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Reference number(s) 

280-A 

Initial Prior Authorization 

Sporanox Oral Capsules 

Products Referenced by this Document 
Drugs that are listed in the following table include both brand and generic and all dosage forms and 

strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise 

stated. 

Brand Name Generic Name Dosage Form 

Sporanox itraconazole oral capsules 

Indications 

FDA-approved Indications 

Sporanox (itraconazole) Capsules are indicated for the treatment of the following fungal infections in 

immunocompromised and non-immunocompromised patients: 

 Blastomycosis, pulmonary and extrapulmonary 

 Histoplasmosis, including chronic cavitary pulmonary disease and disseminated, non-

meningeal histoplasmosis, and 

 Aspergillosis, pulmonary and extrapulmonary, in patients who are intolerant of or who are 

refractory to amphotericin B therapy. 

Specimens for fungal cultures and other relevant laboratory studies (wet mount, histopathology, serology) 

should be obtained before therapy to isolate and identify causative organisms. Therapy may be instituted 

before the results of the cultures and other laboratory studies are known; however, once these results 

become available, antiinfective therapy should be adjusted accordingly. 

Sporanox Capsules are also indicated for the treatment of the following fungal infections in non-

immunocompromised patients: 

 Onychomycosis of the toenail, with or without fingernail involvement, due to dermatophytes 

(tinea unguium), and 

 Onychomycosis of the fingernail due to dermatophytes (tinea unguium). 
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Prior to initiating treatment, appropriate nail specimens for laboratory testing (KOH preparation, fungal 

culture, or nail biopsy) should be obtained to confirm the diagnosis of onychomycosis. 

Compendial Uses 

Coccidioidomycosis2,3 

Coccidioidomycosis prophylaxis in HIV infection2,3 

Cryptococcosis2,3 

Histoplasmosis prophylaxis in HIV infection2,3 

Invasive fungal infection prophylaxis in liver transplant patients3 

Invasive fungal infection prophylaxis in patients with hematologic malignancies3 

Invasive fungal infection prophylaxis in patients with chronic granulomatous disease3 

Microsporidiosis2 

Talaromycosis (formerly Penicilliosis)2 

Pityriasis versicolor/Tinea versicolor3 

Sporotrichosis2,3 

Tinea corporis, Tinea cruris, Tinea capitis, Tinea manuum, Tinea pedis3 

Primary Therapy for Allergic Bronchopulmonary Aspergillosis, in combination with systemic 

corticosteroids2,3,4 

Primary Therapy for Chronic Cavitary Pulmonary Aspergillosis2,3,4 

Coverage Criteria 
Authorization may be granted for the requested drug when ALL of the following criteria are met: 

 The requested drug is NOT being used in a footbath 

 The patient meets ONE of the following: 

 The requested drug is being prescribed for ANY of the following: 

 Pityriasis versicolor 

 Tinea versicolor 

 Onychomycosis due to dermatophytes (Tinea unguium) confirmed by a fungal 

diagnostic test (e.g., potassium hydroxide [KOH] preparation, fungal culture, or 

nail biopsy) 

 Histoplasmosis prophylaxis in HIV infection 

 Coccidioidomycosis prophylaxis in HIV infection 

 Invasive fungal infection prophylaxis in a patient with chronic granulomatous disease 

 Primary therapy for chronic cavitary pulmonary aspergillosis 
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 Blastomycosis 

 Histoplasmosis 

 Primary therapy for allergic bronchopulmonary aspergillosis, in combination with 

systemic corticosteroids 

 Aspergillosis in a patient intolerant of or refractory to amphotericin B therapy 

 Coccidioidomycosis 

 Cryptococcosis 

 Sporotrichosis 

 Talaromycosis (formerly Penicilliosis) 

 Microsporidiosis 

 Invasive fungal infection prophylaxis in a liver transplant patient 

 Invasive fungal infection prophylaxis in a patient with a hematologic malignancy  

 The requested drug is being prescribed for ANY of the following: Tinea corporis, Tinea 

cruris, Tinea capitis, Tinea manuum, Tinea pedis and the following criteria is met: 

 The patient experienced an inadequate treatment response, intolerance, or has a 

contraindication to ANY of the following: fluconazole, griseofulvin, terbinafine 

Duration of Approval (DOA) 
 280-A: 

 Pityriasis versicolor, Tinea versicolor, Onychomycosis due to dermatophytes (Tinea unguium), 

Tinea corporis, Tinea cruris, Tinea capitis, Tinea manuum, Tinea pedis: DOA: 3 months 

 Blastomycosis, Primary therapy for allergic bronchopulmonary aspergillosis, 

Aspergillosis, Coccidioidomycosis, Cryptococcosis, Sporotrichosis, Talaromycosis 

(formerly Penicilliosis),  Microsporidiosis, Invasive fungal infection prophylaxis in a liver 

transplant patient, Invasive fungal infection prophylaxis in a patient with a hematologic 

malignancy: DOA: 6 months 

 Histoplasmosis, Histoplasmosis prophylaxis in HIV infection, Coccidioidomycosis 

prophylaxis in HIV infection, Invasive fungal infection prophylaxis in a patient with 

chronic granulomatous disease, Primary therapy for chronic cavitary pulmonary 

aspergillosis: DOA: 12 months 
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1 

 

Is the requested drug being used in a footbath? 

