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Denials and Appeals®

*This guide is offered for informational purposes only and is not intended to provide reimbursement or legal advice. The hospital,
pharmacy, or healthcare provider is responsible for determining the appropriate codes, coverage, and payment for individual
patients. Sobi, Inc. does not guarantee third-party coverage, or payment, or reimbursement for denied claims.
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w@a Request May Be Denied by a Health Plan

A prior authorization (PA) may be denied for many reasons. The 2 most common reasons for a denial are
incomplete and/or inaccurate information on the submission and clinical issues.

If the reason for the denial is not provided, call the health plan for more information. Always keep a copy of
the denial letter with the patient's chart as it may be referenced in the future.

REASONS FOR ADMINISTRATIVE AND CLINICAL DENIALS

ADMINISTRATIVE DENIALS

Administrative denials are due to inaccurate or incomplete information, or an incorrect
submission method. Be sure to confirm the health plan’s specific PA submission method
(eg, form, website, portal).

CLINICAL DENIALS

Clinical denials suggest that the health plan may have determined that the patient’s
medical condition does not meet the payer’'s medical criteria or meet the product label
for Gamifant® (emapalumab-Izsg). This may be because

* The patient does not meet medical necessity criteria
* The patient diagnosis does not qualify
* The requested starting dose is higher than the payer's starting dose

* There is no clinical evidence to show that the patient has been evaluated for infection
(eg, latent tuberculosis)
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Next Steps When a PA Is Denied

ADMINISTRATIVE DENIAL

Denied due to inaccurate or incomplete information, or incorrect submission method

Next steps
[—1]
p— « Carefully review the request to verify that the information is correct and complete and
— that no information has been omitted.
* If the wrong PA submission method was used, revise and resubmit.
* If necessary, resubmit the request with all the required information and use the
proper PA submission method.
* An administrative denial may require an appeal rather than a resubmission.
CLINICAL DENIAL
Denied due to clinical issues
Next steps
* Submit an appeal or request a peer-to-peer discussion.
- The timeframe of an insurance’s response to an appeal may vary. Choose the
method that meets your patient’s needs.
- Ensure that clear clinical evidence is included in the PA submission to show that the
medical criteria has been met or that the patient meets the product label.
- It may be helpful to include a detailed explanation of where the applicable clinical
evidence can be found in the submitted clinical information.
4 N
Proactively contacting the health plan after submitting a PA to have a
ﬁ peer-to-peer discussion regarding the patient, clinical issues, and the reasons
for prescribing Gamifant® (emapalumab-Izsg) may assist the health plan in
understanding your treatment option.
- J
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fewe/@ of Appeal

If a health plan denies a PA, you may be asked to submit an appeal to the health plan.

FIRST LEVEL: @
First-level Appeal: Letter of appeal or peer-to-peer discussion

A Letter of Medical Necessity may be submitted to the health plan to overturn a denial. Refer to the
Sample Letter of Medical Necessity as an example.

To expedite the appeal, you may consider contacting the health plan and arranging for the prescribing
physician to have a peer-to-peer discussion with a clinical representative or medical director at the plan.

Due to the rarity of both indicated diseases, the prescribing physician may need to have a peer-
to-peer discussion with the health plan to explain the disease, the patient’s medical history and
condition, and the rationale for prescribing Gamifant® (emapalumab-Izsg).

SECOND LEVEL: —
Second-level Appeal: Medical review =

The appeal is reviewed by a medical director at the health plan who has not been involved with
the claim decision.

THIRD LEVEL: a
Third-level Appeal: External review =

The external review is conducted by an independent, third-party reviewer working with a board-certified
physician in the same field as the patient's physician.

If an appeal is denied at any level, consider submitting an appeal at the next
level or contacting the payer to request a peer-to-peer discussion.



https://www.gamifant.com/sites/default/files/2025-07/NP-23445_Gamifant_Sample%20Letter%20of%20Medical%20Necessity_FINAL.pdf
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Considerations for an Appeal

When submitting an appeal, it may be helpful to have a peer-to-peer discussion regarding the patient, clinical
issues, and the reasons for prescribing Gamifant® (emapalumab-Izsg) to assist the health plan in better
understanding treatment options. For this discussion or for appeals in general, it may be helpful to include

+ Background on your patient’s condition

* An explanation about why, in your opinion, Gamifant is the appropriate choice for your patient, including
- Clinical validation supporting Gamifant treatment for your patient and cite any relevant literature
- Patient-specific reasons for selecting Gamifant, such as the expected effect of treatment

- Specific criteria your patient meets that is listed in the health plan’s medical policy (if available). For any
unmet criteria, explain why the patient should be exempted.

You may also provide additional documentation supporting your decision to strengthen your request, which
may include

* General medical history, listing comorbidities, medication history, and any other relevant patient information

« Letters from other healthcare professionals (such as geneticists, rheumatologists, or hematologists)
supporting your choice for Gamifant

* Relevant clinical information regarding your treatment choice, such as the product's Prescribing Information.
Refer to the Gamifant Clinical Overview for more information.

+ A Patient Appeal Letter. Refer your patients to the Patient Appeal Letter for a template.
* Other relevant patient information

Be sure to follow up on the status of the appeal until a determination is made.

