
The Galleri test is a multi-cancer early detection 
(MCED) test that can detect a shared cancer signal 
across more than 50 types of cancer1 through a 
simple blood draw.
Using next-generation genomic sequencing and 
machine-learning technologies, the Galleri test 
detects a signal associated with cancer and 
includes one or two predictions of where in the 
body the cancer signal originated.
GRAIL’s sequencing technology was developed 
within Illumina and spearheaded by Dr. Richard 
Klausner, who directed the National Cancer Institute 
from 1995 to 2001. This research was among the 
largest unbiased exploration of genomic cancer 
signals in blood ever undertaken.

Fast Facts

Current Cancer Screenings
Cancer is soon to be the world’s number one killer. 
More than 600,000 deaths from cancer are 
expected in the U.S. each year, according to the 
American Cancer Society.2

While early detection is known to improve cancer 
outcomes, most cancers are detected too late, often 
after the cancer has metastasized and people 
develop symptoms. Only five cancer types have 
recommended screenings—breast, cervical, 
colorectal, lung (smokers considered at risk), and 
prostate cancers. While critical, single-cancer 
screenings look for individual cancers, but are not 
designed to screen broadly for what cancer an 
individual may have.
Early detection and diagnosis have been proven to significantly improve survival rates and reduce 
the cost and complexity of treatment for screenable cancers.3

50+
types of cancer detected 

by a shared cancer signal1

<1%
false positive rate

(99.5% speci�city)1

140+
clinical study sites contributed to the 

development of Galleri 

GRAIL clinical development 
program is one of the largest 

in genomic medicine with 

~335,000 
participants

Costs associated 
with treating late-stage 

cancers are 

2-7x
higher

 than treating 
early-stage cancers.7

The overall survival 
rate for cancer is 

4x higher
 if cancer is detected 

before it spreads.6

Cancers without widespread 
screening recommendations 

represent 

&

of all cancer
diagnoses485% 

of cancer
deaths.2,5~70%

The Galleri test does not detect all cancers, nor does it measure your 
genetic risk of developing cancer in the future. It should be used in 

addition to routine screening tests your healthcare provider recommends. 
False-positive and false-negative test results do occur.
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A New Approach with the Galleri Test
New approaches including MCED tests like Galleri represent the best chance to bend the 
cancer mortality curve.
The Galleri test is recommended for use in adults with an elevated risk for cancer, such as 
those age 50 or older. It is intended to be complementary to, and not a replacement of, U.S. 
guideline-recommended cancer screenings.

How the Galleri Test Works
All cells—cancer and healthy ones—shed DNA, which is called cell-free DNA, into the bloodstream. 
One of the "hallmarks of cancer" is hypo- and hyper-methylation of DNA.
After a blood sample is taken at a healthcare provider’s office or at a GRAIL partner laboratory, the 
Galleri test uses the power of next-generation sequencing and machine-learning algorithms to 
analyze cell-free DNA methylation patterns. The test algorithm includes two key classifications: 
one classifier uses features from cell-free DNA to determine whether a cancer signal is present. If 
a “cancer signal is detected”, another classifier predicts the most likely cancer signal origin.
If a cancer signal is detected, a healthcare provider will determine next steps for diagnostic 
evaluation, which may include personal and family health history, physical examination, and 
guideline directed evaluation(s) including lab work and imaging.

The Galleri test does not detect all cancers, nor does it measure your genetic risk of developing cancer in the future. It should be used in addition to routine screening tests your 
healthcare provider recommends. False-positive and false-negative test results do occur.

*The Circulating Cell-free Genome Atlas (CCGA) Study (NCT02889978) is a prospective, case-control, observational study designed to determine whether a screening test could detect a 
cancer signal and predict signal origin for multiple cancers. CCGA3 was a sub-study that included cancer (n=2823) and non-cancer (n=1254) participants without a history of cancer.

The Galleri Test

Demonstrated the ability in a clinical study to detect a shared cancer signal across more 
than 50 types of cancer,1 at least 45 of which lack recommended screening tests in the 
U.S. today.

Detects a cancer signal across many types of cancer while maintaining a low 
false-positive rate of less than 1%. Single-cancer screenings each have false-positive 
rates of 5-10%.8

Can predict where a cancer signal originated with more than 92% accuracy in those 
diagnosed with cancer, helping guide subsequent physician diagnostic evaluations.*

Balances sensitivity—a test's ability to correct identify people with cancer—and 
specificity—a test's ability to correctly identify people without cancer. Through this 
balance, Galleri has a low false-positive rate and is able to predict cancer signal origin 
while minimizing testing-associated potential risks, including overdiagnosis.1
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GRAIL Clinical Research Program
The GRAIL clinical development program consists of studies that collectively include more than 
335,000 participants—and what is believed to be the largest linked datasets of genomic and 
clinical data in the cancer field. GRAIL’s program includes the foundational CCGA development and 
validation study; the interventional PATHFINDER and PATHFINDER 2 studies; the NHS-Galleri 
randomized, controlled clinical study; the STRIVE and SUMMIT observational studies; and the 
REFLECTION real-world registry. The largest of these, the NHS-Galleri trial, has enrolled 140,000 
participants with the primary objective of a reduction in late-stage cancer diagnoses, thought to 
be a necessary prerequisite for a mortality reduction.

n~ indicates approximate enrollment. CCGA, Circulating Cell-free Genome Atlas; MCED, multi-cancer early detection; UK, United Kingdom.
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Clinical validation in 
individuals at high risk 
of lung cancer

3

PATHFINDER (n=6,662) 
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Assess clinical utility of 
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outcomes in real-world 
setting
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Evaluate MCED test 
performance in eligible 
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Assess MCED test in 
individuals with 
signs/symptoms of cancer
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Important Safety Information: 
The Galleri test is recommended for use in adults with an elevated risk for cancer, such as those aged 50 or older.

The Galleri test does not detect all cancers and should be used in addition to routine cancer screening tests 
recommended by a healthcare provider. Galleri is intended to detect cancer signals and predict where in the body the 
cancer signal is located. Use of Galleri is not recommended in individuals who are pregnant, 21 years old or younger, 
or undergoing active cancer treatment.

Results should be interpreted by a healthcare provider in the context of medical history, clinical signs and symptoms.

A test result of “No Cancer Signal Detected” does not rule out cancer. A test result of “Cancer Signal Detected” requires 
confirmatory diagnostic evaluation by medically established procedures (e.g., imaging) to confirm cancer.

If cancer is not confirmed with further testing, it could mean that cancer is not present or testing was insufficient to 
detect cancer, including due to the cancer being located in a different part of the body. False-positive (a cancer signal 
detected when cancer is not present) and false-negative (a cancer signal not detected when cancer is present) test 
results do occur. Rx only.

Learn more at grail.com
Media contact: pr@grail.com
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Laboratory/Test Information:
GRAIL’s clinical laboratory is certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA) and 
accredited by the College of American Pathologists (CAP). The Galleri test was developed, and its performance 
characteristics were determined by GRAIL. The Galleri test has not been cleared or approved by the Food and Drug 
Administration. GRAIL’s clinical laboratory is regulated under CLIA to perform high-complexity testing. The Galleri test 
is intended for clinical purposes.
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