
 

Pharmacy Policy Bulletin: J-0203 CSF1R Tyrosine Kinase Inhibitors – 
Commercial and Healthcare Reform 

Number: J-0203 Category: Prior Authorization 

Line(s) of Business: 

☒ Commercial 

☒ Healthcare Reform 

☐ Medicare 

Benefit(s): 
Commercial: 
Prior Authorization (1.): 

1. Miscellaneous Specialty Oral = Yes w/ 

Prior Authorization 

 

Healthcare Reform:  Not Applicable  

Region(s): 

☒ All 

☐ Delaware 

☐ New York 

☐ Pennsylvania 

☐ West Virginia 

Additional Restriction(s): 
None 

Version: J-0203-009 Original Date: 11/06/2019 

Effective Date: 04/25/2025 Review Date: 04/09/2025 
 

Drugs 
Product(s): 

• Turalio (pexidartinib) 

• Romvimza (vimseltinib) 

FDA-
Approved 
Indication(s): 

• Turalio 
o Treatment of adult patients with symptomatic tenosynovial giant cell tumor 

(TGCT) associated with severe morbidity or functional limitations and not 
amenable to improvement with surgery 

• Romvimza 
o Treatment of adult patients with symptomatic TGCT for which surgical 

resection will potentially cause worsening functional limitation or severe 
morbidity 

 

Background: • Turalio is a tyrosine kinase inhibitor that targets colony stimulating factor 1 
receptor (CSF1R). CSF1R overexpression leads to cell proliferation. Turalio 
inhibits the proliferation of cell lines dependent on CSF1R. 

• Romvimza is a kinase inhibitor that blocks the CSF1R. This inhibition reduces 
CSF1R autophosphorylation, leading to decreased numbers and activity of 
tumor-associated macrophages (TAMs), which in turn reduces tumor growth, 
angiogenesis, and metastasis.  

• TGCTs are a group of rare, non-malignant tumors that involve the synovium, 
bursae, and tendon sheath. The tumors do not metastasize but can grow and 
cause damage to surrounding tissue.  

• The functional limitations that are present in TGCT are due to pain, swelling, 
limitation of movement, and may progress to eventual disability.  

• TGCTs can be present in a localized form known as giant cell tumor of the 
tendon sheath (GCTTS) or a diffuse form known as pigmented villonodular 
synovitis. Both localized and diffuse forms are types of TGCT. 

• TGCTs are usually seen between the ages of 25-50 with a median age of 
diagnosis of 40. These tumors can occur in younger children and in the elderly 
population as well. 

• Prescribing Considerations: 
o Turalio has a black box warning for hepatotoxicity. 



 

o Turalio has Risk Evaluation and Mitigation Strategies (REMS) to 
mitigate the risk of serious and potentially fatal liver injury. This 
program requires the following: 

▪ Prescribers must be certified with the program by enrolling and 
completing training. 

▪ Patients must complete and sign an enrollment form for 
inclusion in a patient registry. 

▪ Pharmacies must be certified with the program and must only 
dispense to patients who are authorized to receive Turalio. 

o Turalio and Romvimza carry warnings and precautions for embryo-fetal 
toxicity. 

o Romvimza carries warnings and precautions for hepatotoxicity, 
increased serum creatinine without affecting renal function, and allergic 
reactions to dyes such as yellow No. 5 (tartrazine) and No. 6 (sunset 
yellow).  

o Prior to initiation of Romvimza, patients with hepatotoxicity should have 
liver tests monitored, including AST, ALT, total bilirubin, direct bilirubin, 
ALP and gamma-glutamyl transferase (GGT), twice a month for the first 
two months and once every 3 months for the first year of therapy, and as 
clinically indicated thereafter.  

 

Approval Criteria 

 
I. Initial Authorization  

A. Turalio 
When a benefit, coverage of Turalio may be approved when all of the following criteria are met 
(1., 2., and 3.): 
1. The member is 18 years of age or older. 
2. The member has a diagnosis of symptomatic tenosynovial giant cell tumor (TGCT) (ICD 10: 

M12, M65) associated with severe morbidity or functional limitations. 
3. The member meets one (1) of the following (a. or b.): 

a. The member is not amenable to improvement with surgery. 
b. The member is not a candidate for surgery.  

 
B. Romvimza 

When a benefit, coverage of Romvimza may be approved when all of the following criteria are 
met (1., 2., and 3.): 
1. The member is 18 years of age or older.  
2. The member has a diagnosis of symptomatic TGCT (ICD 10: D21, D48.1, M12, M65).  
3. The prescriber attests that surgical resection may cause one (1) of the following (a. or b.): 

a. Worsening functional limitation 
b. Severe morbidity 

 
II. Reauthorization  

When a benefit, reauthorization of Turalio or Romvimza may be approved when the following 
criterion is met (1.): 
1. The prescriber attests that the member is tolerating therapy and has experienced a therapeutic 

response defined as one (1) of the following (a. or b.): 
a. Disease improvement 
b. Delayed disease progression 

 
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. 
  



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. 

IV. Coverage of oncology drug(s) listed in this policy may be approved on a case-by-case basis per 
indications supported in the most current NCCN guidelines. 

 

Limitations of Coverage 
 

I. 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.  

II. 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 and HCR Plans: If approved, up to a 12 month authorization may be granted. 

 

Automatic Approval Criteria 
 
None 
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