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Access Roadmap

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

Horizon offers additional tools to support your office

[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 Code] [Drug name, billing unit] 
Patient: [Patient Name] 
Group/Policy Number: [Number] 
Date(s) of Service: [Dates] 
Diagnosis: [Code & 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). The patient will be treated with TEPEZZA for [DIAGNOSIS]. TEPEZZA is indicated for treatment of 
Thyroid Eye Disease. This letter serves to document that [PATIENT] needs TEPEZZA and that TEPEZZA is medically 
necessary for [HIM/HER] as administered. On behalf of the patient, I am requesting approval for use and subsequent 
payment for the treatments. 
 
Medical History and Diagnosis 
[PATIENT NAME] is a [AGE]-year-old [MALE/FEMALE] diagnosed with [DIAGNOSIS]. [PATIENT NAME] has been in my 
care since [DATE]. As a result of [DIAGNOSIS], 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 that 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.  
 
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 regarding this matter, please do not hesitate to call me at [PHYSICIAN TELEPHONE NUMBER]. Thank you for 
your prompt attention to this matter. 
 
Sincerely, 
 
 
 
[PHYSICIAN NAME], [DEGREE INITIALS] [PROVIDER IDENTIFICATION NUMBER] 
 
Enclosures [attach as appropriate] 
FDA approval letter (available at http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm) 
Prescribing Information (PI) 
Clinic notes & labs 
CC: [Medical Director, patient, specialty society, insurance] 

P-TEP-00128 

   

Infusion Order Guide
This guide is designed to familiarize you with the process of writing an 
infusion order. 

Some infusion facilities prefer to use their own infusion order forms. 
Check with your patient’s facility before writing your infusion order.

Patient Information
•  This information enables the clinic to contact the patient and initiate 

or confirm insurance authorization

•  Include the patient's preexisting conditions (e.g. diabetes, 
inflammatory bowel disease) to inform monitoring requirements

•  Patients with preexisting diabetes should be under appropriate 
glycemic control before receiving TEPEZZA

 •  Monitor patients with preexisting inflammatory bowel disease 
(IBD) for flare-up of the disease

Diagnosis 

•   Orders must include a valid ICD-10 diagnosis code that is verified by 
the patient’s medical records

•   Thyroid Eye Disease (TED) does not have a specific ICD-10 code. 
Therefore a combination of codes may be required to support your 
patient’s diagnosis

•   Consider using a primary code, such as hyperthyroidism, and 
additional secondary codes pertaining to the signs and symptoms of 
TED, such as proptosis or orbital pain

Medication Order 

•  Determine the dose based on the patient’s weight.1 A Dosing 
Calculator is available at TEPEZZAhcp.com

• Infusion 1: 10 mg/kg

• Infusions 2 to 8: 20 mg/kg

Lab Orders  

•  Monitor patients for elevated blood glucose levels and symptoms of 
hyperglycemia while on treatment with TEPEZZA1

•  Identify any additional lab work (e.g. thyroid, pregnancy)

•  Determine how often testing should be performed based on your 
clinical experience

Please see Important Safety Information on reverse and 
accompanying Full Prescribing Information.
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The sample infusion order form can be downloaded 
from the Resource Library at  TEPEZZAhcp.com

Healthcare Professional 

TEPEZZA Payor Access Guide
A resource to help you navigate payor access

Please see Important Safety Information on page 13 and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

TEPEZZA and the HORIZON logo are trademarks 
owned by or licensed to Horizon.
© 2021 Horizon Therapeutics plc  P-TEP-US-00203  12/21  Printed in the U.S.A.

You can download the Patient Enrollment Form at TEPEZZAhcp.com

INDICATION
TEPEZZA is indicated for the treatment of Thyroid Eye Disease. 

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 Infl ammatory Bowel Disease: TEPEZZA may cause an exacerbation of preexisting 
infl ammatory bowel disease (IBD). Monitor patients with IBD for fl are 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 managed with medications 
for glycemic control, if necessary. Monitor patients for elevated blood glucose and symptoms of 
hyperglycemia while on treatment with TEPEZZA. Patients with preexisting diabetes should be under 
appropriate glycemic control before receiving TEPEZZA.

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, 
and menstrual disorders.

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

Reference: TEPEZZA (teprotumumab-trbw) [prescribing information] Horizon. 

Horizon By Your Side is a patient support program for patients prescribed TEPEZZA. 
The Horizon By Your Side team will provide information on patient support, non-medical 
logistical assistance, insurance benefi ts investigation, and fi nancial assistance.

If your patient is interested in Horizon By Your Side, just call 1-833-5-TEPEZZA or visit 
TEPEZZAhcp.com to initiate their enrollment. Your patient must complete the Patient 
Enrollment Form (PEF) to access these patient-focused services and resources.

Helping you assess
site of care options for 
your patients

Highlighted common sites of care include:

•  Physician o�  ce
•  Hospital outpatient department
•  Home infusion
•  Independent infusion center

Please see Important Safety Information on back cover and 
accompanying Full Prescribing Information or visit TEPEZZAhcp.com.3

Site of Care Home Infusion Independent Infusion Center 

Overview Trained nursing sta�  can provide infusion 
services in the patient’s home, whether for 
convenience or necessity. Home infusion 
teams can provide their own supplies, 
coordinate scheduling, handle monitoring, 
and draw labs.

Infusion centers set up separately and 
independently from the hospital or 
physician o�  ce. These sites are sta� ed 
with nurses and may or may not have 
physicians on site for patient care.

Benefi ts •  May o� er convenience for patients with:
   – Visual impairment 
   –  No local infusion facilities 

•  Highly experienced with administering
IV infusions

•  Opportunity for infusion education with 
home infusion nurse 

•  Patient can stay in the comfort of their 
own home

•  Allows patient to remain adherent to 
treatment when they have to stay home

•  Highly experienced with IV infusions

•  Often have more modern amenities since 
infusion is their business (nicer chairs, 
TVs, WiFi)

•  May have more capacity or scheduling 
capabilities given infusion-only focus

Considerations •  No physician on site, which may not meet 
Medicare requirements 

•  Hospitals or independent infusion centers 
may have home infusion capabilities 

•  Insurance requirements may prefer 
in-home infusion or may not cover it, 
depending on the plan

•  Patients may not feel comfortable letting 
providers into their homes

•  May not have a physician on site, which 
may not meet Medicare requirements

•  Patients may not be comfortable without 
a physician present

HCP, healthcare provider; IV, intravenous.

 

[TEMPLATE 
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.] 
 
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), the only United States Food and Drug Administration (FDA)-approved 
treatment for Thyroid Eye Disease (TED).1  
 
[Patient Name] has been under my care for [X months] for the treatment of TED. As a [type of specialist] with [#] 
years caring for patients with TED, I have prescribed TEPEZZA for this patient based on my clinical judgment and 
expertise. However, 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]. The approval of 
coverage is requested because I believe that TEPEZZA is the 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.] 

Infusion Order 
Note: This form is being provided as a guide. Prescribers should use their clinical judgment when completing. Some facilities prefer  
to use their own infusion order form. Check with your patient’s facility before writing your infusion order. 

 

Patient Information 
Patient name: DOB: Sex:   ¨ M    ¨ F Weight: kg 

Phone number: Email: 

Allergies: ICD-10 code:  

Is the patient diabetic?    ¨ Yes    ¨ No Does the patient have a history of IBD?    ¨ Yes    ¨ No 

Emergency contact name: Phone number: 

Please attach: 1. List of current medications, 2. Copy of the patient’s insurance card, 
3. Clinical progress notes and history and physical (H&P) to support diagnosis, and 4. Relevant labs. 

