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SPECIALTY GUIDELINE MANAGEMENT 

 
ENJAYMO (sutimlimab-jome) 

  
 
POLICY 
 

I. INDICATIONS 
 

The indications below including FDA-approved indications and compendial uses are considered a covered 
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed 
therapy. 

 
FDA-Approved Indication 

Enjaymo is indicated for the treatment of hemolysis in adults with cold agglutinin disease (CAD). 
 

All other indications are considered experimental/investigational and not medically necessary. 
 

 
II. DOCUMENTATION 

 
Submission of the following information is necessary to initiate the prior authorization review: 
A. For initial requests: chart notes, medical records or test results documenting:  

1. Lactate dehydrogenase (LDH) level above the upper limit of normal and haptoglobin level below the 
lower limit of normal 

2. Positive polyspecific direct antiglobulin test (DAT) result 
3. Monospecific DAT result strongly positive for C3d 
4. Cold agglutinin titer of 1:64 or higher measured at 4°C 
5. DAT result for IgG of 1+ or less 
6. Secondary CAD has been ruled out (e.g., cold agglutinin syndrome secondary to infection, 

rheumatologic disease, or active hematologic malignancy) 
B. For continuation requests: Chart notes or medical record documentation supporting positive clinical 

response. 
 

III. CRITERIA FOR INITIAL APPROVAL 
 
Cold Agglutinin Disease (CAD) 
Authorization of 6 months may be granted for the treatment of cold agglutinin disease (CAD) when all of the 
following criteria are met: 
A. Confirmed diagnosis of primary cold agglutinin disease (CAD) based on all of the following:  

1. Evidence of hemolysis as indicated by both of the following: 
i. Lactate dehydrogenase (LDH) level above the upper limit of normal 
ii. Haptoglobin level below the lower limit of normal 

2. Positive polyspecific direct antiglobulin test (DAT) result 
3. Monospecific DAT result strongly positive for C3d 
4. Cold agglutinin titer of 1:64 or higher measured at 4°C 
5. DAT result for IgG of 1+ or less 

B. Secondary CAD has been ruled out (e.g., cold agglutinin syndrome secondary to infection, rheumatologic 
disease, or active hematologic malignancy) 
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IV. CONTINUATION OF THERAPY    
 

Authorization of 12 months may be granted for continued treatment in members requesting reauthorization 
when there is no evidence of unacceptable toxicity or disease progression while on the current regimen and 
member demonstrates a positive response to therapy (e.g., improvement in hemoglobin levels, improvement 
in markers of hemolysis [e.g., bilirubin, haptoglobin, lactate dehydrogenase [LDH], reticulocyte count], a 
reduction in blood transfusions). 
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