[bookmark: _Hlk140477081]Letter of Appeal template
[bookmark: _Hlk140477227]The information below can be used as a starting point for developing a letter of appeal. 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) for appeals.
[bookmark: _Hlk140477247][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 Appeal for LEQVIO® (inclisiran)

Dear [Medical/Pharmacy Director Name],
We have read and acknowledge your policy for the responsible management of drugs in the [[FOR ADULT PATIENTS AGED 18+] hypercholesterolemia or familial hypercholesterolemia (HeFH) / [FOR PEDIATRIC PATIENTS AGED 12-17] familial hypercholesterolemia (HeFH/HoFH)] categories. We are writing to request that you reconsider your denial of coverage for LEQVIO®. This letter is being submitted on behalf of [Patient’s name] for [Product indication], associated with diagnosis code(s) [insert ICD-10 code(s)].
The reason given for the denial was [state reason from health plan’s letter]. A copy of the most recent denial letter is included along with medical notes in response to the denial. After reviewing the denial letter, we continue to feel that LEQVIO 284 mg/1.5 mL is the appropriate therapy for [Patient’s name]. The relevant clinical history is summarized below.
[This plan currently lists [required step edit therapies] to be attempted prior to treatment with LEQVIO. These step edit therapies are not viable for this patient. We are requesting that the step edit therapy requirement be bypassed.]
Document the patient’s history, diagnosis, current condition, and symptoms; for example, confirm the patient's:
For adult patients (aged 18+): 
1. Primary diagnosis of hypercholesterolemia or heterozygous familial hypercholesterolemia (HeFH) (including relevant diagnosis code[s])
2. Secondary diagnosis of (including relevant diagnosis code[s]):
a) Clinical ASCVD, or
b) Increased risk of ASCVD. Factors that increase the risk of ASCVD include type 2 diabetes         		 mellitus, HeFH, or 10-year risk of ≥20%
3. Previous and current LDL-C–lowering treatments. Include drug names, duration of treatment(s), responses to those treatments
4. Relevant patient history regarding diet and exercise
5. Rationale and clinical support for why other treatments are not appropriate for this patient


Please see IMPORTANT SAFETY INFORMATION on pages 2 and 3 and click here for LEQVIO full Prescribing Information.


For pediatric patients (aged 12-17):
1. Primary diagnosis of familial hypercholesterolemia including heterozygous familial hypercholesterolemia (HeFH) or homozygous familial hypercholesterolemia (HoFH) (including relevant diagnosis code[s])
2. Previous and current LDL-C–lowering treatments. Include drug names, duration of treatment(s), responses to those treatments
3. Relevant patient history regarding diet and exercise
4. Rationale and clinical support for why other treatments are not appropriate for this patient

Provide rationale for prescribing LEQVIO® (inclisiran). Rationale may include: if adverse event occurred with another treatment, or if the treatment should be avoided due to comorbidity, lack of adequate response, etc. Provide clinical support for your recommendation as to why LEQVIO is the most appropriate treatment option. This can be clinical trial data from the LEQVIO Prescribing Information.
The ordering physician is [physician name, NPI #]. The decision may be faxed to [physician fax #] or mailed to [physician business office address]. Please also send a copy of the coverage determination decision to [patient name]. 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] [Patient name and signature, if applicable] [Name of practice] [Phone number] Enclosures:
[List and attach additional documents, which may include a denial letter, Letter of Medical Necessity, Prescribing Information, clinical notes/medical records, clinical studies and efficacy data, and/or clinical practice guidelines.]
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
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. 



Please see additional IMPORTANT SAFETY INFORMATION on page 3 and click here for LEQVIO full Prescribing Information.

IMPORTANT SAFETY INFORMATION (continued)
Hypersensitivity Reactions: Hypersensitivity reactions, including anaphylaxis and angioedema, have been reported in patients treated with LEQVIO® (inclisiran). 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 see additional IMPORTANT SAFETY INFORMATION on page 2 and click here for LEQVIO full Prescribing Information.
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