Physician Information 
Prescribing physician’s name: Practice name: 

Phone number: Fax number: 

Email: Office contact: 

Co-managing physician name: Phone number/email: 

Medication Order 
Medication: TEPEZZA (teprotumumab-trbw) 
Dose: Infusion 1:  mg (10 mg/kg) Infusions 2 to 8:  (20 mg/kg)  
Duration: Administer the first 2 infusions over 90 minutes. Subsequent infusions may be reduced to 60 minutes if well tolerated 
(see note below for additional information). 
Saline bag: Administer via an infusion bag containing 0.9% Sodium Chloride Solution, USP. For doses <1800 mg, use a 100-mL bag. 
For doses ≥1800 mg, use a 250-mL bag. 

 
Schedule: Q3 weeks, 8 infusions total 

 
Preferred start date:   

Pretreatment medications:      
Note: TEPEZZA does not require a specific protocol for premedications; 
follow your facility protocol. If the patient experiences an infusion reaction, 
consider premedication for subsequent doses (see note below for  
additional information). 

Notes: 
¨ If an infusion reaction occurs, interrupt or slow the rate of infusion and use appropriate medical management. 

For subsequent infusions, slow infusion to 90 minutes and consider premedicating with an antihistamine, 
antipyretic, and/or corticosteroid. Follow your facility protocol and notify the prescriber. 

¨ Follow facility policies and/or protocols for vascular access maintenance with appropriate flush solution, 
declotting, and/or dressing changes. 

¨ Share post-infusion chart notes with the prescriber. 

¨ Other notes:                                                                                                                                      
 

Lab Orders 
Standing labs: 

• Blood glucose test every  infusion(s) 

• Other labs (e.g. thyroid, pregnancy):                                                                                                       

¨  Share lab results with co-managing physician. 

Physician signature:                                                                                       Date:                          
If using this as an order form, must fill out with signature and date. 

Please see Important Safety Information on next page and 
accompanying Full Prescribing Information. 

Consider including this in the patient’s medical record to monitor symptoms of disease activity

CLINICAL ACTIVITY SCORE1*

Clinical documentation of Thyroid Eye Disease (TED) signs and symptoms

Patient name:                                              Date of birth:                                 Weight: Date: 
(mm/dd/yyyy) (mm/dd/yyyy)(lb)

Page 1

The Clinical Activity Score (CAS) is a tool designed to evaluate inflammatory signs and symptoms that are often characteristic  
of TED, also known as Graves’ orbitopathy. A higher score indicates that a patient has disease activity.

Does the patient have stable thyroid levels?   oYes  oNo

Is the patient undergoing treatment to correct and/or 
maintain thyroid state?   oYes  oNo

Thyroid labs: 
Free thyroxine (free T4) levels: __________

Free triiodothyronine (free T3) levels: _________

THYROID FUNCTION

How to use CAS:
1 point is given for each sign 
or symptom 

Baseline exam
During the baseline exam, a score  
of ≥3 out of 7 indicates acute TED

Follow-up assessments
A score of ≥4 out of 10 indicates acute TED
(Intervals below determined by physician)

Date (mm/dd/yyyy) ___/___/_____ ___/___/_____ ___/___/_____ ___/___/_____

1 Spontaneous orbital pain

2 Gaze-evoked orbital pain

3 Eyelid swelling

4 Eyelid erythema

5 Conjunctival redness

6 Chemosis

7 Inflammation of caruncle  
or plica

For baseline CAS, total lines 1-7

* The CAS is a composite score with equal weighting of a number of factors; however, the factors may not be of equal clinical weight either to the patient or to the physician.  
While CAS is a useful tool for diagnosis and monitoring of patients, some patients may not present with characteristic signs of TED and may require additional evaluation.

8 Increase of ≥2 mm in proptosis

9 Decreased eye movements  >8° in any direction

10 Decrease in acuity ≥1 Snellen line

For follow-up CAS, total lines 1-10

TEPEZZA and the HORIZON logo are trademarks owned by or licensed to Horizon.  
All other trademarks are the property of their respective owners. 
© 2023 Horizon Therapeutics plc PA-TEP-US-0014-3 08/23

Please see Important Safety Information inside and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

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.

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.



  Download and review the  
prior authorization (PA) form 
and requirements from the 
payor website

Common requirements are:
•  Clinical Activity Score  

and severity 
•  Onset of symptoms
•  Previous treatments, 

conditions, or enacted  
step therapies

•  Provider information and 
credentials

  Collaborate with referring/ 
co-managing physicians to 
gather patient history, chart 
notes, and lab results

  Gather a letter of medical 
necessity to proactively include 
with the PA form

Initiate your  
patient’s enrollment

  Coordinate with the  
SOC to confirm who 
submits the PA request  
to the payor

  Submit the PA, letter of 
medical necessity, and any 
supporting documentation

In the case of PA denial:
  Understand the payor’s 
reason for denial and use 
exact language to craft  
an appeal letter
  Gather additional 
supporting information

  Confirm your patient  
has scheduled their  
first infusion appointment 
after PA approval

  Coordinate patient 
monitoring/lab work with  
the SOC and/or co-managing 
physicians throughout the 
infusion process including 
but not limited to:
•  Glucose monitoring
•  Pregnancy 
•  Patient weight
•  Hearing Impairment 

   Follow up and document 
patient reported outcomes 
throughout the infusion 
process

  Download Patient 
Enrollment Form (PEF)  
for Horizon By Your Side  
at TEPEZZAhcp.com
  Discuss the Horizon By 
Your Side patient support 
program with your patient 
and inform them that a 
Horizon Patient Access 
Liaison will reach out  
to them

  Educate your patient  
on the infusion process  
and potential side effects 
of TEPEZZA

   Verify your patient’s insurance 
coverage and identify any 
payor-specific site of care 
(SOC) requirements

  Work with your patient and 
Horizon By Your Side to 
ensure insurance coverage and 
select an SOC for TEPEZZA 
administration

   Communicate to the SOC  
all information about the 
patient’s TED diagnosis and 
disease severity

Specialty Account Manager  
(SAM): The SAM is your primary 
point of contact for TEPEZZA. 
Your SAM provides clinical 
education and resources to you 
and your office. In addition, your 
SAM will connect you to  
all TEPEZZA team members,  
as specific needs arise.

Associate Director, Site of 
Care Team (ADSOC): Primary 
Horizon contact for the site  
of care. The team educates 
on coding, billing, and payor 
access and provides product 
in-servicing.

Patient Access Liaison  
(PAL): The PAL provides 
dedicated, one-on-one support 
for your patient. They work 
directly with individual patients 
to answer non-medical, logistical 
questions and provide support 
upon enrollment. Additionally, 
the PAL educates about 
navigating insurance processes 
and accessing treatment on your 
patient’s behalf. The PAL has the 
expertise and tools to support 
the patient by educating 
on patient benefits, prior 
authorization requirements, 
payor policies and coding, and 
claim submissions.Key process tips

•  Your patient must complete the PEF to access Horizon By Your Side 
resources. Both the patient’s signature and healthcare provider’s 
signature are required to complete the PEF

•  Contact your Horizon PAL if you have questions about specific  
PA requirements

Gather clinical information 
on patient’s Thyroid Eye 
Disease (TED) diagnosis

Initiate patient enrollment
Review patient’s benefits 
investigation and payor 
requirements

Coordinate submission  
of prior authorization  
with SOC

Follow patient  
treatment after approval

Get to know your Horizon team1 2 3 4 5
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Get to know your Horizon team1 2 3 4 5
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Infusion Order Form

Clinical Documentation Tool
This tool is available through your Horizon 
representative to support accurate clinical 
documentation, which may result in more 
timely PA processing.

Visit TEPEZZAhcp.com to find multiple resources that aid in the patient access journey  or scan any of the listed QR codes for quick access to a specific document 

Access Roadmap

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

Horizon offers additional tools to support your office

[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 Code] [Drug name, billing unit] 
Patient: [Patient Name] 
Group/Policy Number: [Number] 
Date(s) of Service: [Dates] 
Diagnosis: [Code & 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). The patient will be treated with TEPEZZA for [DIAGNOSIS]. TEPEZZA is indicated for treatment of 
Thyroid Eye Disease. This letter serves to document that [PATIENT] needs TEPEZZA and that TEPEZZA is medically 
necessary for [HIM/HER] as administered. On behalf of the patient, I am requesting approval for use and subsequent 
payment for the treatments. 
 
