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Rising urgency of neurology:
the crucial role of the lab

Neurological disorders are one of the greatest challenges of our century, threatening the very essence of who we are. With a
continuous global rise, prevalence is expected to double by 2050." Historically, neurological tests have been sporadic and often
accessible via specialized labs only.

Bringing advanced neuro biomarkers into your routine lab is a gamechanger. Fully integrated systems with known

workflows and consistent, robust and reliable performance deliver critical neurological answers to clinicians fast. With
symptoms often complex and overlapping, accessible and scalable solutions with reproducible and high-quality biomarkers
provide the clarity and precision needed for confident, informed decision-making supporting diagnosis, disease monitoring,
and therapy evaluation.?®

Diagnostics influence approximately 70% of healthcare decisions, making laboratory
testing a cornerstone of modern medicine - from early disease detection and diagnosis
to treatment selection and patient monitoring.*

. ! Every 3 seconds someone in the world develops dementia®,
The immense burden of 3 oo i
Alzheimer’s disease R where Alzheimer’s disease is the most common cause,
predicted to rise to 83 million in 2030.°

ﬁ, Unmet need for managing 2.9+ 2.9 million people are affected worldwide with a new diagnosis

N Multiple Sclerosis miion every 5 minutes.”®

% High incidence of él?‘f Over 69 million people worldwide experience Traumatic Brain
Traumatic Brain Injury mien Injury annually.’




Channelling decades of innovation and
expertise into diagnostic certainty for neurology

Tackling the major health challenges of our time has long shaped our innovation, leading to the development of scalable solutions
that drive real impact. Labs play a central role in providing the excellent diagnostics that support confident clinical decisions.

As the need for earlier, more accessible assessment and monitoring of neurological disorders continues to grow, neurological

biomarkers are opening new opportunities for labs. Clinically-validated, robust and reproducible assays bring high-quality and
precise testing to the core lab.

The Elecsys® neurology biomarkers are designed to integrate seamlessly into your lab today, so you can drive better patient
outcomes tomorrow.
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Unlock a comprehensive portfolio of
neuro biomarkers, designed to deliver impact

Alzheimer’s disease Multiple sclerosis Duchenne Parkinson’s disease Traumatic Epilepsy Huntington’s
muscular dystrophy brain injury disease
) Elecsys® . Elecsys® NfL Elecsys® Early development . Elecsys® S100 ‘ TDM for Epilepsy® navify® Digital
Phospho-Tau (217P) (CE only) Anti-AAVrh74 (CDx)* (in development) biomarkers for
Plasma (CE only) clinical trials

. TBI biomarker panel ' TDM (Mass Spec)
Elecsys® EBV EBNA IgG** . navify® Digital (in development) (in development)
Elecsys® biomarkers for

Phospho-Tau clinical trials

(181P) Plasma

Elecsys® EBV VCA Ig6**

© tlecsys
Apolipoprotein E4
Plasma (CE only)

Elecsys® EBV IgM**

& Cognitive
assessment test
(in development)

Expand your offering with one of
@ Elecsys’ p-Amyloid the widest IVD-approved assay

(1-42) CSF I1* .
portfolios for neurology, covering
a broad spectrum of disorders
. Elecsys® B-Amyloid 10
(1-40] CSF (CE only)" across the care path.
El ¢
‘ Pr?gssgﬁo»T?u
(181P) CSF Diagnostics
Early identification
‘ Elecsys® Total-Tau Tools for diagnostic pathway ‘
(CSF)t Ongoing evaluation @)

*  To be used standalone or as a ratio with tTau or pTau181; pTau181/Elecsys® B-Amyloid (1-42) CSF Il has claims for both Amyloid and Tau PET
concordance in CE/EU.

**|dentification of people at risk of MS

t Tobe used in a ratio with Elecsys® B-Amyloid (1-42) CSF I.

¥ CDx, Companion Diagnostics (currently only in Japan).

§ Carbamazepine, Phenytoin, Phenobarbital and Valproic acid on ClinChem.

TDM: Therapeutic Drug Monitoring

Please note not all products are available in every market.



