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This presentation has been prepared by the management of Biocartis Group NV (the "Company"). It does not constitute or form part of, and should not be construed as, an offer, solicitation or invitation to subscribe for,

underwrite or otherwise acquire, any securities of the Company or any member of its group nor should it or any part of it form the basis of, or be relied on in connection with, any contract to purchase or subscribe for any

securities of the Company or any member of its group, nor shall it or any part of it form the basis of or be relied on in connection with any contract or commitment whatsoever. It is not a prospectus or offering memorandum.

The information included in this presentation has been provided to you solely for your information and background, speaks as of today, and is subject to updating, completion, revision and amendment and such information

may change materially from time to time. No person is under any obligation to update or keep current the information contained in this presentation and any opinions expressed in relation thereto are subject to change

without notice. No representation or warranty, express or implied, is made as to the fairness, accuracy, reasonableness or completeness of the information contained herein. Neither the Company nor any other person accepts

any liability for any loss howsoever arising, directly or indirectly, from this presentation or its contents.

This presentation includes forward-looking statements that reflect the Company's intentions, beliefs or current expectations concerning, among other things, the Company's results, condition, performance, prospects, growth,

strategies and the industry in which the Company operates. These forward-looking statements are subject to risks, uncertainties and assumptions and other factors that could cause the Company's actual results, condition,

performance, prospects, growth or opportunities, as well as those of the markets it serves or intends to serve, to differ materially from those expressed in, or suggested by, these forward-looking statements. The Company

cautions you that forward-looking statements are not guarantees of future performance and that its actual results and condition and the development of the industry in which the Company operates may differ materially from

those made in or suggested by the forward-looking statements contained in this presentation. In addition, even if the Company's results, condition, and growth and the development of the industry in which the Company

operates are consistent with the forward-looking statements contained in this presentation, those results or developments may not be indicative of results or developments in future periods. The Company and each of its

directors, officers and employees expressly disclaim any obligation or undertaking to review, update or release any update of or revisions to any forward-looking statements in this presentation or any change in the

Company's expectations or any change in events, conditions or circumstances on which these forward-looking statements are based, except as required by applicable law or regulation.

This document and any materials distributed in connection with this document are not directed to, or intended for distribution to or use by, any person or entity that is a citizen or resident or located in any locality, state,

country or other jurisdiction where such distribution, publication, availability or use would be contrary to law or regulation or which would require any registration or licensing within such jurisdiction. The distribution of this

document in certain jurisdictions may be restricted by law and persons into whose possession this document comes should inform themselves about, and observe any such restrictions.

The Company's securities have not been and will not be registered under the US Securities Act of 1933 (the "Securities Act") and may not be offered or sold in the United States absent registration under the Securities Act or

exemption from the registration requirement thereof. Since the COVID-19 outbreak in December 2019, it has developed into a pandemic, causing significant disruptions to the global economy, including in certain countries in

which the Company is operating its business. During H1 2020, the Company has experienced a slow down of its commercial activities and delays of certain partner projects as a result of various measures taken to contain the

spreading of the virus. The extent to which the pandemic will continue to affect the Company’s operations will depend on future developments, which are highly uncertain and cannot be predicted with confidence, including

but not limited to the duration of the pandemic, the severity and resistance of the virus and the actions taken to contain the virus or treat its impact. In particular, and although the Company currently expects that significant

demand for its pandemic response products could mitigate the impact of COVID-19 on its oncology business, the continued spread of the virus could adversely impact its operations, including among others, the

manufacturing and supply chain, sales and marketing and collaboration activities with partners, and could have an adverse impact on the Company’s business and financial results.
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Biocartis (Euronext Brussels: BCART) is a Euronext listed global, commercial-

stage manufacturer and developer of innovative molecular diagnostics which 

enable streamlined access to personalized medicine. Uniquely positioned to 

leverage pharma, biotech and content partnerships.