Medical History and Diagnosis 
[PATIENT NAME] is a [AGE]-year-old [MALE/FEMALE] diagnosed with [DIAGNOSIS]. [PATIENT NAME] has been in my 
care since [DATE]. As a result of [DIAGNOSIS], 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 that 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.  
 
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 regarding this matter, please do not hesitate to call me at [PHYSICIAN TELEPHONE NUMBER]. Thank you for 
your prompt attention to this matter. 
 
Sincerely, 
 
 
 
[PHYSICIAN NAME], [DEGREE INITIALS] [PROVIDER IDENTIFICATION NUMBER] 
 
Enclosures [attach as appropriate] 
FDA approval letter (available at http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm) 
Prescribing Information (PI) 
Clinic notes & labs 
CC: [Medical Director, patient, specialty society, insurance] 
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Infusion Order Guide
This guide is designed to familiarize you with the process of writing an 
infusion order. 

Some infusion facilities prefer to use their own infusion order forms. 
Check with your patient’s facility before writing your infusion order.

Patient Information
•  This information enables the clinic to contact the patient and initiate 

or confirm insurance authorization

•  Include the patient's preexisting conditions (e.g. diabetes, 
inflammatory bowel disease) to inform monitoring requirements

•  Patients with preexisting diabetes should be under appropriate 
glycemic control before receiving TEPEZZA

 •  Monitor patients with preexisting inflammatory bowel disease 
(IBD) for flare-up of the disease

Diagnosis 

•   Orders must include a valid ICD-10 diagnosis code that is verified by 
the patient’s medical records

•   Thyroid Eye Disease (TED) does not have a specific ICD-10 code. 
Therefore a combination of codes may be required to support your 
patient’s diagnosis

•   Consider using a primary code, such as hyperthyroidism, and 
additional secondary codes pertaining to the signs and symptoms of 
TED, such as proptosis or orbital pain

Medication Order 

•  Determine the dose based on the patient’s weight.1 A Dosing 
Calculator is available at TEPEZZAhcp.com

• Infusion 1: 10 mg/kg

• Infusions 2 to 8: 20 mg/kg

Lab Orders  

•  Monitor patients for elevated blood glucose levels and symptoms of 
hyperglycemia while on treatment with TEPEZZA1

•  Identify any additional lab work (e.g. thyroid, pregnancy)

•  Determine how often testing should be performed based on your 
clinical experience

Please see Important Safety Information on reverse and 
accompanying Full Prescribing Information.
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The sample infusion order form can be downloaded 
from the Resource Library at  TEPEZZAhcp.com

Healthcare Professional 

TEPEZZA Payor Access Guide
A resource to help you navigate payor access

Please see Important Safety Information on page 13 and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

TEPEZZA and the HORIZON logo are trademarks 
owned by or licensed to Horizon.
© 2021 Horizon Therapeutics plc  P-TEP-US-00203  12/21  Printed in the U.S.A.

You can download the Patient Enrollment Form at TEPEZZAhcp.com

INDICATION
TEPEZZA is indicated for the treatment of Thyroid Eye Disease. 

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 Infl ammatory Bowel Disease: TEPEZZA may cause an exacerbation of preexisting 
infl ammatory bowel disease (IBD). Monitor patients with IBD for fl are 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 managed with medications 
for glycemic control, if necessary. Monitor patients for elevated blood glucose and symptoms of 
hyperglycemia while on treatment with TEPEZZA. Patients with preexisting diabetes should be under 
appropriate glycemic control before receiving TEPEZZA.

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, 
and menstrual disorders.

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

Reference: TEPEZZA (teprotumumab-trbw) [prescribing information] Horizon. 

Horizon By Your Side is a patient support program for patients prescribed TEPEZZA. 
The Horizon By Your Side team will provide information on patient support, non-medical 
logistical assistance, insurance benefi ts investigation, and fi nancial assistance.

If your patient is interested in Horizon By Your Side, just call 1-833-5-TEPEZZA or visit 
TEPEZZAhcp.com to initiate their enrollment. Your patient must complete the Patient 
Enrollment Form (PEF) to access these patient-focused services and resources.

Helping you assess
site of care options for 
your patients

Highlighted common sites of care include:

•  Physician o�  ce
•  Hospital outpatient department
•  Home infusion
•  Independent infusion center

Please see Important Safety Information on back cover and 
accompanying Full Prescribing Information or visit TEPEZZAhcp.com.3

Site of Care Home Infusion Independent Infusion Center 

Overview Trained nursing sta�  can provide infusion 
services in the patient’s home, whether for 
convenience or necessity. Home infusion 
teams can provide their own supplies, 
coordinate scheduling, handle monitoring, 
and draw labs.

Infusion centers set up separately and 
independently from the hospital or 
physician o�  ce. These sites are sta� ed 
with nurses and may or may not have 
physicians on site for patient care.

Benefi ts •  May o� er convenience for patients with:
   – Visual impairment 
   –  No local infusion facilities 

•  Highly experienced with administering
IV infusions

•  Opportunity for infusion education with 
home infusion nurse 

•  Patient can stay in the comfort of their 
own home

•  Allows patient to remain adherent to 
treatment when they have to stay home

•  Highly experienced with IV infusions

•  Often have more modern amenities since 
infusion is their business (nicer chairs, 
TVs, WiFi)

•  May have more capacity or scheduling 
capabilities given infusion-only focus

Considerations •  No physician on site, which may not meet 
Medicare requirements 

•  Hospitals or independent infusion centers 
may have home infusion capabilities 

•  Insurance requirements may prefer 
in-home infusion or may not cover it, 
depending on the plan

•  Patients may not feel comfortable letting 
providers into their homes

•  May not have a physician on site, which 
may not meet Medicare requirements

•  Patients may not be comfortable without 
a physician present

HCP, healthcare provider; IV, intravenous.

 

[TEMPLATE 
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.] 
 
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), the only United States Food and Drug Administration (FDA)-approved 
treatment for Thyroid Eye Disease (TED).1  
 
[Patient Name] has been under my care for [X months] for the treatment of TED. As a [type of specialist] with [#] 
years caring for patients with TED, I have prescribed TEPEZZA for this patient based on my clinical judgment and 
expertise. However, 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]. The approval of 
coverage is requested because I believe that TEPEZZA is the 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.] 

Infusion Order 
Note: This form is being provided as a guide. Prescribers should use their clinical judgment when completing. Some facilities prefer  
to use their own infusion order form. Check with your patient’s facility before writing your infusion order. 

 

Patient Information 
Patient name: DOB: Sex:   ¨ M    ¨ F Weight: kg 

Phone number: Email: 

Allergies: ICD-10 code:  

Is the patient diabetic?    ¨ Yes    ¨ No Does the patient have a history of IBD?    ¨ Yes    ¨ No 

Emergency contact name: Phone number: 

Please attach: 1. List of current medications, 2. Copy of the patient’s insurance card, 
3. Clinical progress notes and history and physical (H&P) to support diagnosis, and 4. Relevant labs. 

Physician Information 
Prescribing physician’s name: Practice name: 

Phone number: Fax number: 

Email: Office contact: 

Co-managing physician name: Phone number/email: 

Medication Order 
Medication: TEPEZZA (teprotumumab-trbw) 
Dose: Infusion 1:  mg (10 mg/kg) Infusions 2 to 8:  (20 mg/kg)  
Duration: Administer the first 2 infusions over 90 minutes. Subsequent infusions may be reduced to 60 minutes if well tolerated 
(see note below for additional information). 
Saline bag: Administer via an infusion bag containing 0.9% Sodium Chloride Solution, USP. For doses <1800 mg, use a 100-mL bag. 
For doses ≥1800 mg, use a 250-mL bag. 

