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Medical Necessity Checklist and Sample Letter

To support your patient’s access to SARCLISA ESCENA[™] (isatuximab-irfc) the following checklist and sample letter of medical necessity are provided to help facilitate communication with their health insurance plan. As a reminder, you can contact your CareASSIST Case Manager at 1-833-WE+CARE (1-833-930-2273), Mon – Fri, 9 AM – 6 PM for additional education or patient specific support at any step in the process.
· Review Health Plan Guidelines:
· Confirm SARCLISA ESCENA coverage for the patient’s specific diagnosis
· Check whether predetermination is required or available for this therapy
· Gather Required Information:
· Patient’s medical records 
· Clinical or chart notes, including relevant test results
· Prescribing information 
· Prepare Letter and Supporting Documentation:
· Write a clear and concise letter of medical necessity (see sample on page 2)
· Include:
· Rationale for SARCLISA ESCENA treatment
· Please Note: As SARCLISA ESCENA is newly approved and may be subject to temporary coding processes during this early launch period, providing a clear clinical rationale for initiating therapy at this time may support appropriate review and document the medical necessity for prompt treatment
· Summary of patient’s diagnosis:
· Diagnosis code and date
· Medical records and diagnostic test results
· Current condition severity, including comorbidities and medication intolerance
· Patient’s treatment history:
· Previous treatments and responses
· Physician’s prognosis or disease progression assessment
· Review and Submit:
· Send letter of medical necessity and supporting documents to the health plan for review
· Maintain copies of all submitted documents
· Keep a lot of phone calls with the health plan, noting dates and names of contacts
Submitting the letter of Medical Necessity does not guarantee reimbursement for SARCLISA ESCENA. These guidelines are intended to support your communication with the health plan and do not replace the physician’s independent medical judgment.
The included sample letter of medical necessity is a template and is intended to serve as an informational resource only. It does not include all of the information necessary to support your prior authorization request. Requirements may vary based on health plan guidelines and patient benefit design. The requesting provider is  responsible for ensuring the accuracy, adequacy, and supportability of all information provided. Sanofi is not



a healthcare provider and does not provide medical diagnoses or treatment. The responsibility of evaluating the medical necessity of a particular treatment is solely the responsibility of the provider.
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SAMPLE LETTER OF MEDICAL NECESSITY


[INSERT PHYSICIAN LETTER HEAD]

ATTN: [Health Plan Name]					RE: 	Member Name: [Insert Member Name]
[Health Plan Contact Name]					       	Member Number: [Insert Member Number]
[Health Plan Mailing Address]					 	Group Number: [Insert Group Number]

Date: [Inset Date]

RE: Request for Coverage: MEDICAL NECESSITY FOR SARCLISA ESCENA[TM] (isatuximab-irfc)
Diagnosis: [Insert Diagnosis] [Insert ICD]
Patient Name: [Patient Full Name]
Date of Birth: [DOB]
Insurance ID: [Member ID #]
Health Plan: [Health Plan Name]
Request Type: __ Standard __EXPEDITE 

Dear [Contact Name/Medical Director] 

I am writing on behalf of my patient, [Patient Full Name], to document the medical necessity to receive treatment with SARCLISA ESCENA (isatuximab-irfc). Included below is additional information about the patient’s medical history and diagnosis, as well as a summary of treatment plan.

Clinical Summary and Diagnosis:
· Include a detailed overview of the patient's condition and specific diagnosis
· Brief summary of the patient's history related to time of diagnoses, list of prior therapies and response to each therapy, if applicable
· Mention any relevant comorbidities or factors affecting treatment selection

Treatment Rational 
[Include patient’s condition, lack of response to other medications, relevant guidelines, such as NCCN guidelines] 

In summary, SARCLISA ESCENA (isatuximab-irfc) is medically necessary for this patient’s medical condition. I respectfully request that [Health Plan Name] support coverage of this product for my patient without delay. Please contact me at [Phone Number] if additional information is required.


Sincerely, 

[Insert Prescriber Name and Date]
[Insert NPI Number]

Enclosures: [ATTACH ANY ADDITIONAL DOCUMENTATION AS APPROPRIATE]
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