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Drug/Drug Class: Papzimeos Clinical Edit
First Implementation Date: TBD
Proposed Date: April 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: New Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of Papzimeos™ (zopapogene imadenovec-drba)
	
Why Issue Selected:
Papzimeos is a non-replicating adenoviral vector-based immunotherapy designed to express a fusion antigen of selected regions of human papillomavirus (HPV) proteins expressed in HPV 6 and HPV 11 infected cells. It is designed to generate an immune response directed against HPV 6 and HPV 11 proteins in patients with recurrent respiratory papillomatosis (RRP).

RRP is a rare disorder in which benign tumors (papillomas) form in the respiratory tract, most frequently the larynx and vocal cords. It is primarily caused by HPV 6 and 11. But also 16 and 18. It affects adults and pediatric patients and can be spread by vertical transmission or through sexual contact.
Surgery is the gold standard in initial treatment of RRP, and disease severity varies between affected patients. Some cases resolve without treatment; however, some patients require frequent surgeries, and some patients can also experience difficulties speaking and breathing due to airway obstruction.

Papzimeos is the first FDA-approved treatment option for patients with RRP. It utilizes the proprietary gorilla adenovector platform that has a very low seroprevalence in humans. It is approved for a one-time 12-week administration cycle.

Due to the high cost and specific approved indication, MO HealthNet will impose clinical criteria to ensure appropriate utilization of Papzimeos. 

Program-Specific Information: Date Range FFS 1-1-2025 to 12-31-2025
	Drug
	WAC (per vial)

	Papzimeos
	$115,000.00
($460,000 per 12-week treatment cycle)



Setting & Population 
Drug class for review: Papzimeos™ (zopapogene imadenovec-drba)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Therapy:
Must meet all of the following:
· Participant is 18 years or older; AND
· Documented diagnosis of recurrent respiratory papillomatosis:
· Must meet all of the following:
· Histologically confirmed laryngotracheal papillomas;
· Documented HPV serotype 6 or 11; AND
· Must meet one of the following:
· ≥ 3 surgeries or papilloma debulking procedures in the previous 12 months; OR
· Participant requires continued, non-HPV-specific treatment to control disease burden.

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met; OR
· Claim exceeds maximum dosing limitations of a single, four-dose treatment course.

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 6 months
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