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• Comprehensive across all stages, modalities and continuum of care 

– 47 multidisciplinary expert panels with 25-30 experts per panel 
(Volunteer time and expertise)  

– 147 separate algorithms 

– Cancer screening, diagnosis, treatment and supportive care  

• Updated at least annually and up to 4 times per year since 1996 

• Category of evidence and consensus designated for each recommendation 

• Transparent processes 

• Centerpiece of suite of tools to support quality oncology care 

NCCN Clinical Practice Guidelines™ 



Types of Recommendations 
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• Category 1: Based upon high-level evidence, there is uniform 
NCCN consensus that the intervention is appropriate. 

• Category 2A: Based upon lower-level evidence, there is 
uniform NCCN consensus that the intervention is appropriate. 

• Category 2B: Based upon lower-level evidence, there is NCCN 
consensus that the intervention is appropriate. 

• Category 3: Based upon any level of evidence, there is major 
NCCN disagreement that the intervention is appropriate. 

 

All recommendations are category 2A unless otherwise noted. 

NCCN Categories of Evidence and Consensus 



• NCCN Categories of Evidence 

– 1, 2A, 2B, 3 

• Quality of evidence 

• Extent of evidence 

• Consistency of evidence 
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Critical Analysis of Data 



Integrated Suite of NCCN Information Products  
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Integrated Suite of NCCN Information Products  
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In Development 
 

• To ensure access to appropriate testing as recommended by 
NCCN Guidelines 

• Identify the utility of a biomarker to screen, diagnose, monitor, 
or provide predictive or prognostic information 

• Discriminate between clinically useful biomarkers and those that 
are not yet clinically indicated 
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Content Relationships 

NCCN Guidelines 
NCCN Compendium Biomarkers 

Orders Templates 

NCCN Outcomes  



• Biomarker or Assay? 
• Who is the audience? 
• Are there good data regarding the analytic 

and clinical validity of individual tests?   
–How to deal with laboratory developed tests?   
–How to deal with multiplex tests? 
– If there are alternate tests, should we 

recommend one? 

• What to display? 
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Choices for NCCN Biomarker Compendium 



• Single mutation, a test done properly that supports a 
clinical decision 

• Gene product, a test done properly that leads to a clinical 
decision 

• Immunophentyping panels and karyotyping to aid in 
diagnosis 

• Tests that incorporate data about  a lot of genes or 
proteins (expression/proteomic profiles) 

How Does NCCN Define a Biomarker? 
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Evidence of Clinical Utility 
 

 NCCN Guidelines Panels require data supporting 
clinical usefulness for testing 

– Data demonstrating that the biomarker affects 
treatment decisions 

– Evidence that the biomarker can divide patients into 
specific clinically relevant subgroups 

– Widespread availability of reliable testing 

 



NCCN Guidelines Panels Existing 

Recommendations for Testing 

    Currently more than 800 biomarker 

recommendations in NCCN Guidelines: 

– Determine risk of disease  (BRCA-1/BRCA-2) 

– Screening  (PSA for prostate) 

– Diagnostic  (BCR/ABL in CML) 

– Prognostic  (CA 19-9 in pancreas) 

– Predictive  (ER/PR status in breast) 

– Risk of toxicity  (UGT1A1*28 allele for irinotecan) 

– Response/disease monitoring  (AFP; HCG in 

testicular) 
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• Tissue availability 

• Appropriate test selection 

– LDT 

– Companion Diagnostic 

– Multiplex Test 
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Developing Guidelines for Use of Biomarkers 

Considerations 
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NCCN Guidelines Recommendation 
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NCCN Biomarkers Compendium™ 
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Raw Data Being Collected 
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