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Overview 
The NCCN Clinical Practice Guidelines in Oncology (NCCN Guidelines®) are comprehensive guidelines 
documenting management decisions and interventions that apply to 97% of cancers affecting U.S. patients. 

• Category 1: The recommendation is based on high-level evidence (i.e., high-powered randomized clinical 
trials or meta-analyses), and the panel has reached uniform consensus that the recommendation is 
indicated. In this context, uniform means near unanimous positive support with some possible neutral 
positions. 

• Category 2A: The recommendation is based on lower-level evidence, but despite the absence of higher-
level studies, there is uniform consensus that the recommendation is appropriate. Lower-level evidence 
is interpreted broadly and runs the gamut from phase II to large cohort studies to case series to 
individual practitioner experience. Importantly, in many instances, the retrospective studies are derived 
from clinical experience of treating large numbers of patients at a member institution, so panel 
members have first-hand knowledge of the data. Inevitably, some recommendations must address 
clinical situations for which limited, or no data exist. In these instances, the congruence of experience-
based opinions provides an informed if not confirmed direction for optimizing patient care. These 
recommendations carry the implicit recognition that they may be superseded as higher-level evidence 
becomes available or as outcomes-based information becomes more prevalent. 

• Category 2B: The recommendation is based on lower-level evidence, and there is nonuniform consensus 
that the recommendation should be made. In these instances, because the evidence is not conclusive, 
institutions take different approaches to the management of a particular clinical scenario. This 
nonuniform consensus does not represent a major disagreement, rather it recognizes that given 
imperfect information, institutions may adopt different approaches. A Category 2B designation should 
signal to the user that more than one approach can be inferred from the existing data. 

• Category 3: The recommendation has engendered a major disagreement among the panel members. 
Several circumstances can cause major disagreements. For example, if substantial data exists about two 
interventions but they have never been directly compared in a randomized trial, adherents to one set of 
data may not accept the interpretation of the other side's results. Another situation resulting in a 
Category 3 designation is when experts disagree about how trial data can be generalized. A Category 3 
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designation alerts users to a major interpretation issue in the data and directs them to the manuscript 
for an explanation of the controversy. 

 
Coverage Guidelines 
Authorization may be granted for members new to General Brigham Health Plan who are currently receiving 
treatment with the requested medication excluding when the product is obtained as samples or via 
manufacturer’s patient assistance programs. 
OR 
Authorization may be granted for members meeting ALL the following criteria: 

1. The drug is being used as indicated by National Comprehensive Cancer Network (NCCN) guidelines with 
a Category of Evidence and Consensus of 1, 2A, or 2B 

 
Limitations 
1. Approvals will be granted for 12 months 
 
References 
1. National Comprehensive Cancer Network Categories of Evidence and Consensus. Available at: 

https://www.nccn.org/guidelines/category_1 
 
Review History  
10/11/2023 - Reviewed at Oct P&T, Effective 1/1/2024 