Proprietary Idylla™ platform: first fully automated decentral sample-to-result  

platform with results in approximately 1 hour

Commercial-stage, revenue generating, sales in +70 countries, >10 on-market 

approved tests with rapidly expanding menu and disease applications 

Biocartis currently has a market cap of approx. EUR 200m

2021 revenues nearing EUR 50m with related gross margins of 30%

In 2022, Biocartis will continue the shift to automated cartridge manufacturing 

boosting gross margins

Biocartis employs ~500 people and is headquartered in Mechelen, Belgium with 

direct sales teams in the US, Canada and Europe



Decentralized MDx testing for large addressable markets, including the entire spectrum of 

cancer care - from prognosis to surveillance - and infectious diseases, by leveraging its 

network of partnerships

Validated proven technology and global installed base (approx. 2,000) in vast oncology 

market and growing demand for Idylla™ platform in new market segments

(SARS-CoV-2 and sepsis)

Attractive growth strategy with growing revenue, expanding margins, ongoing shift to fully 

automated cartridge manufacturing and an expanding profile of differentiated products

Seasoned management team with successful track record of execution within global 

diagnostics industry

Fully automated molecular qPCR Idylla™ platform with rapid turnaround time and 

unmatched ease-of-use, generating actionable information to physicians, thereby 

improving healthcare outcomes & lowering treatment costs. Sample-to-results in 

approximately 1 hour

Expanding product menu of highly differentiated molecular diagnostics, applicable to 

labs large and small 
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Data analysis & reporting

Real-time PCR
amplification & detection

DNA extraction

Cell lysis

Sample preparation

6 1 FFPE = Formalin Fixed, Paraffin Embedded; 2 A. Finall et al., J Clin Pathol . 2022 Jan 18;jclinpath-2021-207987. doi: 10.1136/jclinpath-2021-207987. Online ahead of print. Available here

Superior sensitivity and ease-of-use, combined 

with sample-to-result turnaround time of 

4x faster than other methods2
Incl. blood/plasma/serum, swab, urine, sputum, stool, 

FFPE1, Fine Needle Aspirate

Wide variety of sample input, incl. liquid biopsy

Fully integrated & multiplexed workflow

https://pubmed.ncbi.nlm.nih.gov/35042754/
https://youtu.be/_oQzlI2hdE4?t=13


NGS

qPCR

Mass spec.

ddPCR

Sanger sequencing

7 Source: Sherwood JL, Brown H, Rettino A, et al., “Key differences between 13 KRAS mutation detection technologies and their relevance for clinical practice”. ESMO Open 2017;2:e000235. doi:10.1136/ esmoopen-2017-000235. NGS technologies included two technologies by Thermo Fisher 
Scientific. Mass spectrometry technologies included two technologies from Agena Bioscience 
* One being the lowest level of expertise and four the highest

HIGHEST SCORE IDYLLA™ TECHNOLOGY

Performance
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Technology Overall sensitivity

Idylla™ KRAS 96%

Other qPCR (cobas/therascreen) 46-52%

Mass-spectrometry 58-92%

NGS 48-100%

ddPCR 52-60%

Comparison Idylla™ with 12 other technologies

• Lowest number of manual handling steps in sample preparation (1-2 steps vs 3 to + 20 steps) 

• Requires lowest level of expertise (1 vs 2-4 for others*)

• Highest score for Idylla™ KRAS technology on total turnaround time (2-4 hours vs 1 day-3 weeks)



8 1 Arcila ME, Yang S-R, Momeni A, Mata DA, Salazar P, Chan R, Elezovic D, Benayed R, Zehir A, Buonocore DJ, Rekhtman N, Lin O, Ladanyi M, Nafa K, Ultra-Rapid EGFR Mutation Screening Followed by Comprehensive Next-Generation Sequencing: A Feasible, Informative Approach for Lung Carcinoma Cytology Specimens with a High Success Rate., JTO 
Clinical and Research Reports (2020), doi: https://doi.org/10.1016/j.jtocrr.2020.100077., available online 18 July 2020; 2 Arcila ME et al., Rapid EGFR Mutation Detection Using the Single-Institution Experience of 1200 Cases Analyzed by an In-House Developed Pipeline and Comparison with Concurrent Next-Generation Sequencing Results Idylla Platform, J 
Mol Diagn 2020, Published on 23 December 2020, 1-12; https://doi.org/10.1016/j.jmoldx.2020.11.009; 3 Only the abstracts at the virtual AMP Europe congress (Association for Molecular Pathology, virtual congress taking place 14-18 June 2021) and ASCO (American Society of Clinical Oncology) in the US were screened

