Appeal Letter:
Use of TEPEZZA® (teprotumumab-trbw) for Thyroid Eye Disease (Appealing a Clinical Criteria-Based Coverage Denial)


[Date]

[Name of Medical Director]	RE: Patient Name: [	]

[Health Plan]	Policy Number: [	]

[Address]	Group Number: [	]

[City, State, ZIP]	Claim Number: [	]



[Note: This appeal letter should be written after fully reviewing the health plan’s coverage denial letter and medical policy for TEPEZZA if you feel the patient would still benefit from receiving TEPEZZA.]

Dear [Health Plan]:

I am writing on behalf of my patient, [Patient Name], to request reconsideration of the denial of coverage for TEPEZZA® (teprotumumab-trbw), which is approved by the U.S. Food and Drug Administration (FDA) for the treatment of Thyroid Eye Disease (TED) regardless of TED activity or duration.1

[Patient Name] has been under my care for [X months] for the treatment of TED. As a [type of specialist] with [#] years of caring for patients with TED, I have prescribed TEPEZZA for this patient based on my clinical judgment and expertise. You have indicated that TEPEZZA is not covered by [Health Plan] because [insert reason for denial of coverage exactly as it appears in the denial of coverage letter from Health Plan]. I am requesting this approval of coverage because I believe that TEPEZZA is the most appropriate treatment for [Patient Name].

To illustrate the appropriateness of this treatment, I have provided important details relevant to [Patient Name], as well as information about TED and TEPEZZA.

1. Patient-Specific Rationale for Treatment

[Note: Exercise your medical judgment and discretion when providing a diagnosis and characterization of the patient’s medical condition(s). Provide clinical rationale that is specific to the reason that the request was denied.]

[Patient-specific rationale]

Based on the clinical data available to date, it is my medical opinion that initiating treatment with TEPEZZA for [Patient Name] is medically appropriate and necessary. Below, this letter outlines [Patient Name]’s medical history and prognosis, and my rationale for treatment with TEPEZZA.

[The following sections are to be completed based on the patient’s medical history and prognosis.]

Public

Public

2. Summary of Patient’s Medical History:
· [Patient’s diagnosis and current condition]
· [ICD-10-CM Code]
· [Relevant medical history]
· [Previous therapies the patient has undergone for the symptoms associated with their condition]
· [Patient’s response to these therapies]
· [Overview of the patient’s current abilities to perform daily activities, and level of mobility and independence, if applicable]

[Note: Include any information required by the health plan’s medical policy that was omitted in the original request/submission.]

3. Patient’s Prognosis

[Patient prognosis]

4. TED Pathophysiology

TED, also termed Graves’ orbitopathy (GO) and thyroid-associated ophthalmopathy, is an autoimmune condition that occurs in 30%-50% of patients with Graves’ disease,2,3 though it is considered a separate and distinct condition requiring different treatments.3 TED also occurs rarely in a proportion of patients with other autoimmune thyroid conditions, including Hashimoto’s thyroiditis and euthyroid states.4

The overall incidence of TED is ~0.02% (189 per 1,000,000),5 with 20% of patients presenting with
moderate-to-severe TED. There is no way to predict an individual patient’s disease course. Signs and symptoms of TED may reach a plateau above normal and may continue to fluctuate or flare over time.6-8

The pathophysiology of TED involves the autoimmune activation and proliferation of orbital fibroblasts.9 The activation of fibroblasts triggers the release of inflammatory cytokines, infiltration of immune cells into orbital soft tissues, excessive synthesis of the extracellular matrix, and tissue expansion and remodeling.9 Clinical features of TED include diplopia, proptosis, orbital pain, swelling, dry eye, redness and discomfort of the lids and ocular surface, and thickening and retraction of the eyelids.9-11
5. About TEPEZZA

TEPEZZA is an insulin-like growth factor-1 receptor (IGF-1R) inhibitor and the first and only FDA-approved treatment indicated for TED regardless of TED activity or duration.1 TEPEZZA binds to IGF-1R and blocks its activation and signaling.1 By targeting IGF-1R, TEPEZZA reduces inflammation and prevents muscle and fat tissue remodeling and expansion behind the eye.12,13 Teprotumumab-trbw’s mechanism of action in patients with Thyroid Eye Disease has not been fully characterized.1

TEPEZZA was evaluated in randomized, double-masked, placebo-controlled studies.1 In the Phase 2 and 3 studies, patients treated with TEPEZZA had reductions in proptosis, diplopia, and signs and inflammatory symptoms of TED.1,13,14 Data from the Phase 4 study showed patients with longer TED duration and lower CAS who were treated with TEPEZZA had clinically significant reductions in proptosis.15 The overall findings of these controlled trials support the effectiveness of TEPEZZA for patients with TED, regardless of disease duration or activity, and support the initiation of treatment with TEPEZZA for [Patient Name].








6. Dosing and Administration Schedule

TEPEZZA can be administered at various sites of care, including a physician’s office or infusion suite, a patient’s home, a hospital’s outpatient department, or an independent infusion center. The recommended dose of TEPEZZA is an intravenous (IV) infusion of 10 mg/kg for the initial dose followed by an IV infusion of
20 mg/kg every 3 weeks for 7 additional infusions.1

TEPEZZA is supplied as a lyophilized powder for reconstitution.1 Each single-dose vial contains 500 mg of the teprotumumab antibody. Each vial of TEPEZZA must be reconstituted with 10 mL of Sterile Water for Injection, United States Pharmacopeia (USP), and the required volume of reconstituted solution diluted based on the dose in an IV infusion bag containing 0.9% Sodium Chloride Injection, USP1:
· If dose is <1800 mg, use a 100-mL bag
· If dose is ≥1800 mg, use a 250-mL bag

The diluted solution is administered intravenously over 90 minutes for the first 2 infusions. If well tolerated, the minimum time for subsequent infusions can be reduced to 60 minutes. If not well tolerated, the minimum time for subsequent infusions should remain at 90 minutes. TEPEZZA should not be administered as an intravenous push or bolus or infused concomitantly with other agents.1

[Insert more detail lower in the letter when discussing individual patient needs as appropriate; fill in relevant services with rationale about why the services are clinically appropriate for each patient.]
7. Indication and Important Safety Information 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.
Preexisting Inflammatory Bowel Disease: TEPEZZA may cause an exacerbation of preexisting inflammatory bowel disease (IBD). Monitor patients with IBD for flare of disease. If IBD exacerbation is suspected, consider discontinuation 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, weight decreased, nail disorders, and menstrual disorders.
Please see Full Prescribing Information or visit TEPEZZAhcp.com for more information.

8. Concluding Remarks

[HCP to insert information relevant to particular case (eg, “Given the patient’s history, their current condition, lack of treatment options for TED, and the emerging data of the effects of TEPEZZA in patients with TED, I believe treatment of [Patient Name] with this product is warranted, appropriate, and medically necessary. The totality of the data available to date supports the potential benefit of treatment with TEPEZZA.”)]

Please call my office at [telephone number] if you need any additional information. I look forward to receiving your approval for coverage.

Sincerely,


[Physician’s name and signature] [Physician’s medical specialty] [Physician’s NPI]
[Physician’s practice name] [Phone #]
[Fax #]
[Encl: medical records, articles, etc] [Attach supporting documentation such as chart notes, etc]
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