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Drug/Drug Class: Systemic Enzyme Inhibitors, FGFR Inhibitors PDL Edit
First Implementation Date: April 4, 2024
Proposed Date: October 20, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Existing Criteria

Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list.  
	
Why Issue Selected:
Cholangiocarcinoma (CCA), also known as bile duct cancer, is a rare cancer with about 8,000 new cases in the United States per year. Surgical resection offers the only chance of cure but is limited to early-stage disease, with which few patients present. For advanced bile duct cancer, the first-line systemic treatment, according to clinical guidelines, is cisplatin plus gemcitabine, with or without the addition of durvalumab. Some patients with advanced disease possess molecular alterations amenable to targeted therapy. In cases where a fibroblast growth factor receptor 2 (FGFR2) gene alteration is present, an FGFR inhibitor is recommended as second-line therapy. Approximately 20% of patients diagnosed with bile duct cancer have the intrahepatic form of the disease, and within this 20%, approximately 10-16% of patients have FGFR2 gene rearrangements, including fusions, which promote tumor proliferation.

Lytgobi (futibatinib) is an FGFR inhibitor indicated for the treatment of adults with previously treated, unresectable, locally advanced, or metastatic intrahepatic CCA harboring FGFR2 gene fusions or other rearrangements. Pemazyre (pemigatinib) is indicated for the treatment of adults with previously treated, unresectable, locally advanced, or metastatic CCA with an FGFR2 fusion or other rearrangement. In
August 2022, the FDA also approved Pemazyre for the treatment of adults with relapsed or refractory myeloid/lymphoid neoplasms (MLNs) and FGFR1 rearrangement. This was approved under Priority Review. MLNs with FGFR1 rearrangement is a very rare type of blood cancer affecting less than 1 in 100,000 people in the United States.

Total program savings for the PDL classes will be regularly reviewed.

Preferred Agents:
· Lytgobi

Non-Preferred Agents:
· Pemazyre

Setting & Population 
Drug class for review: Systemic Enzyme Inhibitors, FGFR Inhibitors
Age range: All appropriate MO HealthNet participants


Approval Criteria
Must meet one of the following:
· Claim is for a preferred agent;
· Documented compliance on current therapy regimen; 
· Failure to achieve desired therapeutic outcomes with trial on 1 or more preferred agents:
· Documented trial period for preferred agents;
· Documented ADE/ADR to preferred agents; OR
· Documented reason of medical necessity for use of a non-preferred agent without required trial of preferred agents (e.g., contraindication, drug interaction with existing therapy that cannot be modified/ameliorated, preferred agents are not indicated or NCCN/ASCO guideline-recommended); OR
· Claim is for Pemazyre with a documented diagnosis of myeloid/lymphoid neoplasms with FGFR1 rearrangements.

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met; OR
· Claim exceeds maximum dosing limitations for the following:
	[bookmark: _Hlk88172735]Drug Description
	Generic Equivalent
	Max Units Per Day

	LYTGOBI 12 MG DOSE (3X 4MG TAB)
	FUTIBATINIB
	3

	LYTGOBI 16 MG DOSE (4X 4MG TAB)
	FUTIBATINIB
	4

	LYTGOBI 20 MG DOSE (5X 4MG TAB)
	FUTIBATINIB
	5 

	PEMAZYRE 4.5 MG TABLET
	PEMIGATINIB
	1 

	PEMAZYRE 9 MG TABLET
	PEMIGATINIB
	1 

	PEMAZYRE 13.5 MG TABLET
	PEMIGATINIB
	1 



[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL
Default Approval Period: 1 year
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