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Commercial/Healthcare Exchange PA Criteria
Effective: July 27, 2016

Prior Authorization: Ofev

Products Affected: Ofev (nintedanib) capsules

Medication Description:

Ofev, a kinase inhibitor, is indicated for the treatment of idiopathic pulmonary fibrosis (IPF). The recommended
dose of Ofev is 150 mg twice daily (BID) with food given approximately 12 hours apart. Liver function tests should be
performed prior to Ofev initiation. Dose modifications are recommended for adverse events (AESs) such as liver enzyme
elevations. The most common AEs with Ovef are diarrhea (62%), nausea (24%), abdominal pain (15%), liver enzyme
elevation (14%), vomiting (12%), decreased appetite (11%), decreased weight (10%), headache (8%), and hypertension
(5%). AEs leading to permanent dose reductions occurred in 16% of Ofev-treated patients. Ofev discontinuation due to

AEs occurred in 21% of patients.

Covered Uses:
1. Idiopathic pulmonary fibrosis (IPF)
2. Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-1LD)
3. Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype

Exclusion Criteria: Moderate (Child Pugh B) or severe (Child Pugh C) hepatic impairment

Required Medical Information:
1. Diagnosis
2. Baseline liver function test

Age Restrictions: 18 years of age and older

Prescriber Restrictions: Prescribed by, or in consultation with a Pulmonologist

Coverage Duration: 12 months

Other Criteria:
Coverage of Ofev® is recommended in those who meet the following criteria:

Food and Drug Administration (FDA)-Approved Indications:

1. Systemic Sclerosis-Associated Interstitial Lung Disease. Approve if the patient meets the following criteria:
A. Ofev is being used to slow the rate of decline in pulmonary function in patients with systemic sclerosis-associated

interstitial lung disease (SSc-1LD).

2. ldiopathic Pulmonary Fibrosis (IPF). Approve if the patient meets the following criteria (A and B).

A. At baseline (before therapy initiation), patients have an forced vital capacity (FVC) > 50% of the predicted value;

AND
B. The diagnosis of IPF is confirmed by one of the following (i or ii):
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i.  Findings on high-resolution computed tomography (HRCT) indicates usual interstitial pneumonia (UIP); OR
ii.  Asurgical lung biopsy demonstrates usual interstitial pneumonia (UIP).

3. Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype

A. Ofev is being used to slow the rate of decline in pulmonary function in patients with Chronic Fibrosing Interstitial
Lung Diseases with a Progressive Phenotype
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Policy Revision history

Rev # Type of Change Summary of Change Sections Affected Date

1 New Policy New Policy All 06/01/2016

CClI Adopted EH Policy

CCI P&T Review History:4/15, 11/15, 11/16,

5/17,11/17, 11/18 Covered Uses
CCI P&T Revision History: 5/17 Exclusion Criteria
2 PO“Cy Update Added Covered Uses to match FDA Label, 10/15/2019

Age restrictions
Removed Exclusion Criteria,

Other Criteria
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Added Other Criteria for new diagnosis
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