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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Cablivi® (caplacizumab-yhdp) 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1 x Next Review: 6/23 

Pharmacy- Formulary 2 x Date of Origin: 5/19  

Pharmacy- Formulary 3/Exclusive x Review Dates: 3/19, 6/19, 6/20, 6/21, 8/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Cablivi (caplacizumab-yhdp) is a parenteral von Willebrand factor-directed antibody fragment indicated for the 

treatment of adults with acquired thrombotic thrombocytopenic purpura (aTTP), in combination with plasma 

exchange and immunosuppressive therapy. In acquired thrombotic thrombocytopenic purpura (aTTP), 

autoantibodies inhibit activity of the vWF-cleaving protease ADAMTS13 (a disintegrin and metalloproteinase 

with a thrombospondin type 1 motif, member 13), which leads to unrestrained adhesion of vWF to platelets and 

microvascular thrombosis. Caplacizumab targets the A1-domain of von Willebrand factor (vWF) and inhibits the 

interaction between vWF and platelets, thus reducing both vWF-mediated platelet adhesion and platelet 

consumption. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request. Cablivi can be given in the outpatient or inpatient settings (inpatient administration may require 

separate billing arrangements). 

• First intravenous (IV) dose of Cablivi must be administered by a healthcare professional  

• Subsequent subcutaneous (SC) doses of Cablivi: 

o Administered by a healthcare professional will be covered under the medical benefit.  

o Self-administered by the member (or caregiver) will be covered under the pharmacy benefit. 

 

III.  Policy 

 

Coverage for Cablivi will be provided when the following criteria have been met: 

 

A. For initiation of therapy (including IV dose on day 1 and subsequent SC doses while on plasma exchange): 

• Medication is prescribed by, or in consultation with, a hematologist AND 

• Member is at least 18 years of age AND 

• Member has a diagnosis or suspected diagnosis of acquired thrombotic thrombocytopenic purpura 

(aTTP), as evidenced by the following: 

o Member presented with severe thrombocytopenia AND 

o Member presented with microangiopathic hemolytic anemia (MAHA), confirmed by red blood 

cell fragmentation (e.g. schistocytes) on peripheral blood smear AND 

o Testing for ADAMTS13 activity levels has been completed or is in progress AND 
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• Member will be receiving Cablivi in combination with plasma exchange and immunosuppressive therapy 

(e.g. corticosteroids, rituximab, etc). 

 

B. For SC doses after completion of plasma exchange: 

• Medication is prescribed by, or in consultation with, a hematologist AND 

• Member is at least 18 years of age AND 

• The following has been documented for this aTTP occurrence: 

o Cablivi treatment has been initiated for a confirmed diagnosis for aTTP AND 

o Date of last plasma exchange treatment AND 

o Number of Cablivi doses remaining to complete initial treatment course (up to 30 days post 

plasma exchange) AND 

o Member has not had more than 2 recurrences/exacerbations of aTTP while on Cablivi 

therapy (recurrence/exacerbation is defined as thrombocytopenia after initial recovery of 

platelet count that requires reinitiation of daily plasma exchange). 

 

IV. Quantity Limitations 

  

Coverage is available as follows:  

• For section A: 

o Quantities sufficient to allow coverage of initial IV and subsequent SC doses (for the 

duration of plasma exchange).  

• For section B: 

o Quantities sufficient to allow coverage to complete the initial treatment course (up to 30 

days post plasma exchange). 

 

V. Coverage Duration 

 

Coverage duration will be determined on a case-by-case basis (governed by quantities required to complete 

initial treatment course).  

 

VI. Coverage Renewal Criteria 

 

After the member has received Cablivi initial treatment course (in combination with plasma 
exchange/immunosuppressive therapy, and for 30 days beyond the last plasma exchange), coverage can be 
renewed as follows: 

• Approved in 7 day intervals, up to a maximum of 28 total additional days (given consecutively after the 
initial treatment course) based upon the following criteria: 

o Member’s diagnosis of aTTP has been confirmed in the past by suppressed ADAMTS13 activity 
levels AND 

o Member currently has signs of persistent underlying disease (such as ongoing suppressed 
ADAMTS13 activity levels, etc) present after the initial treatment course AND 

o Member has not had more than 2 recurrences/exacerbations of aTTP while on initial therapy 
(recurrence/exacerbation is defined as thrombocytopenia after initial recovery of platelet count 
that requires reinitiation of daily plasma exchange) AND 
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o Member has not experienced unacceptable toxicity from the drug. 
 
VII. Billing/Coding Information 

  

• Cablivi is available as 11mg lyophilized powder for injection in single-dose vials  

• C9047: 1 billing unit = 1 mg 

• Pertinent diagnosis:  

o Thrombotic Microangiopathy: M31.1  

 

VIII. Summary of Policy Changes 

  

• 5/15/19: new policy 

• 8/15/19: no policy changes 

• 8/1/20: updated billing/coding information 

• 8/30/21: no policy changes 

• 10/3/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 
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