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Onko-Sure® Compared to Other Tests

Onko-Sure® Advantages Over CEA:

• Onko-Sure® DR-70 (FDP) antigen is freely 
diffusible in blood and therefore is easy to 
measure. However, CEA is normally firmly 
attached to cancer cells since it is an adhesion 
molecule and less abundant in blood, therefore 
more difficult to measure.

• Onko-Sure® has an advantage over CEA for 
lung cancer detection and monitoring, specially 
in patients with low CEA values.

• Unlike CEA, a commonly used tumor marker for 
lung cancer, Onko-Sure® measurements are not 
affected by smoking. 

Onko-Sure® Compared to D-dimer:

• D-dimer is not approved for cancer detection or 
monitoring.

• Onko-Sure® detects all of the breakdown prod-
ucts of Fibrin and Fibrinogen, including a 
unique cancer-related breakdown product, 
Initial Plasmin Degredation Product (IPDP).
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Onko-Sure® is a cancer monitoring test to 
help determine the effectiveness of post-
surgery therapy and treatments for colorec-
tal cancer (CRC). Onko-Sure® is an 
ELISA-based assay and was evaluated as 
an informative test for monitoring disease 
progression in colorectal cancer patients. 
Onko-Sure® is US FDA cleared for colorec-
tal cancer monitoring. It is used to check for 
cancer recurrence of disease status during 
cancer treatment. 

Intended Use for Onko-Sure® 

The intended use for Onko-Sure® is as a 
monitoring test for disease progression in 
patients previously diagnosed with colorectal 
cancer. The test should be used in conjunction 
with other clinical modalities considered to be 
the standard of care for CRC disease progres-
sion monitoring. 

Clinical Significance

Onko-Sure® is the first new cancer test to be 
cleared in the USA for the monitoring of CRC in 
over 25 years. In early CRC stages (Dukes stages 
A & B) between 68% and 
97% of the biopsy 
positive patients have
 negative CEA values 
and are unable to be
 monitored with CEA. 
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Figure 1. 50% or more CRC patients have low CEA values 
(<30). As demonstrated in the graph above, Onko-Sure® 
(blue line) showed increased positive concordance, i.e. 
ability to monitor patients with low CEA values. 
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