


Considerations for Drafting a Letter of Appeal for Familial Chylomicronemia Syndrome (FCS)

This Sample Letter of Appeal is provided by Ionis for informational purposes only and is not based on legal advice or official guidance from payers. It is not intended to increase or maximize reimbursement by any payer, and is not intended to be a substitute for or to influence the independent medical judgment of the physician. Ionis does not warrant, promise, guarantee, or make any statement that the use of this information will result in coverage or payment for TRYNGOLZA® (olezarsen) or that any payment received will cover providers’ costs.

The Sample Letter of Appeal on the following page may be customized by your office and used when requesting a reconsideration of a coverage denial for your patient prescribed TRYNGOLZA for the treatment of FCS. 

When to submit a Letter of Appeal 

If your patient’s insurance plan denies an exception or prior authorization request for TRYNGOLZA, it may be helpful to submit a Letter of Appeal to support your rationale for treatment and request that the insurance plan overturn the denial. 

Please note that if the exception or prior authorization was rejected, you may not need a Letter of Appeal; you may be able to resubmit by providing the correct and/or missing information required.

Tips to keep in mind when drafting a Letter of Appeal
· Understand coverage criteria and deadlines for insurance plans
· Review the denial letter thoroughly to identify reason(s) for denial
· Refer to the specific reason(s) for denial—it is important to reference the exact language from the denial letter 
· Include any required forms and relevant documentation, such as
· Documented diagnosis for FCS and ICD-10-CM code
· Genetic testing and/or FCS Clinical Scoring Tool results, such as North American FCS Score or Moulin et al Clinical Criteria (if required by plan)
· Documented fasting TG levels (current and historical) 
· Current and previous lipid-lowering medications and response
· Previous acute pancreatitis events
· Emergency room visits and/or hospitalizations
· If TRYNGOLZA was prescribed by, or in consultation with, a specialist
· Copy of the denial letter
· Peer-reviewed literature for FCS
· Olezarsen clinical study and publications: 
· Clinicaltrials.gov study NCT04568434
· USPI for TRYNGOLZA
· Ensure information included in the letter and additional documentation is accurate and complete
· Document all communication (written and verbal) with the patient’s insurance plan

Instructions for using the Sample Letter of Appeal

· Replace [magenta/bracketed] text with specific office/clinic or patient information
· Tailor the content based on your clinical judgment and the patient’s unique circumstance

Use your office’s letterhead to draft the Letter of Appeal
and remove this page before submission.


ICD-10-CM, International Classification of Diseases, Tenth Revision, Clinical Modification; TG, triglyceride.


Sample Letter of Appeal for Familial Chylomicronemia Syndrome (FCS)
[Office/Clinic Letterhead]

[Date]
[Insurance Plan Contact Name]
[Title]
[Insurance Plan Organization Name]
[Address]
[City, State ZIP]

Re: Appeal for Coverage Denial of TRYNGOLZA (olezarsen)
Patient Name: [Patient Name]
Date of Birth: [MM/DD/YYYY]
Policy ID Number: [Policy #]
Group Number: [Group #, if applicable]
Claim Number: [Claim #, if applicable]

Dear [Insurance Plan Contact Name or Medical Reviewer],
I am writing to formally appeal the coverage denial for [patient’s name]’s treatment with TRYNGOLZA (olezarsen), a United States Food and Drug Administration (FDA)-approved treatment indicated as an adjunct to diet to reduce triglycerides (TG) in adults with familial chylomicronemia syndrome (FCS).
Clinical guidelines, such as the NLA/ASPC (2025), AACE/ACE (2025), and AHA/ACC multi-society (2026), do not define FCS using only a TG threshold; while most patients have persistent fasting TG levels ≥10 mmol/L (≥885 mg/dL) or ≥1000 mg/dL (≥11.2 mmol/L), an FCS diagnosis also relies on certain genetic and clinical features. Elevated TGs can lead to irreversible organ damage, acute pancreatitis (AP), or death. AHA/ACC multi-society (2026) guidelines recommend reducing TGs to mitigate the risk of AP. Avoiding the first AP is critical to reducing future risk for patients. Each subsequent AP event increases the risk of additional attacks, underscoring the importance of preventing the first episode of AP. According to the ACC/AHA Guideline on the Management of Dyslipidemia, the following is the recommendation for management of hypertriglyceridemia: In adults with FCS and fasting TG ≥1000 mg/dL, TRYNGOLZA is a class 1 (strong) recommendation, as an adjunct to diet, to lower TG levels and reduce the risk of pancreatitis. 

According to the denial letter dated [date of denial letter], my understanding is that [payer name] denied coverage of TRYNGOLZA for [patient’s name] due to the following reason(s): [insert summary of denial reasons verbatim or paraphrased].
[Patient name] is a [age]-year-old individual diagnosed with [diagnosis]. Based on their clinical history and prior treatment response, I believe TRYNGOLZA is medically necessary for this patient because [rationale for initiating treatment].

The patient’s disease state, treatment history, and relevant clinical factors informing this decision include [as applicable]:
· [Diagnosis (ICD-10-CM code) and date of diagnosis]
· [Genetic testing and/or FCS Clinical Scoring Tool results, such as North American FCS Score or Moulin et al Clinical Criteria (if required by plan)]
· [Triglyceride levels (include most recent fasting TG lab values and historical values)]
· [History of acute pancreatitis]
· [Hospitalizations and emergency room visits related to hypertriglyceridemia or related complications]
· [Documentation of prior treatments or other relevant therapies (e.g., fibrates, statins, omega-3 fatty acids, dietary restrictions, etc.), and include treatment response or rationale for discontinuation]
· [Additional symptoms related to FCS that the patient is currently experiencing or has experienced in the past (e.g., abdominal pain, fatigue, xanthomas, cognitive effects, other relevant symptoms)]
· [Prescribed by, or in consultation with, a specialist]

	
In a study of patients with FCS (Balance), TRYNGOLZA 80 mg demonstrated a statistically significant decrease in mean percent change in fasting TG from baseline to Month 6 compared with placebo. Over the 12-month treatment period, the incidence of AP events in the TRYNGOLZA 80 mg arm (1 patient experiencing 1 AP event) was lower compared with the placebo arm (7 patients experiencing 11 AP events). For your review, please see the full Prescribing Information for TRYNGOLZA.
Based on the information above, it is my medical opinion that treatment with TRYNGOLZA for [patient name] is warranted, appropriate, and medically necessary and should be covered. I respectfully request that you review the additional information and documents provided herein in order to reconsider your coverage decision and approve TRYNGOLZA for [patient name].
Thank you for your time and consideration of my request for coverage approval for TRYNGOLZA for my patient. If you have any further questions regarding this matter or the supporting documentation, please do not hesitate to call me at [physician telephone number].
Regards,
[Physician’s name]
[Physician’s signature]
[Physician’s practice name]
[Physician's NPI number]
Physician phone number: [Physician's phone number]
Practice phone number: [Practice phone number]
Practice fax number: [Practice fax number]

Enclosures:
[At the bottom of your letter, list the items you have enclosed, such as the original denial letter, TRYNGOLZA full Prescribing Information, patient’s clinical records, patient authorization and notice of release information. Be sure to include every article that you referenced or any new documentation.]
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