123 publications to date on Idylla™ platform, with 34 new papers published in 2021 alone

Ultra-Rapid EGFR Mutation Screening 

Followed by Comprehensive Next-

Generation Sequencing: 

A Feasible, Informative Approach for 

Lung Carcinoma Cytology Specimens 

with a High Success Rate1

Rapid EGFR Mutation Detection Using 

the Idylla™ Platform

Single-Institution Experience of 1200 

Cases Analyzed by an In-House 

Developed Pipeline and Comparison with 

Concurrent Next-Generation Sequencing 

Results Idylla™ Platform2

Circulating tumor DNA mutation as a 

prognostic marker in melanoma with 

brain metastasis

https://doi.org/10.1016/j.jmoldx.2020.11.009


9 1 A. Finall et al., J Clin Pathol . 2022 Jan 18;jclinpath-2021-207987. doi: 10.1136/jclinpath-2021-207987. Online ahead of print. Available here

Idylla™ testing is 

positioned as 

complementary to NGS, but 

can provide faster, 

actionable results that may 

result in better health 

outcomes and lower overall 

healthcare costs 

Large UK study1 demonstrated value of early EGFR testing with Idylla™ has 

potential to enhance lung cancer patients’ health outcomes 

96 patients tested with both Idylla™’s rapid EGFR test and NGS

Idylla™’s rapid test was 4x faster than NGS: 3.8 days vs. 17 days 

6% of the 96 patients died before the NGS report was available

18% 
of rapidly deteriorating patients were identified as having 

an actionable variant in EGFR that could have been 

treated with tyrosine kinase inhibitors (TKIs) 

https://pubmed.ncbi.nlm.nih.gov/35042754/
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Screening & diagnosis Prognosis & therapy selection Response monitoring Recurrence monitoring

RNA gene signature tests a.o.

Gene signatures

Significant pharma pipeline of new 
targeted therapies

Tests for pan-tumor application

Many different therapies: immune 
checkpoint inhibitors, cell & viral 
therapies, vaccines,…

Tests based on liquid samples

Targeted therapy Pan-tumor Immuno-oncology Liquid biopsy

1. Marketed by Roche. 2 Marketed by AstraZeneca. 3. Marketed by Merck KGaA and Eli Lilly. 4. Marketed by Amgen. 5. Marketed by Bayer (licensed from Eli Lilly’s Loxo). 6. Marketed by Merck. 7. Marketed by Roche. 8. Minimal Residual Disease

Often high value once validated & 
clinical value demonstrated

Examples: ThyroidPrint® 

(GeneproDx), Merlin Assay 
(SkylineDx)

Tests detecting specific tumor 
mutations used for therapy 
selection in a specific cancer type

Examples: Vitrakvi®5, Keytruda®6, 
Rozlytrek®7

Examples: Zelboraf®1 (BRAF), 
Tagrisso®2 (EGFR), Erbitux®3 (RAS), 
Vectibix®4 (RAS)

For therapies based on genetics 
rather than location of tumor, 
across multiple cancer types

Tests supporting immuno-oncology 
treatments

Examples: partnership with Kite 
(Gilead), Bristol Myers-Squibb 
(BMS)

Use in diagnosis, prognosis & 
molecular surveillance (= therapy 
selection, response & recurrence 
monitoring)

Generic or customized panels for 
molecular surveillance (incl. 
treatment response monitoring, 
MRD8 testing & recurrence monitoring)



12 1   MRD = Minimal Residual Disease; 2 Source: Okon 2008, Let oncologists make the medical decisions, Community Oncology; 4 TAM = Total Addressable Market. Numbers on market potential are sourced from Canaccord, 07 JAN 22 — Industry documents on included 
industries/countries/companies: Welcome to update city: January conference week preview for our Diagnostics and Tools coverage; Piper Sandler: 05 JAN 22 — Industry documents on included industries/countries/companies: Assuming Coverage: AKYA, CTKB, HSKA, ILMN, 
NTRA, OCX, PACB; Cowen: ‘The Liquid Biopsy report: Early Detection of a Huge Opportunity’, 18 Sept 2020