A breakthrough biomarker is only as powerful
as the instrument providing the reading

cobas® integrated solutions: scalable, efficient and reliable™

@ Outstanding reliability and uptime Scalability and flexibility
Industry-leading reagent and calibration stability Choose from a variety of instruments sizes and
enable high result integrity, meanwhile automation throughputs to meet your lab’s needs now and in the
maximises testing output with lower risk of manual errors. future, with seamless integration of new innovations.

cobas®e 801 cobas® e 402
{5" Comprehensive L Advanced automation Broadest
@ efficiency and integration™ diagnostic menu'®
Minimal hands-on time Digital solutions help optimise your Consolidate your testing onto
and rapid reaction times end-to-end workflow, while our common a single platform and unlock
of 18 mins or less.'> 4 reagent and platform concept simplifies a rapidly expanding Core Lab
training and standardised results. assay menu.
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Overview of IVD biomarkers

for Alzheimer’s disease across platforms

Explanation System Sample Sample  Sample Measuring Intermediate Onboard Calibration frequency
material volume  stability range precision stability
S Per new Within Within same ~ As
Alzheimer’s disease reagent lot same lot rackpack required
$tangalqne VD assay to aid 2daysat 20-35°C,
inruling in or ruling out of .
Elecsys® amyloid pathology. This test Tdaysat2:8°c,
o . Plasma 3 months at 0.056- <5.0%;
Phospho-Tau uses a unified dual cut-off 60pL P, 9
- (K2-EDTA) 20°C(+5°C) 2.40 pg/mL <53%
(217P) Plasma approach to maximise freoze]
clinical pgrformance across thaw cycle
care settings."”
2days at 20-25°C,
Elecsys® Single cut-off IVD assay to 7days at 2-8°C,
Phos yho—Tau be used as a single marker Plasma 3y Smonthsat 0.300- <55%;
p to support early triage rule- (K2/K3-EDTA) . -20°C(£5°C) 10 pg/mL <5.4% 16 weeks 12 weeks 28 days
(181P) Plasma : Y Yy
out of amyloid pathology. 1freeze/
thaw cycle
IVD qualitative immunoassay
toidentify Apolipoprotein Stable for 8 hours
o E4 (ApoE4) carrier status )
Elecsys ; . at 20-25°C, o
Anolipoprotein (carrier or non-carrier) Plasma 1l 2daysat 2.6 " <10.2%
EE P pop in human plasma. 100% (K2/K3-EDTA) ' <9.7%
lasma . 4weeks at
concordance with APOE 20°C(570)
genotyping by Sanger -
bidirectional sequencing.”
Single cut-off IVD assay to
be(used aslsmgte mgrker 5daysat 20-25°C,
or in combination with 14 davs at2-8 °C.
Elecsys® pTau181, tTau or AB40 as a C ’ ¥ ' 2.4%
N . X " erebrospinal 8weeks at 150- o
B-Amyloid (1-42)  ratio to determine amyloid ) o @®51%
. Fluid (CSF) 20°C(:5°C) 2500 pg/mL 5
CSF I pathology in concordance 4.4%
X X 1freeze/
with Amyloid PET and tau thaw cycle
pathology in concordance
with tau PET (in CE/EU).2
Single cut-off IVD assay to 5days at 20-25°C,
be used in combination with 14 days at 2-8 °C,
Elecsys® AB4?2 as a ratio to determine : 8 weeks 1.7%
° Cereb | 30pL 16 weeks
Phospho-Tau amyloid pathology and tau Y crevrospina q at-20°C(£5°C) 8-120 pg/mL ®21% A week @ 4weeks 7 days @
. Fluid (CSF) 504L © 4weeks
(181P) CSF pathology in concordance 1freeze/ 2.0%
with Amyloid PET and tau PET thaw cycle
respectively (in CE/EU)."
Single cut-off IVD assay 5days at 20-25°C,
to be used in combination 14 days at 2-8 °C, 1.2%
Elecsys® with AB42 as a ratio Cerebrospinal 8weeks at 80- °® 6.6°/°
Total-Tau (CSF) to determine amyloid Fluid (CSF) -20°C(£5°C) 1300 pg/mL 4'9;
pathology in concordance 1freeze/ i
with Amyloid PET2 thaw cycle
Single cut-off IVD assay to
Elecsys® be used in combination with
ey AB42 as a ratio to determine Cerebrospinal Soaysat 2025, 750- y @ @
B-Amyloid (1-40) amyloid pathology in Fluid (CSF) 12l T daysat2-6°C 20000pginl 55% 16 weeks 12 weeks 28 days

CSF

Key:

cobas®e 801

concordance with
Amyloid PET.

Each IVD neurology biomarker has a rapid testing time of 18 min

cobas® e 402

High quality assays using trusted technology
E Your plus: Known workflows, performance and quality of Elecsys® assays
with seamless integration of new neurological biomarkers.

