


Dear Healthcare Provider,

Insurance appeals often require a Letter of Medical Necessity or an Appeal Letter. This template is intended to help you draft a letter explaining why ENJAYMO® (sutimlimab-jome) is medically necessary for your patient and to provide supporting medical justification.

Please use this template as a guide and tailor it to each patient’s specific circumstances. Insurance requirements may vary, so include relevant documentation such as:

· Symptom onset timeline
· Prior treatments and patient responses
· Current symptoms and disease progression
· Comorbidities and intolerance to other therapies
· ICD-10-CM diagnosis code
· Medical records and lab results
· Peer-reviewed literature and clinical studies
· Prescribing information
· Responses to any coverage denials

This template is for informational purposes only. The healthcare provider is responsible for determining the appropriate diagnosis, treatment, and letter content for each patient. Recordati Rare Diseases (RRD) does not guarantee coverage or reimbursement, and use of this template does not obligate use of any RRD product. It does not replace independent medical judgment.

For full Prescribing Information and Instructions for Use, visit www.ENJAYMO.com.

Sincerely, 

[Assigned to]
RRD Case Manager










ENJAYMO is a licensed trademark of Recordati Rare Diseases Inc.
Trademarks, registered or otherwise, are the property of their respective owner.
© 2025 Recordati Rare Diseases Inc.
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PP-ENJ-US-0010v2
[ON OFFICE LETTERHEAD WITH PROVIDER NAME AND ADDRESS]
RE: ENJAYMO® (sutimlimab-jome) – Letter of Medical Necessity and Intent to Treat
[Date]
[Insurance Name]
[Insurance Address]

Patient: [Patient Name]
DOB: [Patient DOB]
Policy Number: [Policy Number]
Group Number: [Group Number]

To Whom It May Concern:
I am writing to request coverage for ENJAYMO® (sutimlimab-jome) for my patient, [Patient Name], who has been diagnosed with Cold Agglutinin Disease (D59.12). This rare autoimmune hemolytic anemia is characterized by chronic hemolysis due to activation of the classical complement pathway.1 ENJAYMO is the first and only approved treatment for Cold Agglutinin Disease (CAD).2

Summary of Diagnosis:
[Brief description and lab results supporting the diagnosis]

Patient History:
[Relevant medical history, prior treatments and responses, and rationale for ENJAYMO’s necessity]

Treatment Rationale:
Based on clinical evidence and my professional judgment, ENJAYMO is medically necessary for [Patient Name]. The proposed regimen is [Dose]mg intravenously weekly for two weeks, then every two weeks thereafter. The CADENZA study demonstrated ENJAYMO’s efficacy and safety in patients with CAD, showing significant improvements compared to placebo in responder rate (72.7% vs. 15.0%, respectively; p<0.001), and fatigue (mean change from baseline 10.83 vs. 1.91, respectively; p<0.001).3 A responder was defined as a patient with increased hemoglobin levels (≥1.5 g/dL at weeks 23, 25, and 26), transfusion avoidance (weeks 5-26), and no treatment for CAD beyond what was permitted in the protocol (weeks 5-26).3 The most common adverse reactions(≥18%) reported in the CADENZA study were rhinitis, headache, hypertension, acrocyanosis, and Raynaud’s phenomenon.3  These results support ENJAYMO as an effective and well-tolerated treatment option for hemolysis in patients with CAD.2 I respectfully request approval for ENJAYMO. Please contact me at [Prescriber’s Phone Number] for further discussion or additional information.

Sincerely,
[Treating Physician’s Signature]
[Treating Physician’s Name, MD/DO/NP/PA]
Enclosures: [Attach supporting documentation as needed]

References:
1. RÖth A, Barcellini W, D’Sa S, et al. Sutimlimab in Cold Agglutinin Disease. N Engl J Med. 2021;384(14):1323-1334. Doi:10.1056/NEJMoa2027760
2. RÖth A, Berentsen S, Barcellini W, et al. Sutimlimab in patients with cold agglutinin disease: results of the randomized placebo-controlled phase 3 CADENZA trial. Blood. 2022;140(9): 980-991. Doi:10.1182/blood.2021014955
3. ENJAYMO® (sutimlimab-jome) injection, for intravenous use [prescribing information]. Bridgewater, NJ: Recordati Rare Diseases Inc.; 2024.




































