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CRX-ALL-0572-20 

Reblozyl (luspatercept) 
 

Override(s) Approval Duration 

Prior Authorization For β-thalassemia, myelodysplastic 
syndromes with ring sideroblasts (MDS-RS), 
myelodysplastic/myeloproliferative neoplasm 
with ring sideroblasts and thrombocytosis 
(MDS/MPN-RS-T): 
 
Initial Requests: 6 months 
Maintenance Requests: 1 year 

 

 

Medications Dosing Limit 

Reblozyl 25 mg, 75 mg vial 1.75 mg/kg per 3 weeks 

 
 
APPROVAL CRITERIA 
 

Requests for Reblozyl (luspatercept) for β-thalassemia may be approved if the following criteria 
are met: 
 

I. Individual is 18 years of age or older; AND 
II. Individual has a diagnosis of beta thalassemia or hemoglobin E beta (E/β)-thalassemia; 

AND 
III. Individual required regular red blood cell transfusions at initiation, defined as both of the 

following (NCT02604433): 
A. Individual received six to twenty (6-20) RBC units in the last 24 weeks; AND 
B. Individual had no transfusion-free period greater than 35 days in the last 24 weeks;  

AND 
IV. Individual has a baseline hemoglobin (Hgb) level less than or equal to 11 g/dL. 

 
Reblozyl (luspatercept) for β-thalassemia may not be approved for the following: 
 

I. Individual has a diagnosis of sickle beta thalassemia (S/β-thalassemia); OR 
II. Individual has a diagnosis of alpha (α)-thalassemia; OR 

III. Individual has a platelet count greater than 1000 x 109/L; OR 
IV. History of deep vein thrombosis (DVT) or stroke within the last 24 weeks; OR 
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V. Use beyond 9 weeks of treatment (i.e., administration of consecutive 3 doses) in the 
absence of response (response defined as decrease in transfusion burden from 
baseline) at maximum dose level (i.e., 1.25 mg/kg every 3 weeks) 
. 

 

 
 
Requests for Reblozyl (luspatercept) MDS-RS or MDS/MPN-RS-T may be approved if the 
following criteria are met: 

 
I. Individual is 18 years of age or older; AND 
II. Individual has one of the following (A or B) (Label, NCCN 2A):   

A. Individual has a diagnosis very low to intermediate risk MDS-RS greater than or 
equal to 15% (or ring sideroblasts 5% to 14% with an SF3B1 mutation);  AND 
1. Individual meets one of the following criteria: 

a. Serum erythropoietin (EPO) level of greater than 500 mU/mL; OR 
b. Serum EPO level of less than or equal to 500 mU/mL following no response 

to combination treatment with erythropoiesis-stimulating agent (ESA) and 
granulocyte-colony stimulating factor (G-CSF); OR 

B. Individual has a diagnosis of MDS/MPN-RS-T with all of the following: 
1. Ring sideroblasts greater than or equal to 15% (WHO 2017); AND 
2. Thrombocytosis (defined as platelets greater than or equal to 450 x109/L) (WHO 

2017); AND 
3. Insufficient response to ESAs; AND 

III. Individual has required regular red blood cell transfusions of two (2) or more RBC units 
over eight (8) weeks in the last 16 weeks; AND 

IV. Individual has a baseline hemoglobin (Hgb) level less than or equal to 11 g/dL. 
 
 

Reblozyl (luspatercept) for MDS-RS or MDS/MPN-RS-T may not be approved for the following: 
 

I. Individual has unresolved iron deficiency (defined as serum ferritin less than or equal to 
15µg/L, or transferrin saturation less than or equal to 20%) (NCT02631070); OR 

II. Use beyond 9 weeks of treatment (i.e., administration of consecutive 3 doses) in the 
absence of response (response defined as decrease in transfusion burden from 
baseline) at maximum dose level (i.e., 1.75 mg/kg every 3 weeks). 

 
 
Requests for Reblozyl (luspatercept) may not be approved when the above criteria are not met 
and for all other indications. 
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