Estimated annual market opportunity in oncology across the cancer spectrum  

Prognosis & treatment selection  
USD 6bn market potential

Molecular monitoring 
USD 20-75bn market potential

Metastatic cancer

Early-stage cancer

Treatment

Surgery

$6B 

Treatment

Treatment

Treatment response, MRD1

& recurrence monitoring

Treatment response, MRD 
& recurrence monitoring

Treatment response, MRD 
& recurrence monitoring

Treatment response, MRD 
& recurrence monitoring

Multiple testing
moments

Early detection / screening
USD 50bn market potential

Multiple testing
moments

Multiple testing
moments

Multiple testing
moments

Screening & early detection

$50B >80% of all cancer patients are 
treated by community oncologists2

Bring molecular monitoring testing 
in-house: attractive financial model, 
fast time-to-report

Molecular monitoring 
Cowen estimates cancer recurrence monitoring & MRD market size at USD 20-75bn in the US alone, based on ~ 1.8m new 

cancer diagnoses every year to be followed up on for no residual cancer (with MRD testing) once treated. Additionally, 
there are ~17m cancer survivors in the US needing monitoring for recurrence, especially for the first 5 years after 

treatment success

Prognosis & treatment selection  
Canaccord and Piper-Sandler estimate the 
market potential of the therapy selection 

TAM4 at USD 5-6bn and that only accounts 
for late-stage cancer patients

Early detection / screening
Canaccord estimates the market 

potential at USD 50bn: USD 20bn for 
average-risk colorectal cancer; USD 

30bn for multi-cancer screening



Indication Product Development RUO CE US FDA

Oncology
tests

Idylla™ BRAF

Idylla™ EGFR

Idylla™ KRAS

Idylla™ NRAS-BRAF

Idylla™ GeneFusion Assay

Idylla™ MSI 510(k) (submitted)

Infectious disease 
tests

Idylla™ SARS-CoV-2/Flu/RSV Panel

Idylla™ SARS-CoV-2 Test1 

Sepsis a.o. SeptiCyte® RAPID (Immunexpress)2

Breast cancer

Thyroid cancer

Melanoma

Idylla™ ABC Assay (LifeArc)

ThyroidPrint® (GeneproDx)

Merlin Assay (SkylineDx)

Hematology/Brain
TBC

Critical illnesses Endpoint Health Test (Endpoint Health)
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1 In the US, distribution of the Idylla™ SARS-CoV-2 Test was initiated in Q3 2020 per US FDA Policy for Coronavirus Disease-2019 Tests During the Public Health Emergency (Revised), May 2020, Section IV.C. Commercial Manufacturer Development and 
Distribution of Diagnostic Tests Prior to EUA Submission; 2 Under the partnership with Immunexpress, Inc, US FDA 510(k) clearance for the SeptiCyte® RAPID was obtained in December 2021



14 1. CDx = Companion Diagnostics

For partner: fast pinpointing 

of therapy selection for eligible 

patients

Fast turnaround time further 

differentiates therapy and 

reduces competition

High sensitivity identifies more 

patients

CDx1 test development with leading pharma

For Biocartis: dedicated partner, faster commercial adoption & global 

registrations, access to deep pipelines, higher market shares

High-value, novel test content & development partners

For Biocartis: add proprietary 3rd party content on Idylla™ platform, expand 

menu appealing to larger audience, attractive margin profile 

For partner: validated 3rd

parties' access  to Idylla™

platform 

Accelerated global roll-out of 

content

Focus on test content and 

improved cost structures

http://www.google.nl/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjd1_7l5a7LAhXD7hoKHXjyBHgQjRwIBw&url=http://www.thediv-net.com/2015/06/recent-buy-amgen-inc.html&bvm=bv.116274245,d.d2s&psig=AFQjCNFUeQ6LLqO7Jjhr5r1A_O8piCRd7Q&ust=1457447665290895


Deadliest form of skin cancer

Prognosis: depends on disease 

staging

BRAF: BRAF testing has become a 

common practice in the diagnostic 

process of advanced melanoma 

patients

Treatment: multiple effective 1st-line 

treatment options for patients with 

advanced BRAF-mutated melanoma

3rd most frequent common cancer 

4th leading cause of cancer-deaths 

worldwide

RAS mutations in ~50%
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Prognosis: Merlin Assay (under 

development):

