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Instructions: Sample Letter of Appeal for TRYNGOLZA
This sample letter provided by Ionis is for informational purposes only and is intended for use by healthcare providers treating patients who have been prescribed TRYNGOLZA® (olezarsen). It is designed to assist the prescribing clinician in appealing a payer’s denial of coverage. Ensure that all clinical documentation is specific to the patient.
The use of this sample letter does not guarantee reimbursement or coverage for the prescribed Ionis product. Use of this template is entirely optional. This document is not intended to substitute for or influence the independent medical judgement of the prescribing healthcare provider.

INDICATION	
TRYNGOLZA (olezarsen) is indicated as an adjunct to diet to reduce triglycerides in adults with familial chylomicronemia syndrome (FCS).

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
TRYNGOLZA is contraindicated in patients with a history of serious hypersensitivity to TRYNGOLZA or any of the excipients in TRYNGOLZA. Hypersensitivity reactions requiring medical treatment have occurred.

WARNINGS AND PRECAUTIONS
Hypersensitivity Reactions
Hypersensitivity reactions (including symptoms of bronchospasm, diffuse erythema, facial swelling, urticaria, chills, and myalgias) have been reported in patients treated with TRYNGOLZA. Advise patients on the signs and symptoms of hypersensitivity reactions and instruct patients to promptly seek medical attention and discontinue use of TRYNGOLZA if hypersensitivity reactions occur.

ADVERSE REACTIONS
Most common adverse reactions (incidence >5% of TRYNGOLZA-treated patients and >3% higher frequency than placebo) were injection site reactions, decreased platelet count, and arthralgia.

Please see full Prescribing Information for TRYNGOLZA, also available at TRYNGOLZAHCP.com






[Healthcare Provider Letterhead]
[Date]
	Attn: [Payer Name]
	Re: [Patient Name]
	[Reference Number]

	 [Mailing Address]
	[Patient Date of Birth] 
	[Drug Name]

	 [Appeals Department]
	[Policy ID Number]
	[Submission Date]

	
	[Group Number]
	[Denial Date]

	
	[Claim Number]  
	



Re: Appeal for the Denial of TRYNGOLZA® (olezarsen)
Dear Medical Reviewer/Appeals 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 as an adjunct to diet to reduce triglyceride levels in adults with familial chylomicronemia syndrome (FCS).
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, such as North American or Moulin FCS Score, ICD-10 code, etc.]
· [Genetic testing results (include even if results are indeterminate or negative)]
· [Triglyceride levels (include most recent fasting TG lab values and historical values)]
· [History of 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.), 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)]
In a study of patients with FCS (Balance), TRYNGOLZA demonstrated the ability to [benefits of product (e.g., significantly reduce triglyceride levels at 6 months and fewer events of acute pancreatitis)]. 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 and 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's phone 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.]
[image: ]©2025 Ionis Pharmaceuticals® is a registered trademark of 
Ionis Pharmaceuticals, Inc.
All product names. Logos, and brands are property of their respective owners.
All rights reserved. US-OLZ-2500095 V1.0 07/2025

2855 Gazelle Court Carlsbad, CA 92010 USA
Phone: (760) 931-9200

image1.png
g:TryngoIzoP

(olezarsen) medor




image2.png




image3.svg
                        


