Sample Letter of Medical Exception
Note to physician: this template may be used to help create your institution’s independent letter of medical exception to be sent to a patient’s health plan should a letter of medical exception be required by a patient’s health plan to determine/request coverage. All blue content describes the kind of information typically required and is not intended to be included in your final letter of appeal. All pink/bracketed content needs to be filled out based on the details of each specific appeal. Be sure to review and understand specific health plan requirements for your patient. It is also important to understand each plan's submission process (online vs fax).

[Date]
[Health plan name]	[Patient’s Name]
ATTN: [Department]	[Patient’s plan-specific member ID] [Medical/Pharmacy Director Name (if available)]	                     [Patient’s date of birth]
[Health plan address]	[Case number]
[City, State, ZIP Code]	[Dates of service]
Re: Letter of Medical Exception for LEQVIO® (inclisiran) Dear [Medical/Pharmacy Director Name],
I am writing this letter of medical exception on behalf of [Patient’s Name] to request coverage for LEQVIO® for the treatment of [[ADULT PATIENTS AGED 18+] hypercholesterolemia or familial hypercholesterolemia (HeFH) / [PEDIATRIC PATIENTS AGED 12-17] familial hypercholesterolemia (HeFH/HoFH)], to reduce low-density lipoprotein cholesterol (LDL-C) [insert ICD-10 code(s)]. This letter provides the clinical rationale and relevant information about the patient’s medical history and treatment.
I have been treating [Patient’s Name], [a/an] [age]-year-old [male/female], since [Date] to manage their high LDL-C levels. My rationale for prescribing LEQVIO is: [Include relevant medical information and why LEQVIO is the most appropriate treatment option. An example may include evidence that previous therapies have not been effective enough, or the patient has high LDL-C levels. If applicable, provide specific information regarding the treatments this patient has already received. Additionally, detail relevant patient history regarding diet and exercise.]
In my medical judgment, this patient is an appropriate candidate for treatment with LEQVIO. I have included the full Prescribing Information for LEQVIO, as well as supporting clinical data.
If you have any further questions about this matter, please feel free to contact me at [physician phone number] or via email at [physician email]. Thank you for your time and consideration.
Sincerely,
[Physician’s signature] [Physician name] [Physician NPI] [Name of practice] [Phone number]
Enclosures: [List and attach additional documents, which may include Prescribing Information, clinical notes/medical records, clinical studies and efficacy data, and/or clinical practice guidelines.]
Please click here for LEQVIO full Prescribing Information.


This letter is provided as an example and is meant for educational purposes only. Novartis cannot guarantee insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by payer, plan, patient, and setting of care. It is the sole responsibility of the health care provider to include the proper information and ensure the accuracy of all statements used in seeking coverage and reimbursement for an individual patient.

INDICATION & IMPORTANT SAFETY INFORMATION

INDICATION
LEQVIO® (inclisiran) injection is indicated as an adjunct to diet and exercise to reduce low-density lipoprotein cholesterol (LDL-C) in adults with hypercholesterolemia, adults and pediatric patients aged 12 years and older with heterozygous familial hypercholesterolemia (HeFH), and pediatric patients aged 12 years and older with homozygous familial hypercholesterolemia (HoFH).

IMPORTANT SAFETY INFORMATION
Contraindication: LEQVIO is contraindicated in patients with a prior serious hypersensitivity reaction to inclisiran or any of the excipients in LEQVIO. Serious hypersensitivity reactions have included anaphylaxis and angioedema. 

Hypersensitivity Reactions: Hypersensitivity reactions, including anaphylaxis and angioedema, have been reported in patients treated with LEQVIO. Advise patients on the signs and symptoms of hypersensitivity reactions and instruct patients to seek medical attention promptly. 

Adverse Reactions: Adverse reactions in clinical trials (≥3% of adult patients treated with LEQVIO and more frequently than placebo) were injection site reaction, arthralgia, and bronchitis. The safety profile in pediatric patients aged 12 years and older with HeFH or HoFH was consistent with adult patients with hypercholesterolemia, except for a higher frequency of headache in pediatric patients with HeFH.

Please click here for LEQVIO full Prescribing Information.
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