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CT scanning is the gold standard for lung cancer screening, but it is not available everywhere
and is often limited to patients at very high risk of lung cancer.®*CT screening has high sensitivity
if repeated annually, but poor specifity and low positive predictive value (PPV) and accuracy.*

Early detection of lung cancer enables earlier intervention and has been proven to save lives.
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The Challenge
The challenge is how to find the 12 lung cancers in a population of 1,000 high-risk patients

early, before symptoms appear (1.2% prevalence = 12 cancers in 1,000).4™

***Prevalence estimate of approximately 1.0-1.3% based on baseline lung cancer detection rates in
high-risk participants undergoing low-dose CT screening in the National Lung Screening Trial (NLST).*
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Detecting cancer early using EarlyCDT Lung®

EarlyCDT Lung is a rule-in test for lung cancer, helping to identify which patients are at the
highest risk of having a lung cancer. As a simple blood test, EarlyCDT Lung can be used to
detect lung cancer early in high-risk patients, triaging them into CT screening. This approach
is particularly beneficial in situations where access to CT scanning is limited or unavailable.

EarlyCDT Lung measures blood levels of seven autoantibodies against specific tumour-
associated antigens. These autoantibodies have the potential to signal the presence of
cancer on average four years before clinical diagnosis via standard pathways.®

EarlyCDT Lung has high accuracy and PPV, due to its high specificity. A positive (Moderate
or High Level) test result should be followed up by CT scanning. A No significant Level of
Autoantibodies Detected test result does not mean that the patient does not have, or will
not develop, lung cancer.

The groundbreaking ECLS trial, the largest-ever randomised controlled trial for biomarker-
based early detection of lung cancer, recruited 12,210 high-risk patients. At the two-year
follow-up, the trial demonstrated a 37% reduction in late-stage presentation.” The five-year
follow-up data clearly showed improved cancer mortality in the tested group compared to
controls, evidencing the benefits from early intervention. Currently, no other IVD biomarker
test for lung cancer can match these survival outcomes, positioning this test as a pioneering
advancement in lung cancer detection and patient care.®

Health economic evaluations of EarlyCDT Lung have determined that the testis cost effective
in the US and UK healthcare systems.?°
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Fast growing tumours (as many as 30% of all lung cancers) Examples: Large Cell Carcinoma, Small Cell Carcinoma
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Autoantibodies detectable by EarlyCDT Lung

This illustration is based on widely accepted clinical guidelines and staging systems used by radiologists, pulmonologists, and
oncologists worldwide. The sizes provided are general guidelines, and individual patient cases may vary significantly based on
tumor biology, location, imaging technology, and clinical context.

Who do | test?

EarlyCDT Lung® is recommended for high-risk patients - those who are at risk of lung
cancer due to a combination of age, gender, smoking history and other risk factors. Other
key risk factors include environmental exposures (radon, dust, asbestos, radioactive
substances).

The patient should be at least 50 years old with 20+ pack-years smoking history, or 40-49
years old with 20+ pack-years smoking history, and at least 1 additional risk factor. Patients
should not have a history of any type of cancer.**

How accurate is EarlyCDT Lung?

The overall accuracy is 92%." EarlyCDT Lung performs favourably when compared with
other established cancer detection tests. Depending on the level of autoantibodies in the
blood compared to cut-off values, the test results are reported as High Level, Moderate Level
and No Significant Level of Autoantibodies Detected.

Accuracy Performance (PPV)™

EarlyCDT Lung (Moderate & High)""2"% 92% 1in15 ececcccccccccce
Mammography™ 92% 1in 26 000000000000000000000000000

Cologuard®™® 84% 1in27 0000000000000000000000000000

Assumed cancer rates : EarlyCDT Lung & CT Screening = 1.2%, Mammography = 0.8%, Cologuard® = 0.6%
® True Positive = cancer ® False Positive = no cancer

Positive Predictive Value - the number of positive test results required to detect a cancer

How will EarlyCDT Lung benefit my patients?

A typical high-risk patient: 65 year-old male with a 45 pack-year smoking history

estimated 1-year risk of having lung cancer is essentially unchanged from his pre-test risk

| If this patient has a No Significant Level of Autoantibodies Detected test result, his
status 0f1.2%.

I If he has a Moderate Level test result, his estimated 1-year risk of having lung cancer
nearly triples to 3.5%.

