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Overview 
 

No PA Drugs that require PA † 
Flolan® # (epoprostenol)  
 

  Adcirca® (tadalafil) *  
Adempas® (riociguat)  
Letairis® (ambrisentan) *  
Opsumit® (macitentan)  
Orenitram® (treprostinil tablet)  
Remodulin® (treprostinil injection) * BP  DUAL 
Revatio® (sildenafil 20 mg tablet) *  
Revatio® (sildenafil oral suspension) * BP  
Tadliq® (tadalafil suspension) 
Tracleer® (bosentan) * BP  
Tyvaso® (treprostinil inhalation solution)  
Tyvaso DPI® (treprostinil inhalation powder) 
Veletri® (epoprostenol) * BP  DUAL 
Ventavis® (iloprost) 

 

# This is a brand-name drug with FDA "A"-rated generic equivalents. PA is required for the brand, unless a particular form of 
that drug (for example, tablet, capsule, or liquid) does not have an FDA "A"-rated generic equivalent.  
BP Brand Preferred over generic equivalents. In general, requires a trial of the preferred drug or clinical rationale for 
prescribing the non-preferred drug generic equivalent.  
* A-rated generic available. Both brand and A-rated generic require PA.  
† Although not FDA approved, Viagra® (sildenafil) and Cialis® (tadalafil) have been used off-label in the treatment of 
pulmonary arterial hypertension and are addressed in the Coverage Guidelines. 
DUAL – Drug is available through both pharmacy and medical benefits 
 
Coverage Guidelines 

Plan 
☒ MassHealth UPPL 
☐Commercial/Exchange 

Program Type 
☒ Prior Authorization 
☒ Quantity Limit 
☐ Step Therapy Benefit ☒ Pharmacy Benefit 

☒ Medical Benefit 
Specialty 

Limitations 
These medications have been designated specialty and must be filled at a contracted 
specialty pharmacy. 

Contact 
Information 

Medical and Specialty Medications 
All Plans Phone: 877-519-1908 Fax: 855-540-3693 

Non-Specialty Medications 
All Plans Phone: 800-711-4555 Fax: 844-403-1029 

Exceptions Remodulin® (treprostinil injection) and Veletri® (epoprostenol) are available through 
pharmacy and medical benefits. 
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Authorization may be reviewed on a case by case basis for members who are new to the plan currently receiving 
treatment with requested medication excluding when the product is obtained as samples or via manufacturer’s 
patient assistance programs. 
OR 
Authorization may be granted for members when all the following criteria are met, and documentation is 
provided: 
 
Adcirca® (tadalafil) 
Tadliq® (tadalafil suspension)  

1. Diagnosis of pulmonary arterial hypertension (PAH) 
2. Prescriber is a pulmonologist or cardiologist, or consult notes from a pulmonologist or cardiologist are 

provided  
3. ONE of the following:  

a. Paid claims or physician attestation of inadequate response, adverse reaction, or 
contraindication to sildenafil 20 mg tablets*  

b. Member is treatment naïve, and the requested agent will be used in combination with 
ambrisentan  

4. ONE of the following:  
a. No recent paid pharmacy claims for Adempas® (defined as any paid claim within the last 30 days 

or ≥ 15 days of therapy within the last 30 days)  
b. Agent will not be co-administered with Adempas®  

5. For Tadliq®, ONE of the following: 
a. Member has severe dysphagia AND is currently utilizing only formulations that can easily be 

swallowed (e.g., solutions, suspensions, films, or dispersible tablets)  
b. Member utilizes tube feeding  
c. Member is <13 years of age  
d. Medical necessity for the requested formulation instead of tadalafil tablets  

6. For BRAND NAME ONLY (“no substitutions”) Adcirca®, the above criteria must be met and medical 
records provided documenting an inadequate response or adverse reaction to generic tadalafil (as per 
the Brand Name and Non-Preferred Generic Drug guideline)  

*In pediatric members <18 years old with PAH, a trial of sildenafil may be bypassed due to increased risk of death in children 
treated with Revatio® (sildenafil)  
 
Adempas® (riociguat)  
ONE of the following: 

