[Note: This sample letter is provided as a courtesy and is not intended to be directive. Physicians should exercise medical judgment and discretion to appropriately diagnose and characterize the individual patient’s medical condition. In addition, HCPs are responsible for ensuring the accuracy and validity of all billing and claims for appropriate reimbursement. Please delete this paragraph prior to submitting your Letter of Medical Necessity.]

[TEMPLATE]
[Letter of Medical Necessity:]
[TEPEZZA® (teprotumumab-trbw) for Thyroid Eye Disease]

[Office letterhead]

[Date]

[Contact name of medical director or other payer representative]
[Contact title]
[Name of health insurance company]
[Address]

Re: Letter of Medical Necessity for [HCPCS Codes] [Drug name, billing unit]
Patient: [Patient Name]
Group/Policy Number: [Number]
Date(s) of Service: [Dates]
Diagnosis: [Codes and description]


Dear [Insert contact name or department],

I am writing on behalf of my patient, [Patient Name], to document medical necessity for treatment with  
TEPEZZA (teprotumumab-trbw). This patient will be treated for Thyroid Eye Disease (TED) with TEPEZZA, which is indicated for the treatment of TED regardless of TED activity or duration.1 This letter serves to document that [Patient Name] needs TEPEZZA and that TEPEZZA is medically necessary for them as administered. On behalf of the patient, I am requesting approval for use and subsequent payment for treatment.

Medical History and Diagnosis
[Patient Name] is [a/an] [age]-year-old [Male/Female] diagnosed with Thyroid Eye Disease (TED). [Patient Name] has been in my care since [date]. As a result of TED, my patient [enter brief description of patient history]. Additionally, [Patient Name] has tried [previous treatments] and [outcomes]. The attached medical records document [Patient Name]’s clinical condition and the medical necessity for treatments with TEPEZZA.

Based on the above facts, I am confident you will agree that TEPEZZA is indicated and medically necessary for this patient. The plan of treatment is to start the patient on TEPEZZA. Administration of TEPEZZA 10 mg/kg is planned on [date] and will be continued approximately every 3 weeks at 20 mg/kg for a total of 8 infusions.1 

Please consider coverage of TEPEZZA on [Patient Name]’s behalf and approve use and subsequent payment for TEPEZZA as planned. Please refer to the enclosed Prescribing Information for TEPEZZA. If you have any further questions, please call me at [Physician Telephone Number]. 

Thank you for your prompt attention to this matter.

Sincerely,

[Physician Name], [Degree Initials] 
[Provider Identification Number]
Reference: 1. TEPEZZA (teprotumumab-trbw) [prescribing information] Amgen. 

Enclosures: 
Prescribing Information

[Attach the following as appropriate]
FDA approval letter (available at http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm)
Clinic notes and labs
CC: [Medical Director, patient, specialty society, insurance]



[This page is for your reference only. Content on this page does not need to be sent to the insurance company.]

INDICATION

TEPEZZA is indicated for the treatment of Thyroid Eye Disease regardless of Thyroid Eye Disease activity or duration.

IMPORTANT SAFETY INFORMATION

WARNINGS AND PRECAUTIONS

Infusion Reactions: TEPEZZA may cause infusion reactions. Infusion reactions have been reported in approximately 4% of patients treated with TEPEZZA. Reported infusion reactions have usually been mild or moderate in severity. Signs and symptoms may include transient increases in blood pressure, feeling hot, tachycardia, dyspnea, headache, and muscular pain. Infusion reactions may occur during an infusion or within 1.5 hours after an infusion. In patients who experience an infusion reaction, consideration should be given to premedicating with an antihistamine, antipyretic, or corticosteroid and/or administering all subsequent infusions at a slower infusion rate.

Inflammatory Bowel Disease: TEPEZZA may cause an exacerbation of inflammatory bowel disease (IBD). IBD has been reported in some patients without a prior diagnosis of IBD. Monitor patients for signs and symptoms of IBD. If IBD exacerbation is suspected, discontinue use of TEPEZZA.

Hyperglycemia: Increased blood glucose or hyperglycemia may occur in patients treated with TEPEZZA. In clinical trials, 10% of patients (two-thirds of whom had preexisting diabetes or impaired glucose tolerance) experienced hyperglycemia. Hyperglycemic events should be controlled with medications for glycemic control, if necessary. Assess patients for elevated blood glucose and symptoms of hyperglycemia prior to infusion and continue to monitor while on treatment with TEPEZZA. Ensure patients with hyperglycemia or preexisting diabetes are under appropriate glycemic control before and while receiving TEPEZZA.

[bookmark: _Hlk139463938]Hearing Impairment Including Hearing Loss: TEPEZZA may cause severe hearing impairment including hearing loss, which in some cases may be permanent. Assess patients’ hearing before, during, and after treatment with TEPEZZA and consider the benefit-risk of treatment with patients.

ADVERSE REACTIONS
The most common adverse reactions (incidence ≥5% and greater than placebo) are muscle spasm, nausea, alopecia, diarrhea, fatigue, hyperglycemia, hearing impairment, dysgeusia, headache, dry skin, ear discomfort, weight decreased, nail disorders, and menstrual disorders.


Please see Full Prescribing Information or visit TEPEZZAhcp.com for more information.
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