• Reduce unnecessary lymph 

node surgeries

• Identify patients at low risk of 

nodal metastasis1

Companion Diagnostic: CDx of 

Idylla™ MSI Test for immuno-

oncology therapies (under 

development)

Melanoma Colorectal cancer (CRC) Lung cancer Thyroid cancer Breast  &  Brain

Collaboration for the 

development of the Idylla™ ABC 

(Advanced Breast Cancer) Assay

positioned to target multigene 

panel of predictive & resistance-

inducing mutations

15
1 Bellomo et al. JCO Precision Oncology, https://ascopubs.org/doi/10.1200/PO.19.00206; 2 Non-Small Cell Lung Cancer; 3 More info here; 4 S. Vargas-Salas et al., Genetic testing for indeterminate thyroid cytology: review and meta-analysis, 2018, Endocrine-Related Cancer, 
https://erc.bioscientifica.com/: 5 More info here; 6 Source: Brain Tumor Charity, see here; Idylla™ is available for sale in EU, USA and some other countries. Please check availability with your local Biocartis representative; 7 LifeArc partnership refers to the Idylla™ ABC 
(Advanced Breast Cancer) Assay

Areas with first tests under development

Collaboration for rapid & easy 

access to EGFR testing products3

EGFR mutations: 2nd most common 

cancer driver mutation in NSCLC2

~50% of NSCLC patients have 

tumor mutations that could inform 

targeted treatment, but many are 

not tested

Insufficient/low quality samples is a 

key issue 

Sample failure results in high 

rejection rate for NGS testing

~1.2 million thyroid cytology 

evaluations are reported as 

indeterminate4 each year 

Surgical intervention or removal of 

thyroid is often unnecessary

Prognosis: ThyroidPrint® on 

Idylla™

• qRT-PCR based mRNA-

expression classifier test

• Helps determine indeterminate 

cytology result is benign or 

malignant5

Breast: most common cancer 

among women worldwide 

Activating mutations in the 

(PI3K)/AKT/mTOR pathway are 

present in the majority of breast 

cancers and therefore are a 

major focus of drug development 

and clinical trials

Brain: biggest cancer killer of 

children & adults under 406
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https://ascopubs.org/doi/10.1200/PO.19.00206
https://investors.biocartis.com/sites/default/files/2021-04/210503%20PR%20AZ_EGFR_NewCollaboration_ENG_FINAL.pdf
https://erc.bioscientifica.com/
https://investors.biocartis.com/sites/default/files/press-releases/2020/201102_pr_geneprodx_eng_final.pdf
https://www.thebraintumourcharity.org/get-involved/donate/why-choose-us/the-statistics-about-brain-tumours/
https://www.biocartis.com/en/your-local-biocartis-contact


16 1 MarketsandMarkets, Molecular Diagnostics Market worth $31.8 billion by 2026; 2 IMARC Group, Oncology Molecular Diagnostics Market: Global Industry Trends, Share, Size, Growth, Opportunity and Forecast 2021-2026; 3 Company sources on Total 
Addressable Market (TAM) calculations 4 Canaccord, 07 JAN 22 — Industry documents on included industries/countries/companies: Welcome to update city: January conference week preview for our Diagnostics and Tools coverage; 5 Cowen: ‘The 
Liquid Biopsy report: Early Detection of a Huge Opportunity’, 18 Sept 2020

GLOBAL MDX MARKET

Expected to reach USD 31.8bn by 2026 from USD17.8bn 

in 2021, 12.3% CAGR1 

Oncology fastest sub-segment with a 5-year CAGR of 

12.6%2 
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ONCOLOGY

Large, global customer base (in pathology labs) with opportunity to 

unlock new customer segments. Current on-market test menu serves a 

market of 5 million tests per annum3, doubling to 10 million with 

assays in the pipeline. Market potential: 

• Treatment selection USD 6bn4

• Recurrence monitoring is USD 20-75bn+5

• Early detection (screening) is USD 50bn4

Ongoing expansion of oncology test menu through novel gene 

signature tests and liquid biopsy based personalized patient monitoring

Global MDx market  (CAGR:12.3%)