 
Schedule: Q3 weeks, 8 infusions total 

 
Preferred start date:   

Pretreatment medications:      
Note: TEPEZZA does not require a specific protocol for premedications; 
follow your facility protocol. If the patient experiences an infusion reaction, 
consider premedication for subsequent doses (see note below for  
additional information). 

Notes: 
¨ If an infusion reaction occurs, interrupt or slow the rate of infusion and use appropriate medical management. 

For subsequent infusions, slow infusion to 90 minutes and consider premedicating with an antihistamine, 
antipyretic, and/or corticosteroid. Follow your facility protocol and notify the prescriber. 

¨ Follow facility policies and/or protocols for vascular access maintenance with appropriate flush solution, 
declotting, and/or dressing changes. 

¨ Share post-infusion chart notes with the prescriber. 

¨ Other notes:                                                                                                                                      
 

Lab Orders 
Standing labs: 

• Blood glucose test every  infusion(s) 

• Other labs (e.g. thyroid, pregnancy):                                                                                                       

¨  Share lab results with co-managing physician. 

Physician signature:                                                                                       Date:                          
If using this as an order form, must fill out with signature and date. 

Please see Important Safety Information on next page and 
accompanying Full Prescribing Information. 

Consider including this in the patient’s medical record to monitor symptoms of disease activity

CLINICAL ACTIVITY SCORE1*

Clinical documentation of Thyroid Eye Disease (TED) signs and symptoms

Patient name:                                              Date of birth:                                 Weight: Date: 
(mm/dd/yyyy) (mm/dd/yyyy)(lb)

Page 1

The Clinical Activity Score (CAS) is a tool designed to evaluate inflammatory signs and symptoms that are often characteristic  
of TED, also known as Graves’ orbitopathy. A higher score indicates that a patient has disease activity.

Does the patient have stable thyroid levels?   oYes  oNo

Is the patient undergoing treatment to correct and/or 
maintain thyroid state?   oYes  oNo

Thyroid labs: 
Free thyroxine (free T4) levels: __________

Free triiodothyronine (free T3) levels: _________

THYROID FUNCTION

How to use CAS:
1 point is given for each sign 
or symptom 

Baseline exam
During the baseline exam, a score  
of ≥3 out of 7 indicates acute TED

Follow-up assessments
A score of ≥4 out of 10 indicates acute TED
(Intervals below determined by physician)

Date (mm/dd/yyyy) ___/___/_____ ___/___/_____ ___/___/_____ ___/___/_____

1 Spontaneous orbital pain

2 Gaze-evoked orbital pain

3 Eyelid swelling

4 Eyelid erythema

5 Conjunctival redness

6 Chemosis

7 Inflammation of caruncle  
or plica

For baseline CAS, total lines 1-7

* The CAS is a composite score with equal weighting of a number of factors; however, the factors may not be of equal clinical weight either to the patient or to the physician.  
While CAS is a useful tool for diagnosis and monitoring of patients, some patients may not present with characteristic signs of TED and may require additional evaluation.

8 Increase of ≥2 mm in proptosis

9 Decreased eye movements  >8° in any direction

10 Decrease in acuity ≥1 Snellen line

For follow-up CAS, total lines 1-10

TEPEZZA and the HORIZON logo are trademarks owned by or licensed to Horizon.  
All other trademarks are the property of their respective owners. 
© 2023 Horizon Therapeutics plc PA-TEP-US-0014-3 08/23

Please see Important Safety Information inside and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

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.

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.



Horizon By Your Side Patient 
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Letter of Medical 
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Infusion Order Guide
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Infusion Order Form

Clinical Documentation Tool
This tool is available through your Horizon 
representative to support accurate clinical 
documentation, which may result in more 
timely PA processing.

Visit TEPEZZAhcp.com to find multiple resources that aid in the patient access journey  or scan any of the listed QR codes for quick access to a specific document 

Access Roadmap

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

Horizon offers additional tools to support your office

[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 Code] [Drug name, billing unit] 
Patient: [Patient Name] 
Group/Policy Number: [Number] 
Date(s) of Service: [Dates] 
Diagnosis: [Code & 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). The patient will be treated with TEPEZZA for [DIAGNOSIS]. TEPEZZA is indicated for treatment of 
Thyroid Eye Disease. This letter serves to document that [PATIENT] needs TEPEZZA and that TEPEZZA is medically 
necessary for [HIM/HER] as administered. On behalf of the patient, I am requesting approval for use and subsequent 
payment for the treatments. 
 
Medical History and Diagnosis 
[PATIENT NAME] is a [AGE]-year-old [MALE/FEMALE] diagnosed with [DIAGNOSIS]. [PATIENT NAME] has been in my 
care since [DATE]. As a result of [DIAGNOSIS], 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 that 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.  
 
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 regarding this matter, please do not hesitate to call me at [PHYSICIAN TELEPHONE NUMBER]. Thank you for 
your prompt attention to this matter. 
 
Sincerely, 
 
 
 
[PHYSICIAN NAME], [DEGREE INITIALS] [PROVIDER IDENTIFICATION NUMBER] 
 
Enclosures [attach as appropriate] 
FDA approval letter (available at http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm) 
Prescribing Information (PI) 
Clinic notes & labs 
CC: [Medical Director, patient, specialty society, insurance] 

P-TEP-00128 

   

Infusion Order Guide
This guide is designed to familiarize you with the process of writing an 
infusion order. 

Some infusion facilities prefer to use their own infusion order forms. 
Check with your patient’s facility before writing your infusion order.

Patient Information
•  This information enables the clinic to contact the patient and initiate 

or confirm insurance authorization

•  Include the patient's preexisting conditions (e.g. diabetes, 
inflammatory bowel disease) to inform monitoring requirements

•  Patients with preexisting diabetes should be under appropriate 
glycemic control before receiving TEPEZZA

 •  Monitor patients with preexisting inflammatory bowel disease 
(IBD) for flare-up of the disease

Diagnosis 

•   Orders must include a valid ICD-10 diagnosis code that is verified by 
the patient’s medical records

•   Thyroid Eye Disease (TED) does not have a specific ICD-10 code. 
Therefore a combination of codes may be required to support your 
patient’s diagnosis

•   Consider using a primary code, such as hyperthyroidism, and 
additional secondary codes pertaining to the signs and symptoms of 
TED, such as proptosis or orbital pain

Medication Order 

•  Determine the dose based on the patient’s weight.1 A Dosing 
Calculator is available at TEPEZZAhcp.com

• Infusion 1: 10 mg/kg

• Infusions 2 to 8: 20 mg/kg

Lab Orders  

•  Monitor patients for elevated blood glucose levels and symptoms of 
hyperglycemia while on treatment with TEPEZZA1

•  Identify any additional lab work (e.g. thyroid, pregnancy)

•  Determine how often testing should be performed based on your 
clinical experience

Please see Important Safety Information on reverse and 
accompanying Full Prescribing Information.
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The sample infusion order form can be downloaded 
from the Resource Library at  TEPEZZAhcp.com

Healthcare Professional 

TEPEZZA Payor Access Guide
A resource to help you navigate payor access

Please see Important Safety Information on page 13 and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

TEPEZZA and the HORIZON logo are trademarks 
owned by or licensed to Horizon.
© 2021 Horizon Therapeutics plc  P-TEP-US-00203  12/21  Printed in the U.S.A.

You can download the Patient Enrollment Form at TEPEZZAhcp.com

INDICATION
TEPEZZA is indicated for the treatment of Thyroid Eye Disease. 

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 Infl ammatory Bowel Disease: TEPEZZA may cause an exacerbation of preexisting 
infl ammatory bowel disease (IBD). Monitor patients with IBD for fl are 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 managed with medications 
for glycemic control, if necessary. Monitor patients for elevated blood glucose and symptoms of 
hyperglycemia while on treatment with TEPEZZA. Patients with preexisting diabetes should be under 
appropriate glycemic control before receiving TEPEZZA.

