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I. Initial criteria 
Herceptin or Herceptin Hylecta will be approved when ALL of the following are met: 
1. The requested medication is being used for ONE of the following: 

a. An FDA-approved indication  
OR 

b. An indication in CMS-approved compendia 
AND 
If OGIVRI (subcutaneous), why IV biosimilar cannot be used 
AND 

2. ONE of the following: 
a. Information has been provided that indicates the patient has been treated with the requested 

medication in the past 365 days 
OR 

b. There is documentation that the patient has had an ineffective treatment response to the active 
ingredient(s) of two preferred medications (Herzuma, Ontruzant, Kanjinti, and Trazimera) 
OR 

c. The patient has a documented intolerance, hypersensitivity, or FDA labeled contraindication to the 
active ingredient(s) of ALL preferred medications  
OR 

d. The prescriber has submitted documentation indicating ALL preferred medications are likely to be 
ineffective or are likely to cause an adverse reaction or other harm to the patient 
OR 

e. BOTH of the following: 
i. NCCN does NOT specify the preferred medications as a preferred regimen for the requested 

indication 
AND 
ii. NCCN specifies the requested medication as a preferred regimen for the requested indication 

 
Length of Approval: up to 12 months 
 
NOTES: 
• Coverage of one Medicare Part B Step Therapy medication could equate to multiple medication 

authorizations when they share the same Medicare Part B Step Therapy criteria. 
• LCD/NCD criteria review completed, if applicable, in addition to the Plan’s Medicare Part B Step Therapy 

criteria. 
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