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Medical Exception Request Checklist and Sample Letter

To support your patient’s access to SARCLISA ESCENA[™] (isatuximab-irfc) the following checklist and sample medical exception letter are provided to help facilitate communication with their health insurance plan to request coverage. You can use the sample medical exception letter on the next page if the prescribed medication is not included in a health plan’s medical policy or is subject to a National Drug Code block. 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.
· 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 Medical Exception Request (see sample on page 2)
· Include:
· Rationale for SARCLISA ESCENA treatment
· Letter of medical necessity 
· Supporting clinical studies, as needed
· 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 medical exception letter 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 information for a Medical Exception Request 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 following sample medical exception letter template is intended solely as an informational resource. It does not contain all information that may be required to support a medical exception request. Requirements vary by health plan, formulary structure, and individual patient benefit design. The requested healthcare provider is responsible for ensuring the accuracy, adequacy, and clinical supportability of all information submitted. Sanofi is not a healthcare provider and does not render medical diagnoses, clinical opinions, or treatment decisions. Determining whether the requested therapy is clinically appropriate for a specific patient is solely the responsibility of the treating provider.
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SAMPLE MEDICAL EXCEPTION LETTER 


[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]


RE: Request for MEDICAL EXCEPTION 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 


I am writing to request a medical exception for [Patient Full Name] for the treatment of [Diagnosis] with SARCLISA ESCENA (isatuximab-irfc). It is my professional opinion that SARCLISA ESCENA is medically appropriate, necessary, and should be covered and reimbursed for this patient.

Patient History and Clinical Background
Included for your consideration is [Patient First Name]’s medical history, a statement summarizing my reasons for treating SARCLISA ESCENA, and a copy of the Prescribing Information.

[Insert:
· Summary of patient history, including treatment history, response to past treatments, and recent symptoms and conditions.]
· Site of care- include type: [hospital outpatient, outpatient clinic, private practice, other]
· Rationale for not prescribing formulary-listed medications, including contraindications or adverse reactions, relevant guidelines, such as NCCN guidelines] 

Treatment Rational
In summary, it is my professional judgment [consider summary rational statement of patient history, condition and full prescribing information] that it is medically necessary and in the best interest of [Patient Name] to be treated with SARCLISA ESCENA. I respectfully request approval for this treatment. Please call me at [Phone Number] if I can be of further assistance or if you require additional information.


Sincerely,

[Physician’s name, degree(s), and signature]

Enclosures: [ATTACH ANY ADDITIONAL DOCUMENTATION, AS APPROPRIATE]
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