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Inhaled Nitric Oxide (iNO)

PURPOSE:

This policy is intended to address the medical necessity criteria of inhaled nitric oxide.

DEFINITIONS:

Nitric Oxide: Nitric oxide (NO) is a lipophilic gas that is readily absorbed across pulmonary membranes in
the ventilated lung after inhalation. Following absorption, iNO selectively induces pulmonary
vasodilation, while leaving systematic vasculature resistance unaffected.

Pulmonary Hypertension (PH) occurs when blood vessels to the lungs develop an increased amount of
muscle in the wall of the blood vessels. When the pressure in this artery gets too high, the arteries in the
lungs can narrow and then the blood does not flow as well as it should, resulting in less oxygen in the
blood. PH is defined by a mean pulmonary artery pressure 225 mm Hg at rest, measured during right
heart catheterization.

POLICY POSITION:

Indications/Inclusions:

Requests for iNO therapy services meeting ANY of the following criteria may be considered medically
necessary:

1. As a component of the treatment of hypoxic respiratory failure OR when echocardiographic
evidence of persistent pulmonary hypertension of the newborn (PPHN) is present in:

a. Neonates 34 weeks gestation or greater with
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i. the absence of congenital diaphragmatic hernia; and

ii. when conventional therapies such as administration of high
concentrations of oxygen, hyperventilation, high-frequency ventilation, the
induction of alkalosis, neuromuscular blockade, and sedation have failed
or are expected to fail.

For post-operative management of pulmonary hypertensive crisis in infants and children with
congenital heart disease.

As a diagnostic method of assessing pulmonary vaso-reactivity in individuals with pulmonary
hypertension.

iNO therapy that does not meet the above criteria is considered experimental/investigational because
safety and efficacy has not been established by peer-reviewed literature.

All requests for inhaled nitric oxide (iNO) therapy services require medical necessity review and
comment by a medical director.

Contraindications, exclusions and/or experimental/
investigational indications:

Requests for iNO therapy services meeting ANY of the following criteria are considered NOT medically
necessary, and therefore non-covered:

1.
2.

Acute bronchiolitis.

Acute hypoxemic respiratory failure in children (other than those who meet the medical
necessity criteria above) and in adults.

3. Acute pulmonary embolism.

4. Acute respiratory distress syndrome or acute lung injury*.
a. *Including COVID-19 related ARDS
5. Bronchopulmonary dysplasia, prevention in preterm infants without hypoxic respiratory failure.
6. Lung transplantation, prevention of ischemia-reperfusion injury/acute rejection following lung
transplantation.
7. Malaria, adjunctive treatment.
8. Pulmonary arterial hypertension (PAH) in adults.
9. Respiratory failure in preterm newborns (< 35 weeks gestational age) when given with
conventional management as:
a. Early rescue within the first three days of life
b. After the first three days of life due to increased risk of bronchopulmonary dysplasia
c. Routine prophylaxis in those requiring respiratory support
10. Sickle cell disease, treatment of vaso-occlusive crises or acute chest syndrome (sickle cell
vasculopathy).
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11. Treatment of mycobacterium and pseudomonas aeruginosa infections in persons with cystic

fibrosis.

12. Treatment of persons with congenital diaphragmatic hernia.

13. Treatment of pulmonary hypertension associated with pulmonary fibrosis.

14. Treatment of right heart failure after hemorrhagic shock and trauma pneumonectomy.

15. Treatment of traumatic brain injury.

CODING:

Code Description

94363 Pharmacologic agent administration (eg, inhaled nitric oxide, intravenous infusion of

nitroprusside, dobutamine, milrinone, or other agent) including assessing hemodynamic
measurements before, during, after and repeat pharmacologic agent administration, when
performed (List separately in addition to code for primary procedure)

94799 Unlisted pulmonary service or procedure

Covered Diagnosis Codes:

ICD-10 Code Description

127.0 Primary pulmonary hypertension
127.20-127.29 Other secondary pulmonary hypertension
P07.20- P07.39 Disorders of newborn related to short gestation
P22.0 Respiratory distress syndrome of newborn
P28.5 Respiratory failure of newborn

P29.30 - P29.38 Persistent fetal circulation

P36.0-P36.9 Bacterial sepsis of newborn

P84 Other problems with newborn [birth asphyxia]
P91.60 - P91.63 Hypoxic ischemic encephalopathy [HIE]
Q33.1 Accessory lobe of lung

Q33.2 Sequestration of lung

Q33.3 Agenesis of lung

Q33.4 Congenital bronchiectasis

Q33.5 Ectopic tissue in lung

Q33.6 Congenital hypoplasia and dysplasia of lung
Q33.8 Other congenital malformations of lung
Q33.9 Congenital malformation of lung, unspecified
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POLICY HISTORY:

Date Description of Changes

7/1/ Annual review. Removed "coverage policy" from title. Removed medical policy guidance
2022 section. Added policy purpose and definitions sections. Updated formatting, added
diagnosis codes, and updated references.

6/28/  Annual Review: Corrected typos. Added criteria for vaso-reactivity testing. Added "peer-
2023 reviewed literature" to E/I statement. Added traumatic brain injury to list of E/I
indications.

POST-PAYMENT AUDIT STATEMENT:

The medical record must include documentation that reflects the medical necessity criteria and is
subject to audit by THP at any time pursuant to the terms of your provider agreement.

DISCLAIMER:

This policy is intended to serve as a guideline only and does not constitute medical advice, any
guarantee of payment, plan pre-authorization, an explanation of benefits, or a contract. This policy is
intended to address medical necessity guidelines that are suitable for most individuals. Each individual's
unique clinical situation may warrant individual consideration based on medical records. Individual
claims may be affected by other factors, including but not necessarily limited to state and federal laws
and regulations, legislative mandates, provider contract terms, and THP's professional judgment.
Reimbursement for any services shall be subject to member benefits and eligibility on the date of
service, medical necessity, adherence to plan policies and procedures, claims editing logic, provider
contractual agreement, and applicable referral, authorization, notification, and utilization management
guidelines. Unless otherwise noted within the policy, THP's policies apply to both participating and non-
participating providers and facilities. THP reserves the right to review and revise these policies
periodically as it deems necessary in its discretion, and it is subject to change or termination at any time
by THP. THP has full and final discretionary authority for its interpretation and application. Accordingly,
THP may use reasonable discretion in interpreting and applying this policy to health care services
provided in any particular case.

No part of this policy may be reproduced, stored in a retrieval system, or transmitted, in any shape or
form or by any means, whether electronic, mechanical, photocopying or otherwise, without express
written permission from THP. When printed, this version becomes uncontrolled. For the most current
information, refer to the following website: healthplan.org.
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