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New Product(s) for Review:             Dossier Provided by Manufacturer:  Yes 
isosorbide dinitrate / hydralazine (BiDil®) - NitroMed, Inc.  
 
 
Available Therapeutic Alternatives 
Preferred/Formulary Non-Preferred/Non-Formulary 
isosorbide dinitrate (Isordil®) [Biovail] 
                                (Dilatrate-SR®) [Schwartz] 

Not applicable 

hydralazine (Apresoline®) [Novartis] Not applicable 
 

Executive Summary  
 

• There is possibly useful evidence that addition of isosorbide dinitrate/hydralazine (BiDil) to 
standard treatment in self-identified black patients with heart failure may increase survival and 
decrease time to first hospitalization.   

• There is not sufficient evidence to conclude isosorbide dinitrate / hydralazine (BiDil) provides 
superior health outcomes in comparison to currently available forms of isosorbide dinitrate and 
hydralazine on the Regence preferred medication list/formulary. 

• The cost of BiDil is significantly greater than the combined cost of its two generically available 
components. 

 
Conclusion 
 
Isosorbide dinitrate/hydralazine (BiDil) is non-formulary/non-preferred because there is no evidence that 
BiDil provides superior health outcomes in comparison to its two generically available components.   

Therapeutic Class ReviewSM 
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 Products1,2 
 

 Drug Product Date of 
FDA 

Approval 

 
FDA Approved Indication(s) 

 
Oral Dose 

 
AWP Cost 
or MAC* 

Potential 
Off-Label Use(s) 

 
isosorbide dinitrate/ 
hydralazine (BiDil) 

  
  6/2005 

 
Adjunct to standard therapy in self-
identified black patients to improve 
survival, to prolong time to hospitalization 
for heart failure, and to improve patient-
reported functional status.   

 
Two possible dosing 
regimens: 

1 tablet TID   
 

2 tablets TID  
 

 
 
 
$202  per mo 
 
$405  per mo 
 
$2.25 per tablet 

 

 
hydralazine 
(Apresoline®) 

 
1/1982 

 
Essential hypertension, alone or in 
combination with other agents. 
 
 

 
Two possible dosing 
regimens: 
1 tablet (50mg)    TID     

 
2 tablets (100mg) TID    

 
 
 
 

 
 
 
$30 per mo 
 
$60 per mo 
 
 
 
25mg  ~ $0.27 
per  tablet 
 
50mg ~ $0.33 
per  tablet 

 
Afterload reduction in 
the treatment of 
congestive heart 
failure (CHF), severe 
aortic insufficiency, 
and after valve 
replacement.  
 
 

 
isosorbide dinitrate  
(Isordil®) 

 
7/1988 

 

 
Prophylaxis and long-term management of 
recurrent angina prior to events likely to 
provoke an attack. 
 
 
 
 

 
Two possible dosing 
regimens: 
  1 tablet TID  

 
  2 tablets TID  

 
 
 
$ 2.70 per mo 
 
$ 5.40 per mo 
 
 
20mg ~ $0.03 
per tablet 

 
Reduce cardiac 
workload in patients 
with acute MI and in 
CHF. 
 

         *AWP (average wholesale price) based on First Data Bank as of 9/2005 for 1 month of therapy. 
        MAC (Maximum Allowable Cost)  based on The Regence Group maximum allowable cost as of 9 /05 for 1 month of therapy 
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