
 

 

Pharmacy Policy Bulletin: J-0802 Daraprim (pyrimethamine) – Commercial and 
Healthcare Reform 

Number: J-0802 Category: Prior Authorization 

Line(s) of Business: 

☒ Commercial 

☒ Healthcare Reform 

☐ Medicare 

Benefit(s): 
Commercial (1.): 

1. Other Managed Prior Authorization = 
Yes w/ PA 
 

Healthcare Reform: Not Applicable  

Region(s): 

☒ All 

☐ Delaware 

☐ New York 

☐ Pennsylvania 

☐ West Virginia 

Additional Restriction(s): 
None 

Version: J-0802-009 Original Date: 11/07/2018 

Effective Date: 02/14/2025 Review Date: 01/29/2025 
 

Drugs 
Product(s): 

• Daraprim (pyrimethamine) 

FDA-
Approved 
Indication(s): 

• Treatment of toxoplasmosis when used conjointly with a sulfonamide, since 
synergism exists with this combination 

 

Background: • Daraprim is a folic acid antagonist highly selective for plasmodia and 
Toxoplasma gondii. In theory, the decrease in nucleic acid precursors hinders 
the growth of susceptible parasites.  

• Daraprim has long been used as a treatment for toxoplasmosis and malaria. 
However, the advent of newer and safer alternatives, such as trimethoprim-
sulfamethoxazole (TMP-SMX) and chloroquine, has decreased utilization of 
Daraprim.  

• The use of Daraprim for the treatment or prophylaxis of malaria is no longer 
recommended by the CDC.  

• Prescribing Considerations: 
o It is strongly recommended that patients concurrently take folic acid 

while receiving Daraprim.  
o For the treatment of toxoplasmosis, Daraprim should be given 

synergistically with a sulfonamide (e.g., sulfadiazine).  
o Pregnant patients are recommended to receive leucovorin (folinic acid) 

while receiving Daraprim for the treatment of toxoplasmosis.  

 

Approval Criteria 
 

I. Initial Authorization 
 
A. Toxoplasmosis gondii Infection 

When a benefit, coverage of Daraprim (pyrimethamine) may be approved when one (1) of the 
following criteria are met (1. or 2.): 
1. The member has a diagnosis of Toxoplasmosis gondii infection (ICD-10: B58), classified as 

acute, and meets the following criterion (a.): 



 

 

a. If the request is for brand Daraprim, the member has experienced therapeutic failure or 

intolerance to generic pyrimethamine. 

2. The member meets one (1) of the following criteria (a. or b.): 
a. The member will be using Daraprim (pyrimethamine) for primary prophylaxis of 

Toxoplasmosis gondii infection (ICD-10: B58) and meets all of the following criteria (i. 
through iv.):  
i. The member has a CD4 count < 100 cells/mm3. 
ii. The member is Toxoplasma IgG positive. 
iii. The member has experienced therapeutic failure, intolerance, or contraindication to 

trimethoprim-sulfamethoxazole (TMP-SMX). 
iv. If the request is for brand Daraprim, the member has experienced therapeutic 

failure or intolerance to generic pyrimethamine. 
b. The member will be using Daraprim (pyrimethamine) for secondary prophylaxis/chronic 

maintenance of Toxoplasmosis gondii infection (ICD-10: B58) to prevent relapse and 
meets all of the following criteria (i. and ii.): 
i. The member has a CD4 count < 200 cells/mm3. 
ii. If the request is for brand Daraprim, the member has experienced therapeutic 

failure or intolerance to generic pyrimethamine. 
 
B. Cystoisosporiasis (isosporiasis) 

When a benefit, coverage of Daraprim (pyrimethamine) may be approved when all of the 
following criteria are met (1., 2., and 3.):  
1. The member meets one (1) of the following criteria (a. or b.): 

a. The member has a diagnosis of acute cystoisosporiasis infection. (ICD-10: A07.3) 
b. The member will be using Daraprim (pyrimethamine) for secondary prophylaxis/chronic 

maintenance of cystoisosporiasis infection (ICD-10: A07.3) and meets the following 
criterion (i.): 
i. The member has a CD4 count < 200 cells/mm3. 

2. The member has experienced therapeutic failure, contraindication, or intolerance to 
trimethoprim-sulfamethoxazole (TMP-SMX). 

3. If the request is for brand Daraprim, the member has experienced therapeutic failure or 
intolerance to generic pyrimethamine. 
 

C. Pneumocystis jirovecii Pneumonia 
When a benefit, coverage of Daraprim (pyrimethamine) may be approved when all of the 
following criteria are met (1. through 5.):  
1. The member has a diagnosis of HIV. (ICD-10: B20) 
2. The member will be using Daraprim (pyrimethamine) for primary prophylaxis of 

Pneumocystis jirovecii pneumonia. (ICD-10: B59) 
3. The member has a CD4 count < 200 cells/mm3. 
4. The member has experienced therapeutic failure, contraindication, or intolerance to 

trimethoprim-sulfamethoxazole (TMP-SMX). 
5. If the request is for brand Daraprim, the member has experienced therapeutic failure or 

intolerance to generic pyrimethamine. 
 
II. Reauthorization 

When a benefit, reauthorization of Daraprim (pyrimethamine) may be approved when the following 
criterion is met (A.): 
A. The prescriber attests that the member has experienced positive clinical response to therapy.  
 

III. An exception to some or all of the criteria above may be granted for select members and/or 
circumstances based on state and/or federal regulations. 

 

Limitations of Coverage 
 



 

Pharmacy policies do not constitute medical advice, nor are they intended to govern physicians' prescribing or the practice of medicine. They 
are intended to reflect the plan's coverage and reimbursement guidelines. Coverage may vary for individual members, based on the terms of 
the benefit contract. 
 
The plan retains the right to review and update its pharmacy policy at its sole discretion. These guidelines are the proprietary information of 
the plan. Any sale, copying or dissemination of the pharmacy policies is prohibited; however, limited copying of pharmacy policies is 
permitted for individual use. 

I. When used for the treatment of Toxoplasmosis gondii infection, Daraprim (pyrimethamine) should 
be given in conjunction with a sulfonamide.  

II. Coverage of drug(s) addressed in this policy for disease states outside of the FDA-approved 
indications should be denied based on the lack of clinical data to support effectiveness and safety in 
other conditions unless otherwise noted in the approval criteria. 

III. For Commercial or HCR members with a closed formulary, a non-formulary product will only be 
approved if the member meets the criteria for a formulary exception in addition to the criteria 
outlined within this policy. 

 

Authorization Duration 

 

• Commercial Plans: If approved, up to a 12 month authorization may be granted. 

 

Automatic Approval Criteria 
 

None 
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