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PURPOSE: The purpose of this policy is to define Inhaled Nitric Oxide and the criteria for medical
necessity for Humana Healthy Horizons in Louisiana.

POLICY AND PROCEDURE:

Policy: Inhaled Nitric Oxide Clinical Coverage Policy

Procedure:

Inhaled nitric oxide (iNO) is a pulmonary vasodilator, proposed for the treatment of hypoxic respiratory
failure associated with persistent pulmonary hypertension of the newborn (PPHN). PPHN occurs after
birth when there is increased pulmonary vascular resistance that causes right-to-left shunting of blood
and severe hypoxemia. PPHN is often associated with pulmonary parenchymal abnormalities such as
alveolar capillary dysplasia, lung hypoplasia, meconium aspiration, pneumonia, and sepsis. In some
neonates, there is no evidence of parenchymal disease and the cause is unknown.

When nitric oxide is inhaled, pulmonary vasodilation occurs and an increase in the partial pressure of
arterial oxygen results. Dilation of pulmonary vessels in well ventilated lung areas redistributes blood
flow away from lung areas where ventilation to perfusion ratios are poor. Examples of commercially
available brands of nitric oxide include, but may not be limited to, GeNOsyl, INOmax and Noxivent.

iNO is most often utilized in conjunction with ventilatory support in term or nearterm (at or greater than
34 weeks gestation) neonates to improve oxygenation and decrease the need for extracorporeal
membrane oxygenation (ECMO). iNO may also be administered to infants and children for postoperative
management of pulmonary hypertension. Another established use for iNO is with acute vasoreactivity
testing for pulmonary arterial hypertension. It is often performed at the time of a heart catheterization
in order to determine how much the pulmonary blood vessels can relax over a period of time, but also
to help identify individuals who might respond favorably to calcium channel blockers.

Other suggested uses for iNO include, but may not be limited to, acute respiratory distress syndrome in
adults, bronchopulmonary dysplasia or for treatment of pain related to sickle cell disease. (Refer to
Coverage Limitations section)

Coverage Determination
Humana members may be eligible under the Plan for the use of iNO in conjunction with ventilatory
support when the following criteria are met:

e Failure of, contraindication or intolerance to conventional therapy (eg, high concentrations of
oxygen, high frequency ventilation, hyperventilation, induction of alkalosis, neuromuscular
blockade and sedation); AND

e Hypoxic respiratory failure associated with clinical or echocardiographic evidence of (PPHN);
AND
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e Maximum duration of treatment is 14 days or until oxygen desaturation has been resolved,
whichever occurs first;
AND either of the following:
o Neonate at or greater than 34 weeks gestation; OR
o Neonate less than 34 weeks gestation without parenchymal lung disease

Humana members may be eligible under the Plan for the use of iINO for postoperative management of
pulmonary hypertension in infants and children with congenital heart disease.

Humana members may be eligible under the Plan for the use of iNO for acute vasoreactivity testing in
pulmonary arterial hypertension.

Coverage Limitations

Humana members may NOT be eligible under the Plan for the use of iNO for any indications other than

those listed above including, but not limited to:
e Acute respiratory distress syndrome in adults; OR
e Acute vasoreactivity testing in individuals with pulmonary veno-occlusive disease (PVOD)
e Bronchopulmonary dysplasia; OR

Chronic obstructive pulmonary disease (COPD); OR

Hepatopulmonary syndrome; OR

Neonates with unrepaired congenital diaphragmatic hernia (CDH); OR

e Premature neonates (less than 34 weeks gestation) with parenchymal lung disease; OR

e Prevention of primary graft dysfunction following lung transplantation; OR

e Treatment of pain crisis in sickle cell disease; OR

e This is considered experimental/investigational as it is not identified as widely used and
generally accepted for any other proposed use as reported in nationally recognized peer-
reviewed medical literature published in the English language.

Background

Additional information about pulmonary hypertension may be found from the following websites:
e American Heart Association

e American Lung Association

¢ National Heart, Lung and Blood Institute

¢ National Library of Medicine
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DISCLAIMER:

Humana follows all federal and state laws and regulations.

This document is intended as a guideline. Situations may arise in which professional judgment
may necessitate actions that differ from the guideline. Circumstances that justify the variation
from the guideline should be noted and submitted to the appropriate business area for review
and documentation. This (policy/procedure) is subject to change or termination by Humana at
any time. Humana has full and final discretionary authority for its interpretation and
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application. This (policy/procedure) supersedes all other policies, requirements, procedures or
information conflicting with it. If viewing a printed version of this document, please refer to the
electronic copy maintained by CMU to ensure no modifications have been made.

NON-COMPLIANCE:

Failing to comply with any part of Humana'’s policies, procedures, and guidelines may result in
disciplinary actions up to and including termination of employment, services or relationship with
Humana. In addition, state and/or federal agencies may take action in accordance with
applicable laws, rules and regulations.

Any unlawful act involving Humana systems or information may result in Humana turning over
all evidence of unlawful activity to appropriate authorities. Information on handling sanctions
related to non-compliance with this policy may be found in the Expectations for Performance,
and Critical Offenses policies, both of which may be found in the Associate Support Center via
Humana’s secure intranet of Hi! (Workday & Apps/Associate Support Center).
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