1. Diagnosis of PAH  
a. Member is ≥ 18 years of age  
b. Prescriber is a pulmonologist or cardiologist, or consult notes from a pulmonologist or 

cardiologist are provided  
c. Paid claims or physician attestation of Inadequate response or adverse reaction to ONE or 

contraindication to BOTH of the following 
i. Tadalafil 
ii. Sildenafil  

d. Requested quantity is ≤ three tablets/day  
a. ONE of the following:  

i. No recent paid pharmacy claims for tadalafil or sildenafil (defined as any paid claim 
within the last 30 days or ≥ 15 days of therapy within the last 30 days)  
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ii. Agent will not be co-administered with a phosphodiesterase-5 inhibitor (tadalafil or 
sildenafil)  

2. Diagnosis of chronic thromboembolic pulmonary hypertension (CTEPH)  
a. Member is >18 years of age  
b. Prescriber is a pulmonologist or cardiologist, or consult notes from pulmonologist or cardiologist 

are provided  
c. ONE of the following: 

i. Persistent/recurrent CTEPH after surgical treatment  
ii. Inoperable CTEPH (surgery not an option)  

d. Requested quantity is ≤ three tablets/day  
e. ONE of the following:  

i. No recent paid pharmacy claims for tadalafil or sildenafil (defined as any paid claim 
within the last 30 days or ≥ 15 days of therapy within the last 30 days)  

ii. Agent will not be co-administered with a phosphodiesterase-5 inhibitor (tadalafil or 
sildenafil)  

 
BRAND NAME Flolan® (epoprostenol)  
Prescriber provides medical records documenting ONE of the following:  

1. Allergic response or adverse reaction to the generic product or history of allergic reaction to the inactive 
ingredients used in the manufacturing process of a certain product  

2. Inadequate response to the generic product  
 
Letairis® (ambrisentan) 

Opsumit® (macitentan)  
Tracleer® (bosentan)  

1. Diagnosis of PAH  
2. If the request is for Tracleer® for suspension, BOTH of the following:  

a. Member is < 13 years of age  
b. Member’s current weight  

3. Prescriber is a pulmonologist or cardiologist, or consult notes from a pulmonologist or cardiologist are 
provided  

4. ONE of the following: 
a. For ambrisentan or Opsumit®, requested quantity is ≤ one tablet/day  
b. For bosentan tablet, requested quantity is ≤ two tablets/day  
c. For Tracleer® for suspension, requested quantity is ≤ four tablets/day  

5. For BRAND NAME ONLY (“no substitutions”) Letairis®, the above criteria must be met and medical 
records provided documenting an inadequate response or adverse reaction to the respective generic 
equivalent (as per the Brand Name and Non-Preferred Generic Drug guideline)  

 
Orenitram® (treprostinil tablet)  
Remodulin® (treprostinil injection) 

Tyvaso® (treprostinil inhalation solution)  
Tyvaso DPI® (treprostinil inhalation powder)  
Ventavis® (iloprost)  

1. Diagnosis of PAH  
2. Prescriber is a pulmonologist or cardiologist, or consult notes from pulmonologist or cardiologist are 

provided  
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3. Paid claims or physician attestation of inadequate response, adverse reaction or contraindication to 
epoprostenol±  

4. For Tyvaso DPI®, medical records documenting an inadequate response, adverse reaction, or 
contraindication to Tyvaso® inhalation solution*  

5. For Ventavis®, requested quantity is ≤ nine ampules/day  
±Trial with epoprostenol may be bypassed if the provider documents one of the following: cognitive or physical issues 
affecting ability to manage intravenous therapy, need for fluid restriction, low health literacy, risk of infection, or history of 
IV drug use.  
*Trial with Tyvaso® inhalation solution may be bypassed if the provider documents that the member is unable to manage 
the use of the inhalation solution due to arthritis or cognitive issues.  
 