Global oncology MDx market  (CAGR:12.6%)



17 1 Markets and Markets 2 Paoli et al. Crit Care Med (2018): 46: 1889-1897 and https://journals.lww.com/ccmjournal/Fulltext/2020/03000/Sepsis_Among_Medicare_Beneficiaries__3__The.4.aspx

Annual healthcare cost

due to sepsis 

in the US

INFECTIOUS DISEASES

The global infectious diseases diagnostics market is projected to grow 

from USD 28.1bn in 2021 to USD 39.8bn in 2026 at a CAGR of 7.2%1

Proven market access & expanding into infectious diseases

Broadening test menu based on COVID-19 and sepsis testing to support 

patient journey in hospital ICU. Longer term opportunity based on 

unique multiplexing-related capabilities of Idylla™ (syndromic panels)

SEPSIS

The global data indicates that sepsis affected 49 million people globally 

and was linked to approximately 11 million deaths. 

According to estimates from the CDC, in the US:

• At least 1.7 million adults develop sepsis

• Nearly 270,000 Americans die as a result of sepsis

• 1 in 3 patients who dies in a hospital has sepsis

Annual healthcare costs estimated at ~ USD 60bn in the US alone2
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Global infectious diseases diagnostics market (CAGR 7.2%)
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Idylla™ currently offers tests supporting sepsis, SARS-CoV-2 as well as respiratory panel testing for SARS-CoV-2 Influenza A/B and RSV nucleic 

acids in one single cartridge focused on the acute settings, when rapid diagnostic information is needed most

SeptiCyte® RAPID on Idylla™

A fully automated, rapid host-response test that distinguishes sepsis from infection negative systemic 

inflammation in patients suspected of sepsis, providing actionable results in approx. 1 hour, enabling 

physicians to optimize patient management decisions. US FDA 510(k) clearance (led by Immunexpress) 

A fully automated test intended for qualitative detection of SARS-CoV-2 RNA in nasopharyngeal swab 

specimens from individuals suspected of COVID-19 by their healthcare provider. Results within 90 

minutes, < 2 minutes hands on time

A fully automated test that detects, in 1 single cartridge, SARS-CoV-2, Flu A/B and RSV nucleic acids. Results 

in approx. 90 minutes, < 2 minutes hands on time. 98% overall concordance compared with other currently 

used methods

A fully automated test that aims at enabling biomarker-based therapeutic decisions in patients with critical 

illnesses, such as sepsis (under development, collaboration with Endpoint Health)

Idylla™ SARS-CoV-2 Test (CE-IVD) 

SARS-CoV-2/Flu/RSV Panel (CE-IVD)

Idylla™ Endpoint Health Test  
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Idylla™, strong economic incentive for 

customers to retain MDx testing in-house

Large hospitals

Reference labs

Cancer centers

Regional hospital labs & 

specialized group 

practices

Community setting 

hospitals 

&  medical offices 

Fast turnaround-time

Decentralized 

Ease-of-use 

No technical lab skills

Fully automated

Allows local MDx testing

Retain sample

Complementary to NGS

Directly actionable



21

Direct sales force covering Europe (30), US and Canada

(25)

Joint venture in China with Wondfo

Distribution agreement with Nichirei Biosciences for Japan

Pharma collaborations: Merck KGaA (Darmstadt, 

Germany), Amgen, AstraZeneca, BMS and Kite/Gilead 

Content partnerships: Immunexpress, GeneproDx, 

Endpoint Health, SkylineDx, Ophiomics

Commercialization through direct sales force Commercialization through distribution partners Commercialization through joint venture
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22 1 CAGR = Compound Annual Growth Rate

In ‘000

Biocartis met FY 2021 guidance on installed base as well as commercial cartridge volume 
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Installed base: CAGR1 37.5% Commercial cartridge volume: CAGR1 66.8% 



In EUR ‘000 In EUR ‘000

23 Note: 2021E figures are unaudited. 
1 Includes total revenues from product sales, system servicing and collaborations; 2 CAGR = Compound Annual Growth Rate; 3 Year-over-Year; 4 Gross profit on revenues from product and system service 

Product revenues1: CAGR2 43% Gross profit on product revenues4 : CAGR 49% 
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• Scalable manufacturing capacity of +1m cartridges on the fully automated manufacturing line (‘ML2’)
• Gradual reduction of manufacturing costs due to full utilization of ML2 production line through:

• Volume-driven economies of scale
• Reduced labor costs
• Increasing yields

• Upside potential from simplified cartridge design not included
• Increasing ASP from high value-adding tests

* CAGR = Compound Annual Growth Rate. Numbers in the graph are based on management estimates CAGR 2021-2028E.

