Letter of Appeal Template for ISEMBYLD™ (apitegromab-mstn) 
For Use by Patients or Caregivers

About This Letter Template
This letter is a guide to help you ask your insurance company to approve ISEMBYLD after your coverage was first denied. It helps the reviewer understand how Spinal Muscular Atrophy (SMA) affects daily life. An initial denial is common for medicines used to treat SMA. Appeals can be successful when more information is reviewed. You may write anything you feel is important. This letter is your chance to share your story or your child’s story and explain why ISEMBYLD is needed. 
This letter does not replace medical documents sent by your doctor. Your doctor will usually send their own appeal with medical records. It is important to let your doctor’s office know about the denial and ask them to work on the appeal so everything can be sent together. 
Some parts of this letter appear in [bold green brackets]. Replace each green section with your own information. If something does not apply to you, you should remove it.
This first page is for information only. Do not include it when you send your appeal letter to your insurance company. Start your appeal with the letter of appeal template for ISEMBYLD on the next page.
INDICATION & IMPORTANT SAFETY INFORMATION
What is ISEMBYLD (apitegromab-mstn)?
ISEMBYLD is a prescription medicine used to treat spinal muscular atrophy (SMA) in adults and children 2 years of age and older who are currently receiving a survival motor neuron 2 (SMN2)-targeted treatment.
IMPORTANT SAFETY INFORMATION
Before taking ISEMBYLD, tell your healthcare provider about all of your medical conditions, including if you:
· have a history of low bone density or bone fractures
· are pregnant or plan to become pregnant. If you are pregnant or are planning to become pregnant, ask your healthcare provider for advice before taking this medicine. It is not known if ISEMBYLD will harm your unborn baby. Tell your healthcare provider right away if you become pregnant during treatment with ISEMBYLD
· are breastfeeding or plan to breastfeed. It is not known if ISEMBYLD passes into breast milk. Talk to your healthcare provider about the best way to feed your baby while on treatment with ISEMBYLD
Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter medicines, vitamins, and herbal supplements. Keep a list of them to show your healthcare provider, including your pharmacist, when you get a new medicine.
What are the possible side effects of ISEMBYLD?
· Fractures. Treatment with ISEMBYLD may increase the risk of bone fractures, including serious fractures. Bone fractures may happen with or without a fall or other injury. Your healthcare provider may stop treatment with ISEMBYLD if you experience a bone fracture during treatment
The most common side effects of ISEMBYLD include:
	· upper respiratory tract infections
· vomiting
· cough
· viral infections
	· headache
· stomach flu (gastroenteritis)
· sore throat (pharyngitis)
· hypersensitivity


These are not all of the possible side effects of ISEMBYLD. Call your healthcare provider for medical advice about side effects.
You are encouraged to report negative side effects of prescription drugs to the FDA. Visit http://www.fda.gov/medwatch or call 1-800-FDA-1088.
Please see full Prescribing Information and Patient Information. 
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Scholar Rock © 2026 All rights reserved. 
US-APIT-0233 09/26 
Date: [Date]
Patient Name: [Patient Name]
Patient Date of Birth: [Patient Date of Birth]
Doctor’s Name: [Doctor’s Name]
Case number: [Case # (if known)]

Subject: Appeal of Insurance Denial for ISEMBYLD (apitegromab-mstn) 

To whom it may concern:
I am writing to appeal the denial of [my/my child’s] request for ISEMBYLD. Dr. [Doctor’s name] prescribed ISEMBYLD for [me/patient first name] and submitted a request for approval. On [date], we were told this request was denied because [specific reason(s) listed in the denial letter]. I respectfully ask for this decision to be reviewed again and for [my/my child’s] coverage to be approved.
ISEMBYLD is a medicine approved by the U.S. Food and Drug Administration (FDA) used to treat spinal muscular atrophy (SMA) in people ages 2 and older who are currently receiving a survival motor neuron 2 (SMN2)-targeted treatment. SMA is a severe and progressive condition that affects muscle strength and movement, and SMA can worsen over time. ISEMBYLD has been shown to improve motor function in people with SMA who were receiving an SMN2-targeted treatment.
[I/my child] was diagnosed with SMA on [date]. Since then, SMA has affected daily life in many ways. [Briefly describe how symptoms have changed over time, what treatments have been tried, and the experience with those treatments.] 
Living with SMA means facing challenges that are not always seen during doctor’s visits. These challenges can affect how I plan my day and how much help I need. In everyday life, simple tasks can be [add description]. Below are some examples of how SMA affects [my/my child’s] daily life: [You may share examples that feel meaningful to you and how they changed over time. If you wish, you may include areas such as daily activities, independence, work and/or school, meaningful activities, goals for the future, etc.]

[To support this appeal, I am including the following:
· Letters(s) of support from doctor(s)/therapist(s)/teacher(s)/others familiar with SMA
· My doctor’s appeal for this request 
· Photos, videos, links to social media accounts, etc., that help show daily challenges and abilities]
If [I/my child] [do/does] not get ISEMBYLD, I am most concerned about [list concerns]. 
For these reasons, I ask you to approve coverage for ISEMBYLD as soon as possible. [My/My child’s] doctor is also sending other clinical information to support this appeal
Thank you for your consideration. 
[Close (example: Sincerely)]
[Full Name]
[Phone Number]
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