‘ cobas®e 411

cobas®e 601/ cobas® e 602



In the spotlight: Elecsys® Phospho-Tau (217P) Plasma

Elecsys® pTau217/

The power of ONE assay: redefining Alzheimer’s diagnosis'’

©

CA

Accurate and robust Simplicity across settings Enhanced clarity

* Clinically validated IVD-cleared,
real-world/routine samples

* High performance across
diverse populations

Product performance’’

Simple ‘draw-and-go’ * Allowing targeted CSF and PET
sample handling without testing to effectively identify
pre-analytical limitations amyloid pathology?+2¢
Standalone assay with unified * Supporting diagnosis of early
dual cut-off across primary and stages of Alzheimer’s disease for
secondary care settings improved treatment options

Sensitivity Specificity  Interdeterminate
(%, PPA) (%, NPA) zone (%) PPV NPV
Primary Care
(21.4% prevalence) %.1 94.1 19.7 783 98.6
Secondary Care
(45.4% prevalence) 94.2 9.1 20.0 90.2 93.7

Two Elecsys® pTau217 cut-off values can improve
classification accuracy and help to optimise clinical performance:?’

100%

High cut-off

Low cut-off

0%

pTau217p>0.378 pg/mL

Positive

High likelihood of amyloid pathology

Alzheimer’s disease diagnosis in conjunction with relevant
clinical assessment

0.223 pg/mL <pTau217p <0.378 pg/mL

Intermediate
Further tests needed

pTau217p <0.378 pg/mL

Negative
Low likelihood of amyloid pathology
Investigate alternative causes of cognitive impairment



Overview of [VD biomarkers for Multiple Sclerosis
and Traumatic Brain Injury across platforms

Explanation System Sample Sample  Sample Measuring  Intermediate Onboard Calibration frequency
material volume  stability range precision stability
Per Within Within same As
new lot same lot rackpack required

Multiple Sclerosis

IVD assay to reflect 2 days at 20-25°C,

neuroinflammation in adult Esz::ﬂn 7days ;‘ 28T, 03500
Elecsys® NfL subjects diagnosed with parin, gyl Smonthsat : D 22-85%  Toweeks 12 weeks 28 days
: o [ ) K2/K3-EDTA) 20°C (:5°0), pg/mt
relapsing-remitting Serum M
Multiple Sclerosis.% (except Li-Hep)
1 freeze/thaw cycle
Traumatic
Brain Injury
8 hours at 20-25 °C,
2daysat2-8°c, D 0.076- .
IVD assay to rule out D 29-7.8%
" . 12 1 k 2
Elecsys® $100 suspected mild Traumatic @ Seum ¢ 20 Snonthsat 0wl @227y ¢ Towesks Tweeks | L B
- ) © 00l 0°C(=5°0). @ 0.005- 3 @ 8weeks © 7days
Brain Injury. 2.7-4.3%
The samples may 39pglt
be frozen 5 times.
Each IVD neurology biomarker has a rapid testing time of 18 min
Key: cobas®e 801 . cobas® e 402 . cobas®e 411 cobas®e 601/ cobas® e 602

In the spotlight: Elecsys® NfL

Elecsys® NfL

Elecsys® NfL provides traceable and accurate test results within a comprehensive neurological test
menu and superior result interpretation directly addressing the limitations of existing solutions.

&3

Age-specific percentiles Performance Traceability

Percentiles provide clinical meaningful ~ Elecsys® NfL is ensuring accuracy Elecsys® NfL is traceable to

data, allowing easier comparison and reliability results. Results are NIST.* This is currently the highest

to healthy population for additional comparable within all Elecsys® possible standard since there is no

insights of disease activity based on instruments in different labs and official listed reference material

biological signal.®%*" across reagent lots allowing available ensuring standardized and
seamless interpretation and accurate results.*®

monitoring decisions.°

*NIST, The National Institute of Standards and Technology



Overview of Research Use Only (RUO)
neurology biomarkers

Empowering researchers to advance scientific discovery

Early access to Innovation ﬁ Fuel biomarker research
LA Gain early access to cutting-edge biomarkers, d b Accelerate disease understanding

putting your work at the forefront. and deepen scientific insights.
Advanced assays Workflow synergy
— v Engineered for reliable results with high Perform RUQ research directly on existing

specificity and sensitivity. Roche clinical platforms, often without

new instrumentation.
Available Research Use Only (RUQ) In development Research Use Only (RUQ)

Sample type GFAP AB42P NPTX2 YKL40 BD-Tau AB4QP SNAP25

Plasma © © © © © © ©
Serum @ @ @ @ @
CSF © © © © ©

AlLRUO assays utilize electrochemiluminescence immunoassay (ECLIA) technology.
They can be run on the automated cobas® e 801 and cobas® e 402 immunoassay analyzers.

CSF, Cerebrospinal Fluid; P, Plasma.
Please be aware that products may not be available in all markets. For Research Use Only (RUO), not for use in diagnostic procedures.
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