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, 
and menstrual disorders.

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

Reference: TEPEZZA (teprotumumab-trbw) [prescribing information] Horizon. 

Horizon By Your Side is a patient support program for patients prescribed TEPEZZA. 
The Horizon By Your Side team will provide information on patient support, non-medical 
logistical assistance, insurance benefi ts investigation, and fi nancial assistance.

If your patient is interested in Horizon By Your Side, just call 1-833-5-TEPEZZA or visit 
TEPEZZAhcp.com to initiate their enrollment. Your patient must complete the Patient 
Enrollment Form (PEF) to access these patient-focused services and resources.

Helping you assess
site of care options for 
your patients

Highlighted common sites of care include:

•  Physician o�  ce
•  Hospital outpatient department
•  Home infusion
•  Independent infusion center

Please see Important Safety Information on back cover and 
accompanying Full Prescribing Information or visit TEPEZZAhcp.com.3

Site of Care Home Infusion Independent Infusion Center 

Overview Trained nursing sta�  can provide infusion 
services in the patient’s home, whether for 
convenience or necessity. Home infusion 
teams can provide their own supplies, 
coordinate scheduling, handle monitoring, 
and draw labs.

Infusion centers set up separately and 
independently from the hospital or 
physician o�  ce. These sites are sta� ed 
with nurses and may or may not have 
physicians on site for patient care.

Benefi ts •  May o� er convenience for patients with:
   – Visual impairment 
   –  No local infusion facilities 

•  Highly experienced with administering
IV infusions

•  Opportunity for infusion education with 
home infusion nurse 

•  Patient can stay in the comfort of their 
own home

•  Allows patient to remain adherent to 
treatment when they have to stay home

•  Highly experienced with IV infusions

•  Often have more modern amenities since 
infusion is their business (nicer chairs, 
TVs, WiFi)

•  May have more capacity or scheduling 
capabilities given infusion-only focus

Considerations •  No physician on site, which may not meet 
Medicare requirements 

•  Hospitals or independent infusion centers 
may have home infusion capabilities 

•  Insurance requirements may prefer 
in-home infusion or may not cover it, 
depending on the plan

•  Patients may not feel comfortable letting 
providers into their homes

•  May not have a physician on site, which 
may not meet Medicare requirements

•  Patients may not be comfortable without 
a physician present

HCP, healthcare provider; IV, intravenous.

 

[TEMPLATE 
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.] 
 
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), the only United States Food and Drug Administration (FDA)-approved 
treatment for Thyroid Eye Disease (TED).1  
 
[Patient Name] has been under my care for [X months] for the treatment of TED. As a [type of specialist] with [#] 
years caring for patients with TED, I have prescribed TEPEZZA for this patient based on my clinical judgment and 
expertise. However, 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]. The approval of 
coverage is requested because I believe that TEPEZZA is the 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.] 

Infusion Order 
Note: This form is being provided as a guide. Prescribers should use their clinical judgment when completing. Some facilities prefer  
to use their own infusion order form. Check with your patient’s facility before writing your infusion order. 

 

Patient Information 
Patient name: DOB: Sex:   ¨ M    ¨ F Weight: kg 

Phone number: Email: 

Allergies: ICD-10 code:  

Is the patient diabetic?    ¨ Yes    ¨ No Does the patient have a history of IBD?    ¨ Yes    ¨ No 

Emergency contact name: Phone number: 

Please attach: 1. List of current medications, 2. Copy of the patient’s insurance card, 
3. Clinical progress notes and history and physical (H&P) to support diagnosis, and 4. Relevant labs. 

Physician Information 
Prescribing physician’s name: Practice name: 

Phone number: Fax number: 

Email: Office contact: 

Co-managing physician name: Phone number/email: 

Medication Order 
Medication: TEPEZZA (teprotumumab-trbw) 
Dose: Infusion 1:  mg (10 mg/kg) Infusions 2 to 8:  (20 mg/kg)  
Duration: Administer the first 2 infusions over 90 minutes. Subsequent infusions may be reduced to 60 minutes if well tolerated 
(see note below for additional information). 
Saline bag: Administer via an infusion bag containing 0.9% Sodium Chloride Solution, USP. For doses <1800 mg, use a 100-mL bag. 
For doses ≥1800 mg, use a 250-mL bag. 

 
Schedule: Q3 weeks, 8 infusions total 

 
Preferred start date:   

Pretreatment medications:      
Note: TEPEZZA does not require a specific protocol for premedications; 
follow your facility protocol. If the patient experiences an infusion reaction, 
consider premedication for subsequent doses (see note below for  
additional information). 

Notes: 
¨ If an infusion reaction occurs, interrupt or slow the rate of infusion and use appropriate medical management. 

For subsequent infusions, slow infusion to 90 minutes and consider premedicating with an antihistamine, 
antipyretic, and/or corticosteroid. Follow your facility protocol and notify the prescriber. 

¨ Follow facility policies and/or protocols for vascular access maintenance with appropriate flush solution, 
declotting, and/or dressing changes. 

¨ Share post-infusion chart notes with the prescriber. 

¨ Other notes:                                                                                                                                      
 

Lab Orders 
Standing labs: 

• Blood glucose test every  infusion(s) 

• Other labs (e.g. thyroid, pregnancy):                                                                                                       

¨  Share lab results with co-managing physician. 

Physician signature:                                                                                       Date:                          
If using this as an order form, must fill out with signature and date. 

Please see Important Safety Information on next page and 
accompanying Full Prescribing Information. 

Consider including this in the patient’s medical record to monitor symptoms of disease activity

CLINICAL ACTIVITY SCORE1*

Clinical documentation of Thyroid Eye Disease (TED) signs and symptoms

Patient name:                                              Date of birth:                                 Weight: Date: 
(mm/dd/yyyy) (mm/dd/yyyy)(lb)

Page 1

The Clinical Activity Score (CAS) is a tool designed to evaluate inflammatory signs and symptoms that are often characteristic  
of TED, also known as Graves’ orbitopathy. A higher score indicates that a patient has disease activity.

Does the patient have stable thyroid levels?   oYes  oNo

Is the patient undergoing treatment to correct and/or 
maintain thyroid state?   oYes  oNo

Thyroid labs: 
Free thyroxine (free T4) levels: __________

Free triiodothyronine (free T3) levels: _________

THYROID FUNCTION

How to use CAS:
1 point is given for each sign 
or symptom 

Baseline exam
During the baseline exam, a score  
of ≥3 out of 7 indicates acute TED

Follow-up assessments
A score of ≥4 out of 10 indicates acute TED
(Intervals below determined by physician)

Date (mm/dd/yyyy) ___/___/_____ ___/___/_____ ___/___/_____ ___/___/_____

1 Spontaneous orbital pain

2 Gaze-evoked orbital pain

3 Eyelid swelling

4 Eyelid erythema

5 Conjunctival redness

6 Chemosis

7 Inflammation of caruncle  
or plica

For baseline CAS, total lines 1-7

* The CAS is a composite score with equal weighting of a number of factors; however, the factors may not be of equal clinical weight either to the patient or to the physician.  
While CAS is a useful tool for diagnosis and monitoring of patients, some patients may not present with characteristic signs of TED and may require additional evaluation.

8 Increase of ≥2 mm in proptosis

9 Decreased eye movements  >8° in any direction

10 Decrease in acuity ≥1 Snellen line

For follow-up CAS, total lines 1-10

TEPEZZA and the HORIZON logo are trademarks owned by or licensed to Horizon.  
All other trademarks are the property of their respective owners. 
© 2023 Horizon Therapeutics plc PA-TEP-US-0014-3 08/23

Please see Important Safety Information inside and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

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.

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.
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Clinical Documentation Tool
This tool is available through your Horizon 
representative to support accurate clinical 
documentation, which may result in more 
timely PA processing.

