Version 1.0

Johns Hopkins HealthCare LLC Policy Number MMDP056
i Phar.macy Public .. Effective Date 06/01/2022
o Medical Management Drug Policies
Review Date 04/20/2022
JOHNS HOPKINS
i ESD UL C 1GNRE Subject Revision Date 04/20/2022
JOHMS HOEKINS Remodulin, generic treprostinil injection
Page 1of 3
This document applies to the following Participating Organizations:
US Family Health Plan
Keywor ds: Remodulin
Table of Contents Page Number
l. POLICY 1
Il. POLICY CRITERIA 1
1. AUTHORIZATION PERIOD/LIMITATIONS 2
V. EXCLUSIONS 2
V. RECOMMENDED DOSAGE 2
V1. CODES 2
VII. REFERENCES 2
VIIl. APPROVALS 3

. POLICY

A. Remodulin (treprostinil injection) and its generic formulation will require prior authorization for medical benefit coverage
to ensure appropriate use. The process for initiating a prior authorization request can be found in policy PHARM 20.

[1.POLICY CRITERIA
A. Generic treprostinil may be approved for patients who meet the following:
1. Documentation has been submitted showing the following:

a.  Patient has pulmonary arterial hypertension (PAH) that is defined as WHO Group 1, evidenced by a diagnosis

of one of the following:
. Idiopathic PAH
. Heritable PAH
. Drug- and toxin-induced PAH
. PAH associated with one of the following:
. Connective tissue diseases
. HIV infection
. Portal hypertension
. Congenital heart diseases
. Schistosomiasis
. PAH that has responded long-term to calcium channel blockers
. PAH with overt features of venous/capillaries (PV OD/PCH) involvement
. Persistent pulmonary hypertension of the newborn syndrome
b. PAH was confirmed by one of the following:
. Pretreatment right heart catheterization with all of the following results:
. mPAP >20 mmHg

*  PCWP< 15 mmHg
. PVR # 3 Wood units
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. Doppler echocardiogram (if the patient is less than one year of age, and right heart catheterization cannot
be performed)
B. Brand Remodulin may be approved for the following
1. Patient meetstheinitial coverage criterialisted above for the generic product
2. Documentation has been submitted showing the patient has hypersensitivity to the generic, or provider hasaclinica
justification as to why the patient cannot use the generic product

1. AUTHORIZATION PERIOD/LIMITATIONS
A. Approva will be granted for the term of enrollment

V. EXCLUSIONS

A. Remodulin will not be covered for the following:
1. Anyindications or usesthat are not FDA-approved, or guideline-supported

V.RECOMMENDED DOSAGE
Please refer to the FDA-approved prescribing information for indication-specific dosing details.

V1. CODES
CPT Copyright 2013 American Medical Association. All rights reserved. CPT is aregistered trademark of the American
Medical Association.

Note: The following CPT/HCPCS codes are included below for informational purposes. Inclusion or exclusion of a CPT/
HCPCS code(s) below does not signify or imply member coverage or provider reimbursement. The member's specific benefit
plan determines coverage.

Medication HCPCS/CPT Code
Injection, treprotinil, 1 mg J3285

VIlI. REFERENCES

1.  Remodulin [prescribing information]. Research Triangle Park, NC: United Therapeutics Corp.; July 2021.

2. Treprostinil [prescribing information]. Princeton, NJ: Sandoz, Inc.; April 2019.

3. Chin KM, Rubin LJ. Pulmonary arterial hypertension. JAm Coll Cardiol. 2008;51(16):1527-1538.

4. McLaughlin VV, Archer SL, Badesch DB, et al. ACCF/AHA 2009 expert consensus document on pulmonary
hypertension areport of the American College of Cardiology Foundation Task Force on Expert Consensus
Documents and the American Heart Association developed in collaboration with the American College of Chest
Physicians; American Thoracic Society, Inc.; and the Pulmonary Hypertension Association. JAm Coll Cardiol.
2009;53(17):1573-1619.

5. Badesch DB, Champion HC, Gomez-Sanchez MA, et a. Diagnosis and assessment of pulmonary arterial hypertension. J
Am Coll Cardiol. 2009;54:S55-S66.

© Copyright 2022 by The Johns Hopkins Health System Corporation and/or The Johns Hopkins University



Version 1.0

Johns Hopkins HealthCare LLC Policy Number MMDP056
i Pharmacy Public
& . y - Effective Date 06/01/2022
b Medical Management Drug Policies
i ESD UL C 1GNRE Subject Revision Date 04/20/2022
JOHMS HOEKINS Remodulin, generic treprostinil injection Page 2 or 3

10.

11.

12.

13.

Simonneau G, Robbins IM, Beghetti M, et a. Updated clinical classification of pulmonary hypertension. Am Coll
Cardiol. 2013;62:D34-3A41.

Rubin LJ; American College of Chest Physicians. Diagnosis and management of pulmonary arterial hypertension: ACCP
evidence-based clinical practice guidelines. Chest. 2004;126(1 Suppl):7S-10S.

Barst RJ, Gibbs SR, Ghofrani HA, et al. Updated evidence-based treatment algorithm in pulmonary arterial hypertension.
JAm Coll Cardiol. 2009;54:S78-S84.

Taichman DB, Ornelas J, Chung L, et al. Pharmacol ogic therapy for pulmonary arterial hypertension in adults. CHEST
guideline and expert panel report. Chest. 2014;46(2):449-475.

Abman, SH, Hansmann G, Archer SL, et al. Pediatric pulmonary hypertension: guidelines from theAmerican Heart
Association and American Thoracic Society. Circulation. 2015;132(21):2037-99.

Klinger, JR., Elliott, CG, Levine, DJ, et al. Therapy for Pulmonary Arterial Hypertension in Adults: Update of the
CHEST Guidelines and Expert Panel Report. Chest. 2019:155(3): 565-586.

Galie, N., McLaughlin, VV, Rubin, LJ, Simonneau, G. An overview of the 6th World Symposium onPulmonary
Hypertension. Eur Respir J 2019; 53: 1802148; DOI: 10.1183/13993003.02148-2018. Published 24 January 2019.
Simonneau G, Montani D, Celermajer DS, et al. Haemodynamic definitions and updated clinical classification of
pulmonary hypertension. Eur Respir J 2019;53:1801913; doi:10.1183/13993003.01913-2018.

VIIl. APPROVALS

Signature on fileat JHHC

DATE OF REVISION SUMMARY OF CHANGE

04/20/2022 Policy Creation

Review Dates; 04/20/2022

Revision Dates:

© Copyright 2022 by The Johns Hopkins Health System Corporation and/or The Johns Hopkins University