Fully automated manufacturing drives down COGS and increases gross margins 

24
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In 2022, Biocartis will continue to focus on driving profitable growth and expects to:

• Grow product revenue by 24-36% to between EUR 50m and EUR 55m

• Achieve a gross margin on product sales of between 25% and 30%

• Reduce the operating cash burn (EBITDA plus capital expenditure) with EUR 9.5m-EUR 13.5m 

to between EUR 47m-EUR 43m

25



Oncology menu

▪ US FDA 510(k) clearance of Idylla™ MSI Test1

▪ CE-IVD launch Idylla™ GeneFusion Assay 

▪ RUO launch Idylla™ ABC (Advanced Breast 

Cancer) Assay (LifeArc) 

▪ CE-IVD launch of manual kit of Merlin Assay 

(SkylineDx) for commercialization in Europe by 

Biocartis 

▪ RUO launch ThyroidPrint© on Idylla™

(GeneproDx)

Infectious 
disease menu

CE-IVD launch of SeptiCyte® RAPID PLUS

▪ Assay based on SeptiCyte® RAPID 

▪ Aimed to also distinguish between 

bacterial and viral infections

1 Subject to further feedback from US FDA interaction26
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PIET HOUWEN

Chief Operating Officer

Strong track record in manufacturing, process 

engineering, project & people management 

with more than 25 years in various 

operational and general management roles 

including in the life sciences industry

BENOIT DEVOGELAERE, PHD

Chief Technology Officer 

Experienced molecular diagnostics professional 

with proven track record in diagnostic assay 

development and product innovation, started 

his career in the pharmaceutical sector in the 

area of virology

HERMAN VERRELST

Chief Executive Officer, Director 

Appointed Chief Executive Officer in 

August 2017.

Seasoned executive and serial 

entrepreneur with proven international 

commercial track record in molecular 

diagnostics

JEAN-MARC ROELANDT

Chief Financial Officer 

Senior executive with an established 

track record of more than 25 years as 

Chief Financial Officer in globally active 

publicly listed companies, including in the 

field of diagnostics



29

CHRISTIAN REINAUDO

Chairman, Independent Director

Joined the Company’s board of directors as independent 

chairman in May 2018

International executive with strong track-record in different 

industries incl. leading ehealth & digital imaging

Has more than 30 years of experience in the diagnostics and 

life science sector, where she held various global senior 

positions

International executive with deep knowledge in a wide range of areas 

in finance and capital markets, asset management, corporate and 

investment banking in Belgium and abroad

ROALD BORRÉ

Non-executive Director

Experienced professional with demonstrated leadership in venture 

capital & private equity, active at ParticipatieMaatschappij

Vlaanderen (PMV) as business & fund manager of the TINA fund, 

focused on industrial projects with a high degree of innovation

CHRISTINE KUSLICH

Independent Director

In vitro diagnostic senior executive and strategic leader with a 

particular focus on advancing clinical diagnostics, novel assay and 

device development as well as quality executive leadership

HERMAN VERRELST

Chairman, Independent Director

Appointed Chief Executive Officer in August 2017 

Seasoned executive and serial entrepreneur with proven 

international commercial track-record in molecular diagnostics

ANN-CHRISTINE SUNDELL

Independent Director

LUC GIJSENS

Independent Director



Decentralized MDx testing for large addressable markets, including the entire spectrum of 

cancer care - from prognosis to surveillance - and infectious diseases, by leveraging its 

network of partnerships

Validated proven technology and global installed base (approx. 2,000) in vast oncology 

market and growing demand for Idylla™ platform in new market segments

(SARS-CoV-2 and sepsis)