Revatio® (sildenafil 20 mg tablet, suspension)  

1. Diagnosis of PAH  
2. Prescriber is a pulmonologist or cardiologist, or consult notes from a pulmonologist or cardiologist are 

provided  
3. ONE of the following:  

a. No recent paid pharmacy claims for Adempas® (defined as any paid claim within the last 30 days 
or ≥ 15 days of therapy within the last 30 days)  

b. Agent will not be co-administered with Adempas®  

4. For sildenafil oral suspension, ONE of the following: 
a. Member has severe dysphagia AND is currently utilizing only formulations that can easily be 

swallowed (e.g., solutions, suspensions, films, or dispersible tablets)  
b. Member utilizes tube feeding  
c. Member is <13 years of age  
d. Medical necessity for the requested formulation instead of sildenafil tablets  

5. For BRAND NAME Revatio® tablet, the above criteria must be met, and medical records provided 
documenting an inadequate response or adverse reaction to generic sildenafil (as per the Brand Name 
and Non-Preferred Generic Drug guideline)  

 
Tyvaso® (treprostinil inhalation solution)  
Tyvaso DPI® (treprostinil inhalation powder)  

1. Diagnosis of pulmonary hypertension interstitial lung disease (PH-ILD)  
2. Prescriber is a pulmonologist or cardiologist, or consult notes from a pulmonologist or cardiologist are 

provided  
3. For Tyvaso DPI®, medical records documenting an inadequate response, adverse reaction, or 

contraindication to Tyvaso® inhalation solution*  
*Trial with Tyvaso® inhalation solution may be bypassed if the provider documents that the member is unable to manage 
the use of the inhalation solution due to arthritis or cognitive issues  
 
Veletri® (epoprostenol) 

1. Diagnosis of PAH  
2. Prescriber is a pulmonologist or cardiologist, or consult notes from a pulmonologist or cardiologist are 

provided  
3. Paid claims or physician attestation of inadequate response, adverse reaction, or contraindication to an 

epoprostenol product available without prior authorization   
 
Off-Label Indications 
Adcirca® (tadalafil) 
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Cialis (tadalafil) 
Revatio® (sildenafil 20 mg tablet) 
Revatio® (sildenafil oral suspension) 
sildenafil (generic for Viagra®) 

1. Diagnosis of Raynaud phenomenon  
2. ONE of the following:  

a. Paid claims or physician attestation of inadequate response, adverse reaction, or 
contraindication to ONE of the following  

i. amlodipine  
ii. nifedipine  
iii. topical nitroglycerin  

b. PDE5 inhibitor is being used for the healing of digital ulcers  
3. For Adcirca®, Cialis®, or tadalafil (generic for Adcirca®), ONE of the following:  

a. Paid claims or physician attestation of inadequate response, adverse reaction, or 
contraindication to sildenafil (generic Revatio®).  

b. Medical necessity for use of the requested agent instead of sildenafil (generic Revatio®) (e.g., 
member requires doses that cannot be achieved with generic Revatio®).  

4. For sildenafil oral suspension, the prescribed dose cannot be obtained from the tablet formulation  
5. For BRAND NAME Adcirca®, Cialis®, or Revatio® tablet the above criteria must be met, and medical 

records provided documenting an inadequate response or adverse reaction to generic sildenafil (as per 
the Brand Name and Non-Preferred Generic Drug guideline)  

 
Continuation of Therapy 
Reauthorization approvals must meet the following diagnostic-specific criteria:  

• PAH, PH-ILD, or CTEPH (except sildenafil oral suspension and tablets):  Resubmission by prescriber will 
infer a positive response to therapy 

 
• PAH (Tadliq® and sildenafil oral suspension): member continues to meet the criteria for use of the 

suspension instead of the tablet formulation as noted by ONE of the following:  
1. Member has severe dysphagia AND is currently utilizing only formulations that can easily be 

swallowed (e.g., solutions, suspensions, films, or dispersible tablets)  
2. Member utilizes tube feeding  
3. Member is <13 years of age  
4. Medical necessity for the requested formulation instead of tablets  

 
• PAH (sildenafil tablet): Resubmission by prescriber will infer a positive response to therapy  

 
• Other Indications: Prescriber provides documentation of positive response or presence of consistent 

claims  
 
Limitations 

1. Initial approvals will be granted for the following durations: 
a. Raynaud Phenomenon: 6 months  
b. All other indications: 12 months 

2. Reauthorization approvals will be granted for 12 months  
3. The following quantity limits apply: 

Adempas® (riociguat)  90 tablets per 30 days 
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Letairis® (ambrisentan) 30 tablets per 30 days 
Opsumit® (macitentan)  30 tablets per 30 days 
Tracleer® (bosentan)  60 tablets per 30 days 
Tracleer® for suspension 120 tablets per 30 days 
Ventavis® (iloprost)  270 ampules per 30 days 

