
 
 
 
 

 

This clinical policy has been developed to authorize, modify, or determine coverage for individuals with similar conditions. Specific care and treatment may vary 
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contract or guarantee regarding payment or results.  This document may contain prescription brand name drugs that are trademarks of pharmaceutical manufacturers 
that are not affiliated with RxAdvance. 
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Clinical Policy Title: pyrimethamine 

Policy Number: RxA.88 

Drug(s) Applied: Daraprim®, pyrimethamine 

Original Policy Date: 02/07/2020 

Last Review Date: 08/28/2024 

Line of Business Policy Applies to: All Line of Business (except Medicare) 
 

Criteria 
   

I. Initial Approval Criteria   
A. Initial Therapy for Toxoplasmosis Infection – Active Disease (must meet all): 

1. Diagnosis of toxoplasmosis; 
2. Member meets one of the following (a or b): 

a. Age < 18 years; 
b. Trial and failure of ≥ 10 days, or radiological deterioration within 7 days, of 

trimethoprim/sulfamethoxazole (TMP/SMX) at maximum indicated doses, unless contraindicated or 
clinically significant adverse effects are experienced; 

3. Daraprim® is prescribed with one of the following (a or b): 
a. Sulfadiazine or clindamycin or atovaquone or azithromycin, and leucovorin (HIV members). 
b. Sulfonamide (non-HIV members); 

Approval Duration 
All Lines of Business (except Medicare): 56 days 

 
B. Primary Prophylaxis for Toxoplasmosis – Preventing 1st Episode (off-label) (must meet all):  

1. Diagnosis of HIV infection; 
2. Request is for prevention for toxoplasmosis; 
3. Member meets one of the following (a or b):  

a. Age ≥ 6 years: CD4 count < 100 cells/mm3; 
b. Age < 6 years: CD4 cell percentage < 15%; 

4. Seropositive for Toxoplasma gondii IgG; 
5. Member is contraindicated or has experienced clinically significant adverse effects to 

trimethoprim/sulfamethoxazole (TMP/SMX); 
6. Daraprim® is prescribed with leucovorin and dapsone or atovaquone. 
Approval Duration 
All Lines of Business (except Medicare): 6 months 

   
II. Continued Therapy Approval 

A. All Indications in Section I (must meet all):  
1. Auto-approval based on lookback functionality within the past 120 days as a proxy for member 

responding positively to therapy. 
Approval Duration 
All Lines of Business (except Medicare): 12 months 
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Review/Revision History Review/Revised Date P&T Approval Date 
Policy was established 01/2020 02/07/2020 

Updated formatting  04/2020  

Policy was reviewed: 
1. Clinical policy title table was updated. 
2. Drug(s) applied was updated. 
3. Line of Business Policy Applies to was update to 

all lines of business. 
4. Continued Therapy criteria II.A.1 was rephrased 

to "Currently receiving medication that has 
been authorized by RxAdvance..." 

5. Initial approval criteria updated for 
toxoplasmosis infection for 56 days instead of 
“whichever is less….” 

6. References were reviewed and updated. 

02/05/2021 03/09/2021 

Policy was reviewed: 
1. References were reviewed and updated. 

12/08/2021 01/17/2022 

Policy was reviewed: 
1. Initial Approval Criteria, I.B.4: “CD4 count < 

100 cells/mm3” was replaced with Member 
meets one of the following (a or b): CD4 count 

10/04/2022 01/17/2023 
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< 100 cells/mm3; 
a. Age ≥ 6 years: CD4 count < 100 

cells/mm3; 
b. Age < 6 years: CD4 cell percentage < 15%. 

2. Continued Therapy Approval, II.A.2: “Member 
is HIV-infected with CD4 count ≤ 200 
cells/mm3 at any time in the previous 6 
months” was replaced with Member is HIV-
infected with one of the following (a or b): 
a. Age ≥ 6 years: CD4 count ≤ 200 cells/mm3 

at any time in the previous 6 months; 
b. Age < 6 years: CD4 percentage has risen < 

15% from baseline at any time in the 
previous 6 months. 

3. Continued Therapy Approval, II.B.2: “Member 
is HIV-infected with CD4 count ≤ 200 
cells/mm3 at any time in the previous 3 
months” was replaced with Member is HIV-
infected with one of the following (a or b): 
a. Age ≥ 6 years: CD4 count ≤ 200 cells/mm3 

at any time in the previous 3 months; 
b. Age < 6 years: CD4 percentage has risen < 

15% from baseline at any time in the 
previous 3 months. 

4. References were reviewed and updated. 

Policy was reviewed. 10/19/2023 10/19/2023 

Policy was reviewed: 
1. Added generic pyrimethamine to Drug(s) 

Applied. 
2. Removed age restrictions. 
3. Removed prescriber restrictions. 
4. Removed dose restrictions. 
5. Updated Continued therapy approval with 

auto-approval based on lookback functionality 
within the past 120 days. 

6. Removed all other reauthorization 
requirements. 

7. Reauthorization criteria for all the diagnosis 
merged under “All Indications in Section I”.  

8. Updated approval duration verbiage. 
9. References were reviewed and updated. 

08/28/2024 09/13/2024 


	I. Initial Approval Criteria
	II. Continued Therapy Approval
	Approval Duration
	All Lines of Business (except Medicare): 12 months

