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Custom Criteria for 

BlueCross Blue Shield of Arizona Commercial 

 

KEYTRUDA® (pembrolizumab) PA 

 

GPI CODING:  

 

Drug Name GPI 

Keytruda (pembrolizumab) 2135305300**** 

 

DESCRIPTION:  

 
Keytruda is a human programmed death receptor-1 (PD-1)-blocking antibody. PD-1, a receptor expressed on the 
surface of lymphocytes, plays a role in a regulatory pathway that suppresses activated lymphocytes in the body. 
Keytruda blocks the interaction between PD-1 and its ligands, PD-L1 and PD-L2. By binding to the PD-1 receptor 
and blocking the interaction with the receptor ligands, Keytruda releases the PD-1 pathway-mediated inhibition of the 
immune response, including the anti-tumor immune response. Keytruda is indicated for the treatment of individuals 
with unresectable or metastatic melanoma and disease progression following Yervoy™ (ipilimumab) and, if BRAF 
V600 mutation positive, a BRAF inhibitor.  
 

APPROVAL DURATION:  

 
12 months  
 

CRITERIA FOR KEYTRUDA  

 
FDA-approved dosage of Keytruda (pembrolizumab) is considered medically necessary for the treatment of 
individuals 18 years of age or older with unresectable or metastatic melanoma with documentation of ALL of the 
following:  
1. Disease progression following treatment with Yervoy (ipilimumab) and, if BRAF V600 mutation positive, a BRAF 

inhibitor 
2. Lab tests for clinical chemistries, including liver function, thyroid function and renal function, are performed and 

evaluated at baseline and prior to each dose 
3. Individual has no evidence of severe immune-mediated reactions (e.g., colitis, hepatitis, hyperthyroidism, 

hypophysitis, hypothyroidism, nephritis, pneumonitis) 
4. Individual of child bearing potential is on effective contraception prior to initiation of therapy 
5. Individual who is breast feeding has discontinued before therapy is initiated 
 
Keytruda for all other indications not previously listed or if above criteria not met is considered experimental or 
investigational. 
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