 
Appendix 
Requests for Veletri® (epoprostenol) 
Veletri®(epoprostenol) is not A-rated to Flolan®(epoprostenol); however, the main difference between  
the products is how long the reconstituted product can remain in the refrigerator (up to 8 days for Veletri® 
[epoprostenol] versus up to 48 hours for Flolan®[epoprostenol]). Alternatively, reconstituted Veletri® 
(epoprostenol) solution can be administered immediately at room temperature for 48 to 72 hours  
depending on concentration. In contrast, total storage, and infusion time for Flolan®(epoprostenol) must  
not exceed 48 hours for reconstituted solutions and may require the use of cold packs during infusion 
depending on the duration of refrigeration. 
 
Requests noting that the member does not have access to cold packs for infusion pump can be approved. 
 
References 
1. McLaughlin VV, Archer SL, Badesch DB, Barst RJ, Farber HW, Lindner JR, et al. ACCF/AHA 2009 expert 
consensus document on pulmonary hypertension: a report 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. Circulation. 2009 Apr 28;119(16):2250-94.  
2. Klinger JR, Elliott CG, Levine DJ, Bossone E, Duvall L, Fagan K, et al. Therapy for Pulmonary Arterial 
Hypertension in Adults Update of the CHEST Guideline and Expert Panel Report. Chest. 2019 Mar; 155(3): 565-
586.  
3. Galiè N, Humbert M, Vachiery JL, Gibbs S, Lang I, Torbicki A, et al. 2015 ESC/ERS Guidelines for the diagnosis 
and treatment of pulmonary hypertension: The Joint Task Force for the Diagnosis and Treatment of Pulmonary 
Hypertension of the European Society of Cardiology (ESC) and the European Respiratory Society (ERS), endorsed 
by Association for European Paediatric and Congenital Cardiology (AEPC), International Society for Heart and 
Lung Transplantation (ISHLT). European Heart Journal. Aug 29, 2015.  
4. Hopkins W, Rubin LJ. Treatment of pulmonary arterial hypertension (group 1) in adults: Pulmonary 
hypertension-specific therapy. In: Basow DS (Ed). UpToDate [database on the internet]. Waltham (MA): 
UpToDate; 2021 [cited 2021 Oct 14]. Available from: http://www.utdol.com/utd/index.do.  
5. Tyvaso® [package insert on the Internet]. Research Triangle Park (NC): United Therapeutics Corp.; 2021 Mar 
[cited 2021 Oct 14]. Available from: https://www.tyvaso.com/pdf/TYVASO-PI.pdf.  
6. Tyvaso DPI® [package insert]. Research Triangle Park (NC): United Therapeutics Corp.; 2022 May.  
7. Adcirca® [package insert on the Internet]. Indianapolis (IN): Eli Lilly and Company; 2020 Sep [cited 2020 Dec 
4]. Available from: http://pi.lilly.com/us/adcirca-pi.pdf.  
8. Adempas® [package insert on the Internet]. Whippany (NJ): Bayer HealthCare Pharmaceuticals Inc.; 2021 Sep 
[cited 2021 Oct 13]. Available from: http://labeling.bayerhealthcare.com/html/products/pi/Adempas_PI.pdf.  
9. Flolan® [package insert on the Internet]. Research Triangle Park (NC): GlaxoSmithKline; 2021 Aug [cited 2021 
Oct 13]. Available from: 
https://www.gsksource.com/pharma/content/dam/GlaxoSmithKline/US/en/Prescribing_Information/Flolan/pdf
/FLOLAN-PI-PIL.PDF.  



 