Attractive growth strategy with growing revenue, expanding margins, ongoing shift to fully 

automated cartridge manufacturing and an expanding profile of differentiated products

Seasoned management team with successful track record of execution within global 

diagnostics industry

Fully automated molecular qPCR Idylla™ platform with rapid turnaround time and 

unmatched ease-of-use, generating actionable information to physicians, thereby 

improving healthcare outcomes & lowering treatment costs. Sample-to-results in 

approximately 1 hour

Expanding product menu of highly differentiated molecular diagnostics, applicable to 

labs large and small 
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Additional details (in EUR 1,000)

Product sales revenue 2021 2020

Idylla™ system sales 8,868 7,085

Idylla™ cartridge sales 31,618 24,808

Product sales revenue 40,486 31,893

Collaboration revenue 2021 2020

R&D services 5,868 8,176

License fees 185 1,813

Milestones 0 0

Collaboration revenue 6,053 9,989

Breakdown total operating income

In EUR 1,000 2021 2020

Product sales revenue 40,486 31,893

Collaboration revenue 6,053 9,989

Service revenue 1,730 1,246

Total revenue 48,269 43,128

Grants and other income 6,629 12,431

Total operating income 54,898 55,559
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Condensed income statement

In EUR 1,000 2021 2020

Total operating income 54,898 55,559

Cost of goods sold (33,922) (26,284)

R&D expenses (48,054) (45,783)

S&M expenses (16,763) (15,736)

G&A expenses (15,560) (14,618)

Other expenses (3,244) -

Total operating expenses (117,543) (102,421)

Operating result (62,645) (46,862)

Net financial result (8,411) (15,768)

Share in results of associates (659) (532)

Income taxes 243 228

Net result (71,472) (62,934)

Comments

• Total operating income of EUR 54.9m, versus EUR 55.6m in 2020:
o Product revenues +27% to EUR 40.5m in 2021

o Cartridge sales revenues of EUR 31.6m or +27% 
o Instrument sales revenues of EUR 8.9m or +25%

o Collaboration revenues EUR 6.1m or -39%: R&D services to 
partners highly sensitive to timing of collaboration projects

o Other income included EUR 4.6m fire insurance claims in 2021 and a 
non-recurring EUR 10.3 settlement fee in 2020

• Higher COGS mostly driven by volume growth and increased use 
of ML1 after the fire and the 2-month production stop on ML2

• Gross margin on products 16% versus 18% in 2020:
o Lower ASP of the Idylla™ SARS-CoV-2 Test 
o Lower production volumes on ML2 that nonetheless generated a 

33% gross margin

• Operating expenses (excl. cost of sales) EUR 83.6m in 2021 (2020: EUR 
76.1m): 

o Planned expansion of the Idylla™ test menu
o EUR 3.2m fire damages
o Restructuring of US commercial team



Condensed cash flow statement Remarks

1. Excludes the effect of exchange rate differences on the cash balances held in foreign currencies
2. Including EUR 1.2m restricted cash related to KBC Lease financing

• The net cash outflow increased by EUR 15.9m to EUR 70.7m

o EUR 10.3m non-recurring settlement fee collected in 2020

o EUR 3.8m fire damages not yet reimbursed in 2021

o Carry-over of investments from 2020 to 2021 because of pandemic

o Planned increased investment in menu expansion

o Growth of business increased working capital

• Significant reduction of the cash burn planned in 2022 while 
investigating suitable financing options

• Cash and cash equivalents at 31 December 2021 amounted to 
EUR 53.5m and included EUR 6.0m drawn on available short-term credit 
facilities of EUR 15.0m in total

In EUR 1,000 2021 2020

Result for the period (71,472) (62,934)

Depreciation and amortization 9,845 9,748

Impairment losses 1,362 1,698

Net financial result & other 
adjustments

10,628 16,071

Working capital changes (9,648) 3,325

Taxes & interests paid (6,431) (7,175)

CF operating activities (65,716) (39,267)

CF investing activities (3,748) (4,007)

CF financing activities (1,204) (11,523)

Total net cash flow1 (70,668) (54,797)

Cash and cash equivalents2 53,522 123,668

Financial debt 154,162 150,558
34
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