[If Yes, then no further questions. If No, then go to 2.] 

 

Yes 

 

No 

 

2 

 

Is the requested drug being prescribed for any of the following: A) Pityriasis 

versicolor, B) Tinea versicolor, C) Onychomycosis due to dermatophytes (Tinea 

unguium) confirmed by a fungal diagnostic test (e.g., potassium hydroxide 

[KOH] preparation, fungal culture, or nail biopsy)? 

[If Yes, then no further questions. If No, then go to 3.] 

 

Yes 

 

No 

 

3 

 

Is the requested drug being prescribed for any of the following: A) Tinea 

corporis, B) Tinea cruris, C) Tinea capitis, D) Tinea manuum, E) Tinea pedis? 

[If Yes, then go to 4. If No, then go to 5.] 

 

Yes 

 

No 

 

4 

 

Has the patient experienced an inadequate treatment response, intolerance or 

does the patient have a contraindication to any of the following: A) fluconazole, 

B) griseofulvin, C) terbinafine? 

[No further questions] 

 

Yes 

 

No 

 

5 

 

Is the requested drug being prescribed for any of the following: A) 

Histoplasmosis, B) Histoplasmosis prophylaxis in HIV infection, C) 

Coccidioidomycosis prophylaxis in HIV infection, D) Invasive fungal infection 

prophylaxis in a patient with chronic granulomatous disease, E) Primary therapy 

for chronic cavitary pulmonary aspergillosis? 

[If Yes, then no further questions. If No, then go to 6.] 

 

Yes 

 

No 

 

6 

 

Is the requested drug being prescribed for any of the following: A) 

Blastomycosis, B)  Primary therapy for allergic bronchopulmonary aspergillosis, 

in combination with systemic corticosteroids, C) Aspergillosis in a patient 

intolerant of or refractory to amphotericin B therapy, D) Coccidioidomycosis, E) 

Cryptococcosis, F) Sporotrichosis, G) Talaromycosis (formerly Penicilliosis), H) 

Microsporidiosis, I) Invasive fungal infection prophylaxis in a liver transplant 

patient, J) Invasive fungal infection prophylaxis in a patient with a hematologic 

malignancy? 

[No further questions] 

 

Yes 

 

No 

 

 

 

Mapping Instructions 

 Yes No DENIAL REASONS 

1. Deny 

 

Go to 2 

 

We have denied your request because your plan does not cover 

this drug for use in a footbath. We reviewed the information we 

had. Your request has been denied. Your doctor can send us any 
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new or missing information for us to review. For this drug, you may 

have to meet other criteria. You can request the drug policy for 

more details. You can also request other plan documents for your 

review. 

 

[Short Description: Exclusion] 

 

 

2. Approve, 3 

Months 

 

Go to 3 

 

 

 

3. Go to 4 

 

Go to 5 

 

 

 

4. Approve, 3 

Months 

 

Deny 

 

Your plan only covers this drug if you have tried other drugs and 

they did not work well for you. We have denied your request 

because: A) You have not tried fluconazole, griseofulvin, or 

terbinafine and B) You do not have a medical reason not to take 

them. We reviewed the information we had. Your request has been 

denied. Your doctor can send us any new or missing information 

for us to review. For this drug, you may have to meet other criteria. 

You can request the drug policy for more details. You can also 

request other plan documents for your review. 

 

[Short Description: Step therapy] 

 

 

5. Approve, 12 

Months 

 

Go to 6 

 

 

 

6. Approve, 6 

Months 

 

Deny 

 

Your plan only covers this drug when it is used for certain health 

conditions. Covered use is for treating or preventing specific fungal 

infections. Your plan does not cover this drug for your health 

condition that your doctor told us you have. We reviewed the 

information we had. Your request has been denied. Your doctor 

can send us any new or missing information for us to review. For 

this drug, you may have to meet other criteria. You can request the 

drug policy for more details. You can also request other plan 

documents for your review. 

 

[Short Description: Diagnosis] 
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