Mass General Brigham Health Plan  7 

10. Letairis® [package insert on the Internet]. Foster City (CA): Gilead Sciences, Inc.; 2019 Aug [cited 2021 Oct 
13]. Available from: 
https://www.gilead.com/~/media/Files/pdfs/medicines/cardiovascular/letairis/letairis_pi.pdf.  
11. Opsumit® [package insert on the Internet]. San Francisco (CA): Actelion Pharmaceuticals US, Inc.; 2021 May 
[cited 2021 Oct 13]. Available from: https://www.janssenlabels.com/package-insert/product-
monograph/prescribing-information/OPSUMIT-pi.pdf.  
12. Orenitram® [package insert on the Internet. Research Triangle Park (NC): United Therapeutics Corp.; 2021 
May [cited 2021 Oct 13]. Available from: https://www.orenitram.com/pdf/Orenitram-Prescribing-
Information.pdf.  
13. Remodulin® [package insert on the Internet]. Research Triangle Park (NC): United Therapeutics Corp.; 2021 
Jul [cited 2021 Oct 13]. Available from: https://www.remodulin.com/files/remodulin-pi.pdf.  
14. Revatio® [package insert on the Internet]. New York (NY): Pfizer Inc.; 2020 Feb [cited 2021 Oct 13]. Available 
from: http://labeling.pfizer.com/ShowLabeling.aspx?id=645.  
15. Tracleer® [package insert on the Internet]. South San Francisco (CA): Actelion Pharmaceuticals, Inc.; 2021 Jan 
[cited 2021 Oct 13]. Available from: https://www.janssenlabels.com/package-insert/product-
monograph/prescribing-information/TRACLEER-pi.pdf.  
16. Uptravi® [package insert]. San Francisco (CA): Actelion; 2021 Jul [cited 2021 Oct 14]. Available from: 
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/UPTRAVI-pi.pdf  
17. Veletri® [package insert on the Internet]. South San Francisco (CA): Actelion; 2018 Dec [cited 2021 Oct 13]. 
Available from: https://www.janssenlabels.com/package-insert/product-monograph/prescribing-
information/VELETRI-pi.pdf.  
18. Ventavis® [package insert on the Internet]. South San Francisco (CA): Actelion Pharmaceuticals, Inc.; 2021 
Jan [cited 2021 Oct 13]. Available from: https://www.janssenlabels.com/package-insert/product-
monograph/prescribing-information/VENTAVIS-pi.pdf.  
19. Galiè N, Barberà JA, Frost AE, Ghofrani HA, Hoeper MM, McLaughlin VV, et al. Initial Use of Ambrisentan plus 
Tadalafil in Pulmonary Arterial Hypertension. N Engl J Med. 2015 Aug 27;373(9):834-44.  
20. Galiè N, Müller K, Scalise AV, Grünig E. PATENT PLUS: a blinded, randomised and extension study of riociguat 
plus sildenafil in pulmonary arterial hypertension. Eur Respir J. 2015 May;45(5):1314-1322.  
21. Drugs@FDA [database on the internet]. Rockville (MD): Food and Drug Administration (US), Center for Drug 
Evaluation and Research; 2020 [cited 2020 Dec 4]. Available from: 
http://www.fda.gov/Drugs/DrugSafety/ucm390876.htm.  
22. Wigley FM. Clinical manifestations and diagnosis of the Raynaud phenomenon. In: Basow DS (Ed). UpToDate 
[database on the internet]. Waltham (MA): UpToDate; 2021 [cited 2021 Nov 30]. Available from: 
http://www.utdol.com/utd/index.do.  
23. Wigley FM. Treatment of Raynaud phenomenon: Initial Management. In: Basow DS (Ed). UpToDate 
[database on the internet]. Waltham (MA): UpToDate; 2021 [cited 2021 Oct 14]. Available from: 
http://www.utdol.com/utd/index.do.  
24. Tadliq® [package insert]. Farmville (NC): CMP Pharma, Inc.; 2022 June.  
25. CMP Pharma, Inc Announces that Tadliq®, the First and Only FDA-approved Liquid Suspension of Tadalafil, is 
Now Available [press release on the Internet]. Farmville (NC): CPM Pharma; 2022 Oct 24 [cited 2022 Dec 13]. 
Available from: https://www.prnewswire.com  
 
Review History  
Reviewed and created for P&T. Matched MH UPPL criteria to be in compliance with Masshealth unified 
formulary requirements. Effective 4/1/23. 
05/10/23 – Reviewed and updated for P&T. Added Tadliq as requiring PA. Reauthorization criteria and approval 
durations were updated. Revatio susp criteria was updated regarding swallowing disorders. Added sildenafil 
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(generic for Viagra) to off-label indication Raynaud phenomenon. Added appendix for Veletri requests. 
References were updated. Effective 6/5/23 
06/14/23 – Reviewed and updated for P&T. Admin update: clarified that Veletri® (epoprostenol) is available 
through both pharmacy and medical benefits. Effective 6/30/23 


