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Elecsys® pTau181 plasma Announcement

| am delighted to share that the Elecsys® pTau181 plasma, Roche's blood-based biomarker to rule out
Alzheimer's Disease-associated amyloid pathology, is now approved for use in Australia’.

The Elecsys pTau181 blood test arrives at a pivotal time for Alzheimer's Disease (AD) care, as new
disease-modifying therapies (DMTs) targeting amyloid pathology emerge. Collectively, these innovations
are creating new hope for patients and their families by transforming the way we diagnose and treat the
disease.

A milestone in Roche’s commitment to advance Alzheimer's Disease diagnostics

The Elecsys pTau181 blood test offers a simple and effective way to rule out AD-associated amyloid
pathology for clinicians in any setting. With a negative predictive value (NPV) of 93.8%?2 this testis a
powerful tool to confidently reduce the need for more invasive tests like cerebrospinal fluid (CSF)
biomarkers or amyloid PET (Positron Emission Tomography) imaging for patients presenting with
cognitive complaints, mild cognitive impairment (MCI), or suspected AD. With its potential to reduce
inefficiencies in the current diagnostic pathway, earlier diagnosis of AD is possible.

Primary Care - General Practitioners

Using a simple, single cutoff, the Elecsys pTau181 blood test can help primary care practitioners make
more confident clinical decisions. The test provides an early indication of likelihood that a patient does
not have underlying AD pathology. Alongside other clinical information, this test helps clinicians make
more informed decisions about which patients should proceed with further, more definitive evaluations,
potentially years before advanced symptoms appear.**°

In memory clinic settings

The Elecsys pTau181 blood test could streamline patient triage, identifying those who most need
advanced confirmatory tests like CSF or PET imaging by effectively ruling out those who are unlikely to
have AD-associated amyloid pathology. This more efficient use of resources can lead to a reduction in
the time to diagnosis.
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Streamlining the diagnostic pathway enables earlier diagnosis

Late diagnosis remains a critical bottleneck in Alzheimer's care, limiting patients' access to new DMTs.
Since amyloid targeting treatments are most effective in the early stages of the disease (MCl or early
dementia)®, early diagnosis is crucial.

The Elecsys pTau181 blood test empowers primary and secondary care providers to more confidently
rule out AD-associated amyloid pathology. By reducing the number of patients referred for confirmatory
biomarker testing, more efficient use of diagnostic resources facilitates the identification of patients
eligible for DMTs earlier in the disease process.

We are entering a new erain the fight against Alzheimer's disease. By leveraging advanced diagnostic
tools such as the Elecsys pTau181 blood test, we can work towards reducing delays, making more
efficient use of healthcare resources, to ultimately ensure patients receive the timely and accurate
diagnosis they need to access life-changing care and support.

Clinical performance

The clinical performance of the Elecsys pTau181 blood test was assessed in a prospective multicentre
study, in which subjects were enrolled at 18 clinical sites across the US, Europe, and Australia. The
patient group was diverse and representative of real-world clinical settings, accounting for differences
in sex, race, and ethnicity, including those with comorbidities, and covering both primary and specialist
care. This approach captures the complexities of diagnostic pathways and provides the most robust
evidence of the test's performance®.

Roche’s commitment to neuroscience continues

Currently under development, Roche's rich pipeline of biomarker assays aims to further advance the
diagnosis and management of neurological conditions. Among these is the Elecsys pTau217 blood test’,
designed to aid in identifying amyloid pathology with both rule-in and rule-out capabilities, and the
Elecsys APOE4 blood test’ designed to identify carriers of the APOE4 gene. These assays are expected
to be available in Australia in the first half of 2026*.

Access the Elecsys pTau181 plasma brochure for further details

Evaluating the Impact on Diagnostic Performance and Healthcare Resource Utilization of Introducing a

plasma rule-out test in the Alzheimer's Disease Diagnostic Pathway
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https://dianews.roche.com/rs/106-RRW-330/images/F%20MC-AU-03991-External-Elecsys%20pTau181p%20Brochure.pdf?version=0
https://medically.roche.com/global/en/medical-material.fa906499-543d-43e1-a70e-74b5a362068d.qr.html?cid=sl3034779134&utm_medium=sl&utm_campaign=AAIC2025&utm_content=ps%3Aaaic2025%3A2507%3Axx&mkt_tok=MTA2LVJSVy0zMzAAAAGb_B66nbwlpgUmwEgxhNKfJL6BGD_nw-KDpQ0-aRhVVxkbSzUdoSmtT22tJAWlgx7np0Yq5NtZ3ANOCV2A66Be
https://medically.roche.com/global/en/medical-material.fa906499-543d-43e1-a70e-74b5a362068d.qr.html?cid=sl3034779134&utm_medium=sl&utm_campaign=AAIC2025&utm_content=ps%3Aaaic2025%3A2507%3Axx&mkt_tok=MTA2LVJSVy0zMzAAAAGb_B66nbwlpgUmwEgxhNKfJL6BGD_nw-KDpQ0-aRhVVxkbSzUdoSmtT22tJAWlgx7np0Yq5NtZ3ANOCV2A66Be

How can your patients get the Elecsys pTau181 blood test?

The NDDL at the Florey Institute, Victoria will be the initial reference site for Australia, with testing
expected to commence in approximately mid-October. We will update you as additional testing sites
come onboard.

For any questions in regard to referring samples for pTau181 plasma testing, please contact
A/Prof Qiao-Xin Li, PhD
Principal Research Fellow

Florey Institute, The University of Melbourne

Ph: +61 3 9035 7243 Mob: 0407 319 667

Email: enquiries-nddl@unimelb.edu.au
www.florey.edu.au/national-dementia-diagnostics-laboratory

Please contact me should you have any questions.

Kind regards,

Juliet Adamek
Neuroscience Disease Area Lead
juliet.adamek@roche.com
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*. Products are currently under development and pending inclusion on the ARTG

#. Timelines are indicative only and subject to change.
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