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Biomarker Testing in Clinical Trials 
   

 

 
 

 

Biomarker testing is the analysis of a patient’s tissue, blood, or fluid biospecimen for the presence of a biomarker that 
can provide insight into diseases like cancer1.  Information gained from biomarker testing can then be used to help 
guide medical treatment, often called precision medicine.  By identifying biomarkers, patients can receive treatments 
that may not otherwise be considered for their disease or cancer.   

Importance of biomarker testing: 

• Recent studies show that biomarker testing may improve outcomes for patients with hard-to-treat cancer 
types such as digestive cancers, lung, and breast.2  

• Nearly 60% of all cancer drugs approved in the last 5 years require or recommend biomarker testing before 
use.3 

• Biomarkers may guide doctors’ treatment decisions by providing clues about whether patients will respond to 
standard treatment options.4 

The number of targeted therapies that require biomarker testing is increasing rapidly and cancer clinical trials are 
increasingly driven by biomarkers and the development of targeted therapies. 

What are clinical trials?  

Clinical trials are a key step in advancing potential new cancer treatments from the research setting to the cancer care 
clinic and give patients the opportunity to access the latest developments in treatment and access to care that is 
equivalent to treatment outside of a trial. Patient participation in trials is crucial to their success. 

Cancer clinical trials are increasingly driven by biomarkers and the development of targeted therapies. Biomarker 
testing can identify patients who are eligible for these trials. For example, after biomarker testing, a patient may find 
that their cancer has biomarkers that are not well understood or lack a corresponding targeted therapy. However, they 
may find that their test results make them eligible for a clinical trial of an investigational targeted therapy.  

How has biomarker testing impacted clinical trials? 

• The number and percentage of cancer clinical trials that involve biomarkers has grown significantly, from 
15 percent in 2000 to 55 percent in 2018.5 

• In clinical trials, patients whose cancer care was based on biomarker testing had a better response to 
treatments than those without biomarker testing.6,7 

• In a study on pancreatic cancer, patients receiving targeted therapies following biomarker testing lasted 
twice as long on treatments without disease progression.8 

Biomarker testing is becoming increasingly important for new targeted therapies. However, access to 
appropriate biomarker testing can still be a challenge for patients.  By working to remove these barriers, 
we can ensure more patients receive the best care for their specific cancer. 

Learn more at www.fightcancer.org/biomarkers.  
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