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[bookmark: _Hlk172722028]Instructions: Sample Letter of Medical Necessity for TRYNGOLZA

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. 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.
 
[bookmark: _Hlk176253563]TRYNGOLZA™ (olezarsen) is indicated as an adjunct to diet to reduce triglycerides in adults with familial chylomicronemia syndrome (FCS).

Letter of Medical Necessity:
· Payers may request a letter of medical necessity to support coverage of TRYNGOLZA. The letter should explain why the drug is medically necessary for the specific patient and may include supporting documentation (see below). 
· A letter of medical necessity may accompany a prior authorization request, reauthorization request, or an appeal to reassess a coverage denial.
· This document is provided as information only for your consideration when drafting and submitting a letter of medical necessity.

Considerations for drafting a Letter of Medical Necessity: 
· Only the prescribing physician should sign the letter of medical necessity.
· A copy of all submissions should be retained for your records.
· There is no specific ICD-10-CM code for familial chylomicronemia syndrome (FCS), so be sure the patient’s diagnosis is specified clearly in the letter. 
· The ICD-10-CM code for FCS may be listed as E78.3 – “Hyperchylomicronemia.” 
· To avoid any delays in coverage, it is recommended to provide as much documentation as possible. Some health plans require a letter of medical necessity along with supporting documentation, such as:  
· Patient’s medical records
· Clinic notes and laboratory results 
· Triglyceride levels (current and historical)
· History of acute pancreatic events
· Hospitalization history
· Current medications and response
· Contraindications to current therapies relevant to FCS
· Previous relevant therapies the patient has had an inadequate response to
· Genetic testing results (if required by the patient’s insurance plan) 
· Clinical diagnosis
· FCS Clinical Scoring
· North American FCS Clinical Scoring: Hegele, R et al. Journal of Clinical Lipidology. 2024
· Supporting clinical studies (below are links to additional resources)
· Olezarsen clinical studies:
· Clinicaltrials.gov study NCT04568434
· Peer-reviewed literature for FCS
· Information for TRYNGOLZA
· Prescribing Information | Patient Information | Instructions for UsePlease see Important Safety Information throughout and full Prescribing Information for TRYNGOLZA, also available at TRYNGOLZAHCP.com
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Sample Letter of Medical Necessity for TRYNGOLZA
[Physician’s letterhead] 
 
[Date] 
 
[Health Plan Contact Name] 
[Title] 
[Health Plan Organization Name] 
[Address] 
[City, State ZIP] 
 
Re: [Subject line] 

Patient: [Patient Name]  
Date of Birth: [Patient DOB] 	
Insurance Policy ID Number: [Policy ID Number] 
Group Number: [Group Number] 
Claim Number: [Claim Number]  

Dear [Health Plan Contact Name], 

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 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.

[Describe the patient’s medical history: clinical diagnosis, history of triglyceride levels, summary of patient’s treatment history; response to past therapies; recent symptoms, pancreatitis events, and/or hospitalizations, if applicable; 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 U.S. 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] 
	


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
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