

[bookmark: _Hlk172722028]Instructions: Sample Letter of Medical Necessity for Familial Chylomicronemia Syndrome (FCS)

This Sample Letter of Medical Necessity 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 Medical Necessity on the following page may be customized by your office and used when requesting coverage for your patients prescribed TRYNGOLZA for the treatment of FCS.

It may be helpful to submit a Letter of Medical Necessity in the following situations:
· As part of an exception, prior authorization, or reauthorization request
· When requesting a tiering or formulary exception

Considerations for drafting a Letter of Medical Necessity: 
· Only the prescribing physician should sign the Letter of Medical Necessity
· Review the insurance plan’s guidelines for documentation requirements
· Clearly state the prescriber’s credentials and relevant affiliations
· The ICD-10-CM code for elevated triglycerides (TGs) [E78.3] is not quantified by specific TG levels or severity. Therefore, it is important to detail lab values within the body of the letter 
· To reduce potential delays in coverage, it is recommended that as much documentation as possible be provided. Some health plans require a letter of medical necessity along with supporting documentation, such as:  
· Patient’s medical records, including age (patient is at least 18 years old), and diet (patient is following a low-fat diet of ≤20 g of fat per day)
· 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)
· Clinical notes and laboratory results 
· Fasting TG levels (current and historical)
· History of acute pancreatitis events and/or emergency room visits/hospitalization 
· Current and previous lipid-lowering medications and response, including fibrates, statins, or omega-3 fatty acids
· Contraindications to current therapies relevant to FCS
· Prescribed by, or in consultation with, a specialist
· Supporting clinical studies (below are links to additional resources)
· Olezarsen clinical study and publications
· Clinicaltrials.gov study NCT04568434
· Peer-reviewed literature for FCS
· Information for TRYNGOLZA
· Prescribing Information | Patient Information | Instructions for Use
· A copy of all submissions should be retained for your records

Instructions for using the sample letter
· 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 Medical Necessity
and remove this page before submission.


ICD-10-CM, International Classification of Diseases, Tenth Revision, Clinical Modification. 
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Sample Letter of Medical Necessity for Familial Chylomicronemia Syndrome (FCS)
[Office/Clinic Letterhead] 

[Date] 
[Insurance Plan Contact Name] 
[Title] 
[Insurance Plan Organization Name] 
[Address] 
[City, State ZIP] 
 
Re: Letter of Medical Necessity for TRYNGOLZA (olezarsen)
Patient Name: [Patient Name]  
Date of Birth: [MM/DD/YYYY] 	
Policy ID Number: [Policy ID #] 
Group Number: [Group #, if applicable] 
Claim Number: [Claim #, if applicable]  

Dear [Insurance Plan Contact Name or Medical Reviewer], 

I am writing on behalf of my patient, [patient’s name], to document the medical necessity of TRYNGOLZA (olezarsen). Included below is additional information about the patient’s medical history and diagnosis of [diagnosis] (ICD-10-CM code: [code]), as well as a statement summarizing my treatment rationale.

TRYNGOLZA is an apolipoprotein C-III (APOC-III)-directed antisense oligonucleotide (ASO) indicated as an adjunct to diet to reduce triglycerides in adults with familial chylomicronemia syndrome (FCS). The FDA approved dosage of TRYNGOLZA for FCS is 80 mg administered by subcutaneous injection once monthly. TRYNGOLZA, if self-administered, should be administered into the abdomen or front of the thigh. The back of the upper arm can also be used as an injection site if a healthcare provider or caregiver administers the injection.

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. 

[Describe the patient’s experience, including diagnosis (genetic testing and/or FCS scoring tools, if applicable); relevant lab results (fasting TGs); history of AP events; hospitalization history; lipid-lowering medication history, including fibrates, statins, omega-3 fatty acids, or other lipid-lowering medication; whether TRYNGOLZA was prescribed by, or in consultation with, a specialist; and opinion of the patient’s prognosis with and without treatment with TRYNGOLZA.]   

In my professional opinion, TRYNGOLZA is medically necessary and is an appropriate drug for [patient’s name] at this time. I have enclosed the United States Prescribing Information (USPI) for TRYNGOLZA along with [patient’s name]’s [list pertinent enclosures such as prior therapies and outcomes, hospitalization notes, etc]. Please feel free to contact me at [contact number] if you require any additional information.



Sincerely, 	
[Physician’s name, degree(s), participating provider ID number, and signature] 

Enclosures: [Attach TRYNGOLZA Prescribing Information and any additional documentation, as appropriate] 
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