[image: ][image: ]
2


[bookmark: _Hlk792159]SmartPA Criteria Proposal

Drug/Drug Class: Phosphodiesterase (PDE) Inhibitors for Chronic Obstructive Pulmonary Disease (COPD) PDL Edit
First Implementation Date: July 10, 2025
Proposed Date: April 14, 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:
Chronic obstructive pulmonary disease (COPD) is a common, preventable, and treatable disease that is characterized by persistent respiratory symptoms and airflow limitation that is due to airway and/or alveolar abnormalities. It continues to be a leading cause of morbidity and mortality worldwide. Pharmacological therapy is used to reduce COPD symptoms and reduce the frequency and severity of exacerbations. Treatment regimens are individualized based on symptom severity, exacerbation risk, comorbidities, and patient ability to effectively manage and utilize the various drug delivery devices. 

The current Global Initiative for Chronic Obstructive Lung Disease (GOLD) guidelines recommend long-acting muscarinic antagonists (LAMAs) and long-acting beta-agonists (LABAs) as the foundation of treatment for COPD. Based on disease severity, these agents may be used together (dual therapy) or in combination with an inhaled corticosteroid (ICS) (triple therapy). Phosphodiesterase (PDE) inhibitors are recommended for patients who remain symptomatic despite optimized therapy with dual or triple therapy. Phosphodiesterase-3 (PDE3) inhibitors cause bronchodilation through modulation of cyclic guanosine monophosphate (cGMP); whereas phosphodiesterase-4 (PDE4) inhibitors reduce inflammation in the lungs through modulation of cyclic adenosine monophosphate (cAMP). Daliresp® (roflumilast) is a selective PDE4 inhibitor indicated to reduce the risk of exacerbations in patients with severe COPD associated with chronic bronchitis and a history of exacerbations. Ohtuvayre® (ensifentrine), a dual inhibitor of both PDE3 and PDE4, is indicated for the maintenance treatment of COPD in adults. 

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

Preferred Agents:
N/A

Non-Preferred Agents:
Daliresp®
Ohtuvayre®
Roflumilast 

Setting & Population 
Drug class for review: Phosphodiesterase (PDE) Inhibitors for Chronic Obstructive Pulmonary Disease (COPD)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Therapy:
Must meet one of the following:
· Claim is for roflumilast:
· Failure to achieve desired therapeutic outcomes with trial on 2 or more preferred inhaled respiratory agents (see Appendix A): 
· Documented trial period of preferred agents; OR
· Documented ADE/ADR to preferred agents; OR
· Claim is for Ohtuvayre – must meet all of the following: 
· Documented concurrent therapy with a LAMA containing inhaler or nebulizer therapy (90 out of 120 days);
· Documented concurrent therapy with a LABA containing inhaler or nebulizer therapy (90 out of 120 days); AND
· Documentation of at least one exacerbation in the last 12 months despite continued compliant use of a combination of LABA and LAMA therapy.

Continuation of Therapy:
· Must meet one of the following:
· Claim is for roflumilast – must meet all of the following:
· Documented compliance to current therapy (90 out of 120 days); OR
· Claim is for Ohtuvayre – must meet all of the following:
· Documented compliance to current therapy (90 out of 120 days);
· Documented concurrent therapy with a LAMA containing inhaler or nebulizer therapy (90 out of 120 days); AND
· Documented concurrent therapy with a LABA containing inhaler or nebulizer therapy (90 out of 120 days).

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met
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Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL
Default Approval Period: 1 year

Appendix A – Preferred Inhaled Respiratory Agents

	Drug Description
	Generic Equivalent

	ANORO ELLIPTA 62.5-25 MCG INH
	UMECLINDIUM BROMIDE/VILANTEROL TRIFENATATE

	ATROVENT HFA INHALER
	IPRATROPIUM BROMIDE

	COMBIVENT RESPIMAT INHALER
	IPRATROPIUM/ALBUTEROL SULFATE

	DUONEB 0.5 MG-3 MG/3 ML SOLN
	IPRATROPIUM/ALBUTEROL SULFATE

	IPRATROPIUM BR 0.02% SOLN
	IPRATROPIUM BROMIDE

	SPIRIVA 18 MCG CP-HANDIHALER
	TIOTROPIUM BROMIDE

	SPIRIVA RESPIMAT 1.25 MCG INH
	TIOTROPIUM BROMIDE

	SPIRIVA RESPIMAT INHAL SPRAY
	TIOTROPIUM BROMIDE
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