Visit TEPEZZAhcp.com to find multiple resources that aid in the patient access journey  or scan any of the listed QR codes for quick access to a specific document 

Access Roadmap

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

Horizon offers additional tools to support your office

[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 Code] [Drug name, billing unit] 
Patient: [Patient Name] 
Group/Policy Number: [Number] 
Date(s) of Service: [Dates] 
Diagnosis: [Code & 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). The patient will be treated with TEPEZZA for [DIAGNOSIS]. TEPEZZA is indicated for treatment of 
Thyroid Eye Disease. This letter serves to document that [PATIENT] needs TEPEZZA and that TEPEZZA is medically 
necessary for [HIM/HER] as administered. On behalf of the patient, I am requesting approval for use and subsequent 
payment for the treatments. 
 
Medical History and Diagnosis 
[PATIENT NAME] is a [AGE]-year-old [MALE/FEMALE] diagnosed with [DIAGNOSIS]. [PATIENT NAME] has been in my 
care since [DATE]. As a result of [DIAGNOSIS], 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 that 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.  
 
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 regarding this matter, please do not hesitate to call me at [PHYSICIAN TELEPHONE NUMBER]. Thank you for 
your prompt attention to this matter. 
 
Sincerely, 
 
 
 
[PHYSICIAN NAME], [DEGREE INITIALS] [PROVIDER IDENTIFICATION NUMBER] 
 
Enclosures [attach as appropriate] 
FDA approval letter (available at http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm) 
Prescribing Information (PI) 
Clinic notes & labs 
CC: [Medical Director, patient, specialty society, insurance] 

P-TEP-00128 

   

Infusion Order Guide
This guide is designed to familiarize you with the process of writing an 
infusion order. 

Some infusion facilities prefer to use their own infusion order forms. 
Check with your patient’s facility before writing your infusion order.

Patient Information
•  This information enables the clinic to contact the patient and initiate 

or confirm insurance authorization

•  Include the patient's preexisting conditions (e.g. diabetes, 
inflammatory bowel disease) to inform monitoring requirements

•  Patients with preexisting diabetes should be under appropriate 
glycemic control before receiving TEPEZZA

 •  Monitor patients with preexisting inflammatory bowel disease 
(IBD) for flare-up of the disease

Diagnosis 

•   Orders must include a valid ICD-10 diagnosis code that is verified by 
the patient’s medical records

•   Thyroid Eye Disease (TED) does not have a specific ICD-10 code. 
Therefore a combination of codes may be required to support your 
patient’s diagnosis

•   Consider using a primary code, such as hyperthyroidism, and 
additional secondary codes pertaining to the signs and symptoms of 
TED, such as proptosis or orbital pain

Medication Order 

•  Determine the dose based on the patient’s weight.1 A Dosing 
Calculator is available at TEPEZZAhcp.com

• Infusion 1: 10 mg/kg

• Infusions 2 to 8: 20 mg/kg

Lab Orders  

•  Monitor patients for elevated blood glucose levels and symptoms of 
hyperglycemia while on treatment with TEPEZZA1

•  Identify any additional lab work (e.g. thyroid, pregnancy)

•  Determine how often testing should be performed based on your 
clinical experience

Please see Important Safety Information on reverse and 
accompanying Full Prescribing Information.
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The sample infusion order form can be downloaded 
from the Resource Library at  TEPEZZAhcp.com

Healthcare Professional 

TEPEZZA Payor Access Guide
A resource to help you navigate payor access

Please see Important Safety Information on page 13 and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

TEPEZZA and the HORIZON logo are trademarks 
owned by or licensed to Horizon.
© 2021 Horizon Therapeutics plc  P-TEP-US-00203  12/21  Printed in the U.S.A.

You can download the Patient Enrollment Form at TEPEZZAhcp.com

INDICATION
TEPEZZA is indicated for the treatment of Thyroid Eye Disease. 

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 Infl ammatory Bowel Disease: TEPEZZA may cause an exacerbation of preexisting 
infl ammatory bowel disease (IBD). Monitor patients with IBD for fl are 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 managed with medications 
for glycemic control, if necessary. Monitor patients for elevated blood glucose and symptoms of 
hyperglycemia while on treatment with TEPEZZA. Patients with preexisting diabetes should be under 
appropriate glycemic control before receiving TEPEZZA.

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, 
and menstrual disorders.

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

Reference: TEPEZZA (teprotumumab-trbw) [prescribing information] Horizon. 

Horizon By Your Side is a patient support program for patients prescribed TEPEZZA. 
The Horizon By Your Side team will provide information on patient support, non-medical 
logistical assistance, insurance benefi ts investigation, and fi nancial assistance.

If your patient is interested in Horizon By Your Side, just call 1-833-5-TEPEZZA or visit 
TEPEZZAhcp.com to initiate their enrollment. Your patient must complete the Patient 
Enrollment Form (PEF) to access these patient-focused services and resources.

Helping you assess
site of care options for 
your patients

Highlighted common sites of care include:

•  Physician o�  ce
•  Hospital outpatient department
•  Home infusion
•  Independent infusion center

Please see Important Safety Information on back cover and 
accompanying Full Prescribing Information or visit TEPEZZAhcp.com. 3

Site of CareHome InfusionIndependent Infusion Center 

OverviewTrained nursing sta�  can provide infusion 
services in the patient’s home, whether for 
convenience or necessity. Home infusion 
teams can provide their own supplies, 
coordinate scheduling, handle monitoring, 
and draw labs.

Infusion centers set up separately and 
independently from the hospital or 
physician o�  ce. These sites are sta� ed 
with nurses and may or may not have 
physicians on site for patient care.

Benefi ts•  May o� er convenience for patients with:
   – Visual impairment 
   –  No local infusion facilities 

•  Highly experienced with administering
IV infusions

•  Opportunity for infusion education with 
home infusion nurse 

•  Patient can stay in the comfort of their 
own home

•  Allows patient to remain adherent to 
treatment when they have to stay home

•  Highly experienced with IV infusions

•  Often have more modern amenities since 
infusion is their business (nicer chairs, 
TVs, WiFi)

•  May have more capacity or scheduling 
capabilities given infusion-only focus

Considerations•  No physician on site, which may not meet 
Medicare requirements 

•  Hospitals or independent infusion centers 
may have home infusion capabilities 

•  Insurance requirements may prefer 
in-home infusion or may not cover it, 
depending on the plan

•  Patients may not feel comfortable letting 
providers into their homes

•  May not have a physician on site, which 
may not meet Medicare requirements

•  Patients may not be comfortable without 
a physician present

HCP, healthcare provider; IV, intravenous.

 

[TEMPLATE 
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.] 
 
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), the only United States Food and Drug Administration (FDA)-approved 
treatment for Thyroid Eye Disease (TED).1  
 
[Patient Name] has been under my care for [X months] for the treatment of TED. As a [type of specialist] with [#] 
years caring for patients with TED, I have prescribed TEPEZZA for this patient based on my clinical judgment and 
expertise. However, 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]. The approval of 
coverage is requested because I believe that TEPEZZA is the 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.] 

Infusion Order 
Note: This form is being provided as a guide. Prescribers should use their clinical judgment when completing. Some facilities prefer  
to use their own infusion order form. Check with your patient’s facility before writing your infusion order.  

Patient Information 
Patient name: DOB: Sex:   ¨ M    ¨ F Weight: kg 

Phone number: Email: 

Allergies: ICD-10 code:  

Is the patient diabetic?    ¨ Yes    ¨ No Does the patient have a history of IBD?    ¨ Yes    ¨ No 

Emergency contact name: Phone number: 

Please attach: 1. List of current medications, 2. Copy of the patient’s insurance card, 
3. Clinical progress notes and history and physical (H&P) to support diagnosis, and 4. Relevant labs. 