ENJAYMO HCP Indication and Important Safety Information
 
INDICATION 
ENJAYMO® (sutimlimab-jome) is indicated for the treatment of hemolysis in adults with cold agglutinin disease (CAD). 
 
IMPORTANT SAFETY INFORMATION 

CONTRAINDICATIONS 
ENJAYMO is contraindicated in patients with known hypersensitivity to sutimlimab-jome or any of the inactive ingredients. 

WARNINGS AND PRECAUTIONS 
Serious Infections Including Those Caused by Encapsulated Bacteria   
· ENJAYMO, a proximal classical complement C1s inhibitor, increases susceptibility to serious infections, including those caused by encapsulated bacteria e.g. Neisseria meningitidis (any serogroup, including non-groupable strains), Streptococcus pneumoniae, and Haemophilus influenzae type B. 
· Life-threatening and fatal infections with encapsulated bacteria have occurred in both vaccinated and unvaccinated patients treated with complement inhibitors.  
· Serious infections (bacterial and viral) were reported in 15% (10/66) of patients receiving ENJAYMO in the two phase 3 trials. These infections included urinary tract infection with sepsis, respiratory tract infection, pneumonia, otomastoiditis, and skin infections. One patient (1.5%) died due to Klebsiella pneumoniae.   
· Complete or update vaccination against encapsulated bacteria at least 2 weeks prior to administration of the first dose of ENJAYMO, according to the most current ACIP recommendations for patients receiving a complement inhibitor. 
· If urgent ENJAYMO therapy is indicated in a patient who is not up to date on their vaccine(s), administer as soon as possible.
· Vaccination does not eliminate the risk of serious encapsulated bacterial infections. Closely monitor patients for early signs and symptoms of serious infection and evaluate patients immediately if an infection is suspected.
· If ENJAYMO treatment is administered to patients with active systemic infections, monitor closely for signs and symptoms of worsening infection. Some infections may become rapidly life-threatening or fatal if not recognized and treated promptly. Inform patients of these signs and symptoms and steps to be taken to seek immediate medical care. 
· Consider interruption of ENJAYMO treatment in patients who are undergoing treatment for serious infection. 
· Consider patients’ immune status when initiating treatment with ENJAYMO. 

Infusion-Related Reactions 
· Administration of ENJAYMO may result in infusion-related reactions. In the two phase 3 trials, 29% (19/66) of patients treated with ENJAYMO experienced infusion-related reactions. One patient permanently discontinued ENJAYMO due to an infusion-related reaction.
· Monitor patients for infusion-related reactions and interrupt if a reaction occurs. 
· Discontinue ENJAYMO infusion and institute appropriate supportive measures if signs of hypersensitivity reactions, such as cardiovascular instability or respiratory compromise, occur. 

Risk of Autoimmune Disease 
· Based on its mechanism of action, ENJAYMO may potentially increase the risk for developing autoimmune diseases such as systemic lupus erythematosus (SLE). Development of SLE has been associated with inherited classical complement deficiency. 
· In clinical trials, 4.5% (3/66) of patients developed a relapse or worsening of previously diagnosed autoimmune disease. 
· Monitor ENJAYMO patients for signs and symptoms and manage medically. 

Recurrent Hemolysis After ENJAYMO Discontinuation 
· If treatment with ENJAYMO is interrupted, closely monitor patients for signs and symptoms of recurrent hemolysis, eg, elevated levels of total bilirubin or lactate dehydrogenase (LDH) accompanied by a decrease in hemoglobin, or reappearance of symptoms such as fatigue, dyspnea, palpitations, or hemoglobinuria. Consider restarting ENJAYMO if signs and symptoms of hemolysis occur after discontinuation. 

ADVERSE REACTIONS 
· The most common adverse reactions in the CADENZA trial (Part A) (incidence ≥18%) are rhinitis, headache, hypertension, acrocyanosis, and Raynaud’s phenomenon. The most common adverse reactions in the CARDINAL trial (incidence ≥25%) are urinary tract infection, respiratory tract infection, bacterial infection, dizziness, fatigue, peripheral edema, arthralgia, cough, hypertension, and nausea.
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