lag in test access
Some precision medicines launched but not reimbursed by public health system

Biomarker test infrastructure
Do the test capabilities exist in labs for all focus biomarkers? 
For NGS, is the infrastructure (e.g. data sharing) in place?

Regional variations in diagnostic lab coverage
Variation in or lack of availability of different test technologies / capabilities (e.g., 
NGS, FISH) or of the ability to perform different biomarker tests

Approval and integration of tests
Is there a pathway to support the timely introduction of new tests?

No / weak link between regulatory and reimbursement approval process 
for precision medicines and the relevant biomarker test(s) resulting in 
access delays
Slow integration of new biomarker tests into standard of care

Test funding and reimbursement
Is a public funding mechanism in place to support reimbursement? 
How is the transition from pharma to public funding managed?

Funding not sufficient to support development of testing capability / 
infrastructure across regions or support widespread biomarker testing
Level and timing of reimbursement hindered by patchwork of funding sources
Lack of funding to support transition to larger gene panel tests

Test uptake and continued use
Is there widespread awareness of available tests & referral pathways? 
Is there clarity on the reimbursement process?

Low awareness of availability and referral pathways new tests / tech
Lack of centralisation of biomarker data, limiting uptake / utility of large 
panel testing

Test quality
Is testing carried out to a sufficiently high standard? 
What is in place to drive quality assurance and fast turnaround times?

Lack of participation in EQA schemes often driven by budget limitations
Limited ISO accreditation in a number of countries
High send-out rates impact turnaround times



Short-term policy recommendations (8)

Short-term goals Recommendations

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) 

Centralised national 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

1

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)

2

3



Long-term policy recommendations (4)

Long-term vision Recommendations

1

2

3

4

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

Centralised testing infrastructure: promote the development of networks of specialised labs / 
centres at the national level for genomic / complex biomarker testing and interpretation of results

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 with real-world clinical data

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



Implementation – Recommendation to collaborate with 
existing task forces at the national and European level or 
create them 

Catalyse or connect with country-level 
precision medicine task forces
• Bring together all country-level stakeholders 

involved in medicine and test reimbursement 
approval as well as in the organisation of 
testing

• Responsible for overseeing national 
initiatives, and reporting on progress

• Specific national initiatives could include:
• Establish comprehensive public 

reimbursement of testing, facilitated by a 
clear value assessment framework for 
biomarker testing

• Creation of regional testing centres
• Investment in data collection
• Stakeholder education
• Mandating the participation in quality 

assurance schemes

Vision for a centralised task force at 
the European level
• Monitor and guide national initiatives

• Co-ordinate pan-European initiatives in 
line with the long-term recommendations

• Develop an aligned framework for 
test value assessment

• Drive pan-European data sharing
• Establish pan-European guidelines 

for comprehensive testing



IQN Path, ECPC & EFPIA have developed policy recommendations 
to improve access and quality of biomarker testing in oncology

● IQN Path, ECPC and EFPIA are working together to develop policy 
recommendations in collaboration with pharma and laboratory partners 
to ensure that:
● Biomarker testing is readily available to all cancer patients
● There is a system in place to ensure emerging biomarker tests are 

rapidly available
● Testing quality is high

Short-term goals (2–3 years):
All cancer patients eligible for biomarker-linked 
therapy undergo testing for all clinically 
relevant biomarkers that are indicated for 
precision medicine, with use of extended 
panels where appropriate

Long-term vision (5–10 years):
All patients with a cancer diagnosis undergo 
comprehensive, ongoing tumour testing 
throughout the episodes of care





Thank you! 