Physician Information 
Prescribing physician’s name: Practice name: 

Phone number: Fax number: 

Email: Office contact: 

Co-managing physician name: Phone number/email: 

Medication Order 
Medication: TEPEZZA (teprotumumab-trbw) 
Dose: Infusion 1:  mg (10 mg/kg) Infusions 2 to 8:  (20 mg/kg)  
Duration: Administer the first 2 infusions over 90 minutes. Subsequent infusions may be reduced to 60 minutes if well tolerated 
(see note below for additional information). 
Saline bag: Administer via an infusion bag containing 0.9% Sodium Chloride Solution, USP. For doses <1800 mg, use a 100-mL bag. 
For doses ≥1800 mg, use a 250-mL bag. 

 
Schedule: Q3 weeks, 8 infusions total 

 
Preferred start date:   

Pretreatment medications:      
Note: TEPEZZA does not require a specific protocol for premedications; 
follow your facility protocol. If the patient experiences an infusion reaction, 
consider premedication for subsequent doses (see note below for  
additional information). 

Notes: 
¨ If an infusion reaction occurs, interrupt or slow the rate of infusion and use appropriate medical management. 

For subsequent infusions, slow infusion to 90 minutes and consider premedicating with an antihistamine, 
antipyretic, and/or corticosteroid. Follow your facility protocol and notify the prescriber. 

¨ Follow facility policies and/or protocols for vascular access maintenance with appropriate flush solution, 
declotting, and/or dressing changes. 

¨ Share post-infusion chart notes with the prescriber. 

¨ Other notes:                                                                                                                                      
 

Lab Orders 
Standing labs: 

• Blood glucose test every  infusion(s) 

• Other labs (e.g. thyroid, pregnancy):                                                                                                       

¨  Share lab results with co-managing physician. 

Physician signature:                                                                                       Date:                          
If using this as an order form, must fill out with signature and date. 

Please see Important Safety Information on next page and 
accompanying Full Prescribing Information. 

Consider including this in the patient’s medical record to monitor symptoms of disease activity

CLINICAL ACTIVITY SCORE1*

Clinical documentation of Thyroid Eye Disease (TED) signs and symptoms

Patient name:                                              Date of birth:                                 Weight: Date: 
(mm/dd/yyyy)(mm/dd/yyyy) (lb)

Page 1

The Clinical Activity Score (CAS) is a tool designed to evaluate inflammatory signs and symptoms that are often characteristic  
of TED, also known as Graves’ orbitopathy. A higher score indicates that a patient has disease activity.

Does the patient have stable thyroid levels?   oYes  oNo

Is the patient undergoing treatment to correct and/or 
maintain thyroid state?   oYes  oNo

Thyroid labs: 
Free thyroxine (free T4) levels: __________

Free triiodothyronine (free T3) levels: _________

THYROID FUNCTION

How to use CAS:
1 point is given for each sign 
or symptom 

Baseline exam
During the baseline exam, a score  
of ≥3 out of 7 indicates acute TED

Follow-up assessments
A score of ≥4 out of 10 indicates acute TED
(Intervals below determined by physician)

Date (mm/dd/yyyy)___/___/________/___/________/___/________/___/_____

1Spontaneous orbital pain

2Gaze-evoked orbital pain

3Eyelid swelling

4Eyelid erythema

5Conjunctival redness

6Chemosis

7Inflammation of caruncle  
or plica

For baseline CAS, total lines 1-7

* The CAS is a composite score with equal weighting of a number of factors; however, the factors may not be of equal clinical weight either to the patient or to the physician.  
While CAS is a useful tool for diagnosis and monitoring of patients, some patients may not present with characteristic signs of TED and may require additional evaluation.

8Increase of ≥2 mm in proptosis

9Decreased eye movements  >8° in any direction

10Decrease in acuity ≥1 Snellen line

For follow-up CAS, total lines 1-10

TEPEZZA and the HORIZON logo are trademarks owned by or licensed to Horizon.  
All other trademarks are the property of their respective owners. 
© 2023 Horizon Therapeutics plc PA-TEP-US-0014-3 08/23

Please see Important Safety Information inside and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

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.

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.
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Clinical Documentation Tool
This tool is available through your Horizon 
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documentation, which may result in more 
timely PA processing.

Visit TEPEZZAhcp.com to find multiple resources that aid in the patient access journey  or scan any of the listed QR codes for quick access to a specific document 

Access Roadmap

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

Horizon offers additional tools to support your office

[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 Code] [Drug name, billing unit] 
Patient: [Patient Name] 
Group/Policy Number: [Number] 
Date(s) of Service: [Dates] 
Diagnosis: [Code & 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). The patient will be treated with TEPEZZA for [DIAGNOSIS]. TEPEZZA is indicated for treatment of 
Thyroid Eye Disease. This letter serves to document that [PATIENT] needs TEPEZZA and that TEPEZZA is medically 
necessary for [HIM/HER] as administered. On behalf of the patient, I am requesting approval for use and subsequent 
payment for the treatments. 
 
Medical History and Diagnosis 
[PATIENT NAME] is a [AGE]-year-old [MALE/FEMALE] diagnosed with [DIAGNOSIS]. [PATIENT NAME] has been in my 
care since [DATE]. As a result of [DIAGNOSIS], 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 that 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.  
 
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 regarding this matter, please do not hesitate to call me at [PHYSICIAN TELEPHONE NUMBER]. Thank you for 
your prompt attention to this matter. 
 
Sincerely, 
 
 
 
[PHYSICIAN NAME], [DEGREE INITIALS] [PROVIDER IDENTIFICATION NUMBER] 
 
Enclosures [attach as appropriate] 
FDA approval letter (available at http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm) 
Prescribing Information (PI) 
Clinic notes & labs 
CC: [Medical Director, patient, specialty society, insurance] 

P-TEP-00128 

   

Infusion Order Guide
This guide is designed to familiarize you with the process of writing an 
infusion order. 

Some infusion facilities prefer to use their own infusion order forms. 
Check with your patient’s facility before writing your infusion order.

Patient Information
•  This information enables the clinic to contact the patient and initiate 

or confirm insurance authorization

•  Include the patient's preexisting conditions (e.g. diabetes, 
inflammatory bowel disease) to inform monitoring requirements

•  Patients with preexisting diabetes should be under appropriate 
glycemic control before receiving TEPEZZA

 •  Monitor patients with preexisting inflammatory bowel disease 
(IBD) for flare-up of the disease

Diagnosis 

•   Orders must include a valid ICD-10 diagnosis code that is verified by 
the patient’s medical records

•   Thyroid Eye Disease (TED) does not have a specific ICD-10 code. 
Therefore a combination of codes may be required to support your 
patient’s diagnosis

•   Consider using a primary code, such as hyperthyroidism, and 
additional secondary codes pertaining to the signs and symptoms of 
TED, such as proptosis or orbital pain

Medication Order 

•  Determine the dose based on the patient’s weight.1 A Dosing 
Calculator is available at TEPEZZAhcp.com

• Infusion 1: 10 mg/kg

• Infusions 2 to 8: 20 mg/kg

Lab Orders  

•  Monitor patients for elevated blood glucose levels and symptoms of 
hyperglycemia while on treatment with TEPEZZA1

•  Identify any additional lab work (e.g. thyroid, pregnancy)

•  Determine how often testing should be performed based on your 
clinical experience

Please see Important Safety Information on reverse and 
accompanying Full Prescribing Information.
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The sample infusion order form can be downloaded 
from the Resource Library at  TEPEZZAhcp.com

Healthcare Professional 

TEPEZZA Payor Access Guide
A resource to help you navigate payor access

Please see Important Safety Information on page 13 and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

TEPEZZA and the HORIZON logo are trademarks 
owned by or licensed to Horizon.
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You can download the Patient Enrollment Form at TEPEZZAhcp.com

INDICATION
TEPEZZA is indicated for the treatment of Thyroid Eye Disease. 

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 Infl ammatory Bowel Disease: TEPEZZA may cause an exacerbation of preexisting 
infl ammatory bowel disease (IBD). Monitor patients with IBD for fl are 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 managed with medications 
for glycemic control, if necessary. Monitor patients for elevated blood glucose and symptoms of 
hyperglycemia while on treatment with TEPEZZA. Patients with preexisting diabetes should be under 
appropriate glycemic control before receiving TEPEZZA.

