
Sample Letter of Appeal-Product Change

Background:
As part of the appeals process, payers may request additional documentation from you to support coverage of WAINUA® (eplontersen) when approval for its use has been denied. Your letter should explain in detail why WAINUA is medically necessary for the specific patient and may include supporting documentation. The letter may be submitted in response to a denial letter or based on a payer’s request for additional documentation. The letter should include patient-specific information, address the reason(s) for denial, be presented on the prescriber’s letterhead, and be signed by the prescriber. The provided Sample Appeal Letter gives you areas of consideration to include in an appeal letter. 
A primary reason for a prior authorization denial is incomplete or insufficient documentation; therefore, it’s important to ensure a comprehensive submission





Template Instructions:
This template is offered as a resource that a healthcare provider could use when responding to a letter of denial for WAINUA. Commonly recommended information to include when submitting the completed letter of appeal, and as you have determined best fits your patient’s situation, is: 

· Original prior authorization submission claim form
· A copy of the denial letter with the case ID or reference number from the denial
· Documented genetic test confirming diagnosis of hATTR-PN
· Diagnosis of hATTR-PN and ATTR-CM (how the patient was diagnosed), if applicable 
· Patient chart notes, including baseline status/pre-treatment, post-treatment (if applicable), and scores/staging for ATTR
· Previous therapies for the treatment of neuropathic symptoms (if patient is not WAINUA-naïve)  
· Prior therapies for the treatment of hATTR-PN and rationale for prescribing WAINUA 
· Demonstrated response from WAINUA (for continuation of use)
· Rationale for not using a formulary or preferred alternative for hATTR-PN treatment
· Additional supporting documentation

If you need additional references, please contact the AstraZeneca Information Center 
at 1-800-236-9933.

[bookmark: _Hlk188884838]IMPORTANT NOTE: This template is intended to be completed by the patient’s treating physician. Prior to submission, please delete these instructions and complete all sections below.

Use of this template does not guarantee reimbursement for the prescribed AstraZeneca product. It is not intended to be a substitute for or an influence on the independent medical judgment of the healthcare provider.
[bookmark: _Hlk188884725]
As you review the template below, please note that you will need to populate or provide the information in bracketed pink font ([xxx]). Commonly recommended attachments to consider including, as appropriate, when submitting the completed appeal are original claim form, copy of denial or explanation of benefits, and any other additional supporting documents. If you need additional references, please contact the AstraZeneca Information Center at 1-800-236-9933.





Sample Letter of Appeal–FOR CHANGING A PATIENT’S hATTR-PN THERAPY 

[Healthcare Provider Letterhead]

Date: [Date]
Payer Name: [Payer Name]
Payer Address: [Payer Address]
City, State, ZIP Code: [City, State, ZIP Code]
Payer Phone and Fax Numbers: [Payer Phone and Fax Numbers]

Patient Name: [Patient Name]
Patient Date of Birth: [Patient Date of Birth]
Policy Number: [Policy Number]
Group Number: [Group Number]
Case ID/Reference Number: [Case Number From Letter of Denial]

RE: Appeal request for WAINUA® (eplontersen) for injection, for subcutaneous use, 45 mg, for 
hATTR-PN

Dear [Name of the Contact Person at the Payer],

I am a board-certified [neurologist and an ATTR specialist, cardiologist working with an ATTR specialist, or other] and am writing on behalf of my patient, [Name of Patient], to appeal [Name of Payer]’s decision to deny coverage for WAINUA. It is my understanding based on your letter of denial, dated [date], 
that coverage has been denied for the following reason(s): [list the specific reason(s) for the denial as stated in the denial letter].

[Patient Name] is [a/an] [age]-year-old who has been under treatment for [list reason for treatment] since [date]. My patient was diagnosed on [date] using [genetic confirmatory test]. The patient was previously treated with [list past and/or existing treatment(s)]. Despite treatment with [silencer/alternate Brand Name®/™ (generic)], my patient [continues to display or has worsening hATTR-PN as evidenced by decreased clinical scoring/staging (eg, PND score, FAP stage, and/or NIS before and after treatment)] and would benefit from the use of WAINUA [describe treatment outcome / list preferred outcome] instead of [silencer/alternate Brand Name®/™ (generic)]. Once approved for WAINUA, I will discontinue prescription of [silencer/alternate Brand Name].

	Prior therapy drug name
	Date range of utilization
	Reason(s) for discontinuation, 
if applicable
	Additional comments

	
	
	
	

	
	
	
	



[bookmark: _Hlk189478778]WAINUA was carefully selected for this patient based on its safety and efficacy outcomes for the treatment of hATTR-PN in adults. Other formulary agents, as well as compatibility with my patient’s other complex disease states and medications, were carefully considered. [Add reason why formulary alternative is not appropriate for this patient, may include relevant references, publications.]  

[May attach relevant references, publications.]

Please see the accompanying enclosures and documentation from my office demonstrating the medical necessity of WAINUA. I would appreciate a prompt review of this information and authorization of WAINUA by a [neurologist/cardiologist]. I can be reached at [provider phone number] or by fax at [provider fax number] for additional information and discussion. 




Thank you in advance for your immediate attention to this written appeal. 

Sincerely,
[Physician’s Name]
[Physician’s Practice Name]

Enclosures
[Include Indication and Important Safety Information]
[Include full Prescribing Information, including Patient Information] 

References
[Copy of patient denial letter]
[Clinical progress notes]
[Patient’s lab results]
[Guidelines and/or consensus statements]
[Include other relevant references and publications regarding prescribed medicine, some material may be available through a medical information request at https://medicalinformation.astrazeneca-us.com/]
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