I If his test result is High Level, his estimated 1-year risk of having lung cancer is 19.3%, an
increased risk of over 16 times.



How to use EarlyCDT Lung® How does EarlyCDT Lung® work?

EarlyCDT Lung measures blood levels of a panel of seven autoantibodies to tumour-
associated antigens that are linked to lung cancer. The seven autoantibodies have been
shown to be elevated for all types of lung cancer, and from the earliest stage of the disease.
Unlike the tumour antigens themselves, the autoantibody levels can be measured easily and
accurately, based upon the signal magnification created by the body’s immune response

Not suitable for
Check suitability for

EarlyCDTLung
EarlyCDTLung

No to cancer. The test runs on a simple enzyme-linked immunosorbent assay (ELISA) platform,
which is widely available in hospital laboratories around the world.
Age > 50yrs? Yes FEES ye;ars Yes Suitable for
2 207 EarlyCDT Lung
Core Scientific Principle
Yes
No
: EarlyCDT Lung
Non-smokin
Age 2 40yrs? Yes ) test result

risks present?

o
==y W Q‘»&

EarIyCDT Lung Normal Cell Tumour Cell

No

Not suitable for

A Normal host protein Abnormal ‘tumour associated’ antigen ﬁf Autoantibodies specific for TAA

®
o . Over 200,000 tests have already been performed for patients worldwide and led to the
No significant level Moderate level of High level of detection of numerous early stage lung cancers.®? EarlyCDT Lung is now available in many dr
of autoantibodies autoantibodies autoantibodies

countries, see earlycdt.com for further details.

EarlyCDT Lung result EarlyCDT Lung result EarlyCDT Lung result L U N G
1. International Agency for Research on Cancer. Global Cancer Observatory - SURVMARK.
Accessed July 1, 2025. https://gco.iarc.who.int/survival/survmark/
Repeat EarlyCDT Lung 2. Walters S, Maringe C, Coleman MP, et al. Thorax. 2013;68(6):551-564. doi:10.1136/thoraxjnl-2012-202297.

Accessed July 1, 2025. https://thorax.bmj.com/content/68/6/551
3 U.S. Preventive Services Task Force. Final Recommendation Statement: Lung Cancer: Screening. December 2016.
4. The National Lung Screening Trial Research Team. N Engl J Med. 2011; 365:395-409.
5. American Cancer Society. Cancer Statistics Center. Accessed July 1, 2025. https://cancerstatisticscenter.cancer.org/
6
7
8

based on patient risk

H5 HS Allen J, et al. PLoS One. 2025. https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0315220
CT scan positive CT scan positive Sullivan F, Dorward A, Mair F, et al. P2.06-038. J Thorac Oncol. 2017;12(1):S1095.
for nodule for nodule Sullivan FM, Mair FS, Anderson W, Chew C, Dorward A, et al. (2025) PLOS ONE 20(1):
https://doi.org/10.1371/journal.pone.0306163
9. https://www.easternahsn.org/impact-story/detecting-lung-cancer-earlier/
10. Robles-Zurita, J. A., et al. (2024). Current Oncology, 31(6), 3546-3562.
No Yes Yes No . Chapman C3J, Healey GF, Murray A, et al.. Tumor Biol. 2012;33(5):1319-26.
12. Boyle P, Chapman CJ, Holdenrieder S, et al. Ann Oncol. 2011;22(2):383-389.
13. Healey GF, Lam S, Boyle P, et al. J Thorac Dis. 2013;5(5):618-625.
Repeat CT scans at Follow nodules Repeat CT scans at 14. National Cancer Institute.. NIH Publication No. 04-5490. Bethesda, MD: National Cancer Institute,
. . . . * . . National Institutes of Health, U.S. Department of Health and Human Services, April 2004
appropriate intervals management guidelines. appropriate intervals 15. Imperiale TF, Ransohoff DF, Itzkowitz SH et al. N Engl J Med. 2014; 370(14):1287-1297
according to patient See EarlyCDT Lung according to patient
risk anq ge.ographlc use for .nodulle risk risk anc! gef)graphlc o Eeention: basal cell carcinoms
guidelines. stratification guidelines.

* these may vary according to geographic region

Freenome Limited is the manufacturer of EarlyCDT Lung
For more details, visit earlycdt.com
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