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, 
and menstrual disorders.

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

Reference: TEPEZZA (teprotumumab-trbw) [prescribing information] Horizon. 

Horizon By Your Side is a patient support program for patients prescribed TEPEZZA. 
The Horizon By Your Side team will provide information on patient support, non-medical 
logistical assistance, insurance benefi ts investigation, and fi nancial assistance.

If your patient is interested in Horizon By Your Side, just call 1-833-5-TEPEZZA or visit 
TEPEZZAhcp.com to initiate their enrollment. Your patient must complete the Patient 
Enrollment Form (PEF) to access these patient-focused services and resources.

Helping you assess
site of care options for 
your patients

Highlighted common sites of care include:

•  Physician o�  ce
•  Hospital outpatient department
•  Home infusion
•  Independent infusion center

Please see Important Safety Information on back cover and 
accompanying Full Prescribing Information or visit TEPEZZAhcp.com.3

Site of Care Home Infusion Independent Infusion Center 

Overview Trained nursing sta�  can provide infusion 
services in the patient’s home, whether for 
convenience or necessity. Home infusion 
teams can provide their own supplies, 
coordinate scheduling, handle monitoring, 
and draw labs.

Infusion centers set up separately and 
independently from the hospital or 
physician o�  ce. These sites are sta� ed 
with nurses and may or may not have 
physicians on site for patient care.

Benefi ts •  May o� er convenience for patients with:
   – Visual impairment 
   –  No local infusion facilities 

•  Highly experienced with administering
IV infusions

•  Opportunity for infusion education with 
home infusion nurse 

•  Patient can stay in the comfort of their 
own home

•  Allows patient to remain adherent to 
treatment when they have to stay home

•  Highly experienced with IV infusions

•  Often have more modern amenities since 
infusion is their business (nicer chairs, 
TVs, WiFi)

•  May have more capacity or scheduling 
capabilities given infusion-only focus

Considerations •  No physician on site, which may not meet 
Medicare requirements 

•  Hospitals or independent infusion centers 
may have home infusion capabilities 

•  Insurance requirements may prefer 
in-home infusion or may not cover it, 
depending on the plan

•  Patients may not feel comfortable letting 
providers into their homes

•  May not have a physician on site, which 
may not meet Medicare requirements

•  Patients may not be comfortable without 
a physician present

HCP, healthcare provider; IV, intravenous.

 

[TEMPLATE 
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.] 
 
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), the only United States Food and Drug Administration (FDA)-approved 
treatment for Thyroid Eye Disease (TED).1  
 
[Patient Name] has been under my care for [X months] for the treatment of TED. As a [type of specialist] with [#] 
years caring for patients with TED, I have prescribed TEPEZZA for this patient based on my clinical judgment and 
expertise. However, 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]. The approval of 
coverage is requested because I believe that TEPEZZA is the 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.] 

Infusion Order 
Note: This form is being provided as a guide. Prescribers should use their clinical judgment when completing. Some facilities prefer  
to use their own infusion order form. Check with your patient’s facility before writing your infusion order. 

 

Patient Information 
Patient name: DOB: Sex:   ¨ M    ¨ F Weight: kg 

Phone number: Email: 

Allergies: ICD-10 code:  

Is the patient diabetic?    ¨ Yes    ¨ No Does the patient have a history of IBD?    ¨ Yes    ¨ No 

Emergency contact name: Phone number: 

Please attach: 1. List of current medications, 2. Copy of the patient’s insurance card, 
3. Clinical progress notes and history and physical (H&P) to support diagnosis, and 4. Relevant labs. 

Physician Information 
Prescribing physician’s name: Practice name: 

Phone number: Fax number: 

Email: Office contact: 

Co-managing physician name: Phone number/email: 

Medication Order 
Medication: TEPEZZA (teprotumumab-trbw) 
Dose: Infusion 1:  mg (10 mg/kg) Infusions 2 to 8:  (20 mg/kg)  
Duration: Administer the first 2 infusions over 90 minutes. Subsequent infusions may be reduced to 60 minutes if well tolerated 
(see note below for additional information). 
Saline bag: Administer via an infusion bag containing 0.9% Sodium Chloride Solution, USP. For doses <1800 mg, use a 100-mL bag. 
For doses ≥1800 mg, use a 250-mL bag. 

 
Schedule: Q3 weeks, 8 infusions total 

 
Preferred start date:   

Pretreatment medications:      
Note: TEPEZZA does not require a specific protocol for premedications; 
follow your facility protocol. If the patient experiences an infusion reaction, 
consider premedication for subsequent doses (see note below for  
additional information). 

Notes: 
¨ If an infusion reaction occurs, interrupt or slow the rate of infusion and use appropriate medical management. 

For subsequent infusions, slow infusion to 90 minutes and consider premedicating with an antihistamine, 
antipyretic, and/or corticosteroid. Follow your facility protocol and notify the prescriber. 

¨ Follow facility policies and/or protocols for vascular access maintenance with appropriate flush solution, 
declotting, and/or dressing changes. 

¨ Share post-infusion chart notes with the prescriber. 

¨ Other notes:                                                                                                                                      
 

Lab Orders 
Standing labs: 

• Blood glucose test every  infusion(s) 

• Other labs (e.g. thyroid, pregnancy):                                                                                                       

¨  Share lab results with co-managing physician. 

Physician signature:                                                                                       Date:                          
If using this as an order form, must fill out with signature and date. 

Please see Important Safety Information on next page and 
accompanying Full Prescribing Information. 

Consider including this in the patient’s medical record to monitor symptoms of disease activity

CLINICAL ACTIVITY SCORE1*

Clinical documentation of Thyroid Eye Disease (TED) signs and symptoms

Patient name:                                              Date of birth:                                 Weight: Date: 
(mm/dd/yyyy) (mm/dd/yyyy)(lb)

Page 1

The Clinical Activity Score (CAS) is a tool designed to evaluate inflammatory signs and symptoms that are often characteristic  
of TED, also known as Graves’ orbitopathy. A higher score indicates that a patient has disease activity.

Does the patient have stable thyroid levels?   oYes  oNo

Is the patient undergoing treatment to correct and/or 
maintain thyroid state?   oYes  oNo

Thyroid labs: 
Free thyroxine (free T4) levels: __________

Free triiodothyronine (free T3) levels: _________

THYROID FUNCTION

How to use CAS:
1 point is given for each sign 
or symptom 

Baseline exam
During the baseline exam, a score  
of ≥3 out of 7 indicates acute TED

Follow-up assessments
A score of ≥4 out of 10 indicates acute TED
(Intervals below determined by physician)

Date (mm/dd/yyyy) ___/___/_____ ___/___/_____ ___/___/_____ ___/___/_____

1 Spontaneous orbital pain

2 Gaze-evoked orbital pain

3 Eyelid swelling

4 Eyelid erythema

5 Conjunctival redness

6 Chemosis

7 Inflammation of caruncle  
or plica

For baseline CAS, total lines 1-7

* The CAS is a composite score with equal weighting of a number of factors; however, the factors may not be of equal clinical weight either to the patient or to the physician.  
While CAS is a useful tool for diagnosis and monitoring of patients, some patients may not present with characteristic signs of TED and may require additional evaluation.

8 Increase of ≥2 mm in proptosis

9 Decreased eye movements  >8° in any direction

10 Decrease in acuity ≥1 Snellen line

For follow-up CAS, total lines 1-10

TEPEZZA and the HORIZON logo are trademarks owned by or licensed to Horizon.  
All other trademarks are the property of their respective owners. 
© 2023 Horizon Therapeutics plc PA-TEP-US-0014-3 08/23

Please see Important Safety Information inside and accompanying  
Full Prescribing Information or visit TEPEZZAhcp.com.

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.

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.


