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PRIOR AUTHORIZATION CRITERIA 
DRUG CLASS   SILDENAFIL INJECTION 
 
BRAND NAME  REVATIO   
(generic)   (sildenafil intravenous solution) 
 
  sildenafil intravenous solution 
 
                                                                                                                                             
Status:  CVS Caremark Criteria        MDC  
Type:  Initial Prior Authorization       Ref # 1289-A 

 
FDA-APPROVED INDICATION1  
Revatio/sildenafil is indicated for the treatment of pulmonary arterial hypertension (PAH) (WHO Group 1) to improve 
exercise ability and delay clinical worsening. 
 
Studies establishing effectiveness included predominantly patients with New York Heart Association (NYHA) Functional 
Class II to III symptoms and etiologies of primary pulmonary hypertension (71%) or pulmonary hypertension associated 
with connective tissue disease (25%). 
 

CRITERIA FOR APPROVAL 
 

1  Does the patient have a diagnosis of pulmonary arterial hypertension (PAH) (World Health 
Organization [WHO] Group 1)? 
[If no, no further questions.] 
 

Yes No 

2  Has pulmonary arterial hypertension (PAH) been confirmed by right heart catheterization?   
[If no, no further questions.] 
 

Yes No 

3  Was the patient recently receiving the oral formulation of the requested drug and is now 
temporarily unable to take oral medications? 
 

Yes No 

 

Guidelines for Approval 

Duration of Approval 1 month 

Set 1: PAH 

Yes to question(s) No to question(s) 

1 None 

2  

3  

 

Internal Use Only – Mapping Instructions 

 Yes No 

1.  Go to 2 Deny 

2.  Go to 3 Deny 

3.  Approve, 1 month Deny 
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RATIONALE 

These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which 

are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved 

compendia. 
 
The intent of the criteria is to ensure that patients follow selection elements noted in labeling and/or practice guidelines in 
order to decrease the potential for inappropriate utilization.   
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