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Proprietary Name:  Oravig™ 
 
Common Name: Miconazole 
 
PDL Category:  Antifungals- Assorted 
 

 
Comparable Products                                                        Preferred Drug List Status 
Clotrimazole Troche Preferred with Conditions  
Nystatin Suspension           Preferred                                                                    
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Indications and Usage: Azole antifungal indicated for the local treatment of oropharyngeal candidiasis (OPC), commonly 
know as thrush, in adults. 1 
 
Mechanism of Action: Miconazole inhibits the enzyme cytochrome P450 14α-demethylase which leads to inhibition 
of ergosterol synthesis, an essential component of the fungal cell membrane.1 
 
Dosage Forms: Buccal Tablets: 50mg1 
 
Recommended Dosage: Application of one 50 mg buccal tablet to the gum region once daily for 14 consecutive days. 
The buccal tablet should not be crushed, chewed, or swallowed.1      
 
Common Adverse Drug Reactions:  Diarrhea, nausea, headache, dysgeusia, upper abdominal pain, vomiting.1    
 
Contraindications: Known hypersensitivity to miconazole, milk protein concentrate, or any other component of the 
product.1        
 
Manufacturer: Par Pharmaceutical, Inc. 
 
Analysis: Oravig™ is a once daily oral antifungal treatment for adult patients diagnosed with thrush. Oravig™ is supplied 
as a buccal tablet designed to be dissolved in the gum region and does not interfere with eating and drinking activities. In 
the trials used to gain FDA approval, Oravig™ was compared with clotrimazole troches and miconazole oral gel. In a trial 
with HIV infected patients, Oravig™ was compared with clotrimazole troches. Clinical cure, defined as complete 
resolution of signs and symptoms of OPC at the test of cure (TOC) visit, was 60.7% for Oravig™ and 65.2% for 
clotrimazole troches. Mycological cure, defined as eradication of candida species at TOC, was 27.2% for Oravig™ and 
24.7% for clotriamzole troches. A second trial, including cancer patients, compared Oravig™ and miconazole oral gel. 
Success rates of treatment, defined as a complete (complete disappearance of candidiasis lesions) or partial response 
(improvement by at least 2 points of the score for extent of oral lesion compared with the score at day 1) was reported in 
53.4% of the Oravig arm and 46.6% of the Miconazole oral gel arm. Mycological cure was reported in 44.6% of the 
Oravig arm and 53.4% of the Miconazole oral gel arm. Preferred alternatives are available on the Preferred Drug List 
with similar clinical efficacy and are more cost effective. It is recommended that Oravig™ be added to the Preferred Drug 
List as a non-preferred drug with conditions.  
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     1. Oravig™ [package insert]. Woodcliff Lake, NJ: Par Pharmaceutical, Inc.; 2010. 
 


