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Approved January 2021  

Criteria for approval: 

A.  Treatment of toxoplasmosis  
1. Documentation or confirmed diagnosis of severe acquired toxoplasmosis, 

including toxoplasmic encephalitis 
2. Prescribed by or in consultation with an infectious disease specialist 
3. Documentation that pyrimethamine will be used in combination with 

sulfadiazine or clindamycin and leucovorin per guideline recommendation 
4. For HIV/AIDS patients, documentation that patient has tried and failed or has 

contraindication to trimethoprim-sulfamethoxazole (TMP-SMX) 

B.  Primary prophylaxis for toxoplasmosis in HIV/AIDS  
1. Documentation or confirmed diagnosis of HIV/AIDS 
2. Prescribed by or in consultation with an infectious disease or HIV specialist 
3. Documentation that pyrimethamine will be used in combination with 

sulfadiazine or clindamycin and leucovorin per guideline recommendation 
4. Patient has tested positive for Toxoplasmosis gondii IgG antibodies 
5. Documentation that patient has CD4 count <100 cells/µL 
6. Documentation that patient has tried and failed or has contraindication to 

trimethoprim-sulfamethoxazole (TMP-SMX) 
7. Medication is prescribed in accordance with Food and Drug Administration 

(FDA) established indication and dosing regimens or in accordance with 
medically appropriate off-label indication and dosing according to American 
Hospital Formulary Service, Micromedex, Clinical Pharmacology, Wolters 
Kluwer Lexi-Drugs (Lexicomp), national guidelines, or other peer reviewed 
evidence 

8. Adherence to antiretroviral therapy as evidenced by pharmacy claims history or 
office notes 

Initial Approval:  
Toxoplasmosis, Primary Prophylaxis – 3 months 
Toxoplasmosis, Treatment – 6 weeks 

Continuation of Therapy:  
1. Compliance to prescribed medication as evidenced by pharmacy claims history or 

office notes 
2. Discontinue treatment once CD4 count >200 cells/µL for at least 3 months 

Renewal Approval:  
Toxoplasmosis, Primary Prophylaxis – 3 months 
Toxoplasmosis, Treatment – 6 weeks 
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