FOR MORE INFORMATION ON HOW SOBI CAN SUPPORT PATIENTS, PLEASE CONTACT
GAMIFANT CARES.

Gamifant Cares offers access and reimbursement support to help patients access Gamifant.
Gamifant Cares provides information regarding patient insurance coverage and financial

gC/ assistance information that may be available to help patients with financial needs.
Gamifant Cares can:
+ Evaluate a patient's insurance coverage, including benefits investigation, PA, and appeal support
* Provide a Benefit Investigation Summary and, if applicable, any PA requirements

* Identify potential financial assistance options that may be available to help patients with
financial needs

* Answer logistical questions and provide information and confirmation around the specialty
pharmacy fulfillment process

For more information, visit GamifantCares.com or call Gamifant Cares at 1-833-597-6530
Monday through Friday, 8:30 am to 7 pm ET.

IMPORTANT INFORMATION: Any coding, coverage, payment, or other information contained herein is gathered from various resources, general in
nature, and subject to change without notice. Third-party payment for medical products and services is affected by numerous factors. It is always
the provider's responsibility to determine the appropriate healthcare setting and to submit true and correct claims conforming to the requirements
of the relevant payer for those products and services rendered. Hospitals and pharmacies (or any other provider submitting a claim) should contact
third-party payers for specific information on their coding, coverage, and payment policies. Information and materials provided by Gamifant Cares
are to assist providers, but the responsibility to determine coverage, reimbursement, and appropriate coding for a particular patient and/or
procedure remains at all times with the provider and information provided by Gamifant Cares or Sobi, Inc. should in no way be considered a
guarantee of coverage or reimbursement for any product or service.

Q SO bl Gamifant is a registered trademark, owned by Sobi AG and is marketed by Sobi, Inc.
©2025 Swedish Orphan Biovitrum. All rights reserved. PP-15112 (V4.0) 07/25


https://www.gamifant.com/sites/default/files/2025-07/PP-4994_Gamifant_Clinical%20Overview_Digital_FINAL.pdf
http://GamifantCares.com


Appeal Letter Template—Gamifant® (emapalumab-lzsg) for primary
hemophagocytic lymphohistiocytosis (HLH) or HLH/macrophage
activation syndrome (MAS) in Still’s disease

If your/your child’s insurance carrier has denied coverage for Gamifant, you may choose
to write an appeal letter. This template is intended to serve as a guide in composing
your appeal letter.

The information within this template represents the typical clinical information requested
by insurance carriers to consider coverage for Gamifant. You may choose to request
your/your child’s insurance carrier’s policy for Gamifant coverage to use as a reference
while composing the appeal letter.

Sobi, Inc. does not guarantee coverage or reimbursement for Gamifant. Coverage and
reimbursement decisions are made by insurance companies following the receipt of
claims/appeals.

The template below is provided for reference purposes only. Your/your child’s appeal
letter should reflect your/your child’s relevant clinical and treatment history. Please refer
to your/your child’s healthcare prescriber for your/your child’s specific clinical
information.

Appeal Letter Instructions:

Complete the blue text with your/your child’s demographic and/or clinical information.
You will need to change the blue text to customize the letter to accurately reflect
your/your child’s clinical history and medical needs. If a statement does not apply to
your/your child’s situation, delete the statement.

If you choose not to complete a section including blue text, delete the entire sentence.
When you have completed the letter, change the text from blue to black and DELETE
THIS SECTION ABOVE THE LINE. Your letter should begin with the date.

Date

Patient’s full name

Patient’s full address

Patient’s city, state, and ZIP code
Parent/Caregiver phone number with area code
Parent/Caregiver email address

Insurance provider's name
Insurance provider's address
Insurance provider’s city, state, and ZIP code





Dear [Name of insurance provider],

[My physician or my child’s physician] recently prescribed Gamifant® (emapalumab-
Izsg) to treat [primary hemophagocytic lymphohistiocytosis (HLH) or hemophagocytic
lymphohistiocytosis (HLH)/macrophage activation syndrome (MAS) in known or
suspected Still's disease]. [Insurance provider name] denied coverage for Gamifant on
[date] because of [reason for denial from denial letter]. [My or my child’s] policy number
is [policy number]. This letter is being submitted to appeal this decision.

| am asking that you cover Gamifant because it is the only U.S. Food and Drug
Administration-approved treatment for [primary HLH or HLH/MAS in Still's diseasel].
[Patient’s name] is [not responding or having an insufficient response to/not able to
tolerate] conventional treatment. [Provide documentation of the side effects from
conventional treatment, or the consequences experienced due to insufficient or lack of
response to conventional treatment.]

[Patient’s name’s] physician [is submitting/has submitted] a Letter of Medical Necessity
that outlines why Gamifant is medically necessary for [patient’'s name]. In addition to the
Letter of Medical Necessity, please refer to the prior authorization for additional clinical
documentation. In order for [patient’s name] to begin treatment as soon as possible,
please provide a determination by [insert date].

Thank you for your consideration. If you need further information, please feel free to
reach out to me via phone at [phone number] or email at [email address].

Sincerely,
[Your first and last name]

Policy information:

Policy holder name: [full name]

Patient name: [full name, even if it is the same as above]
Policy number: [policy number]

Attachments:

Denial letter

[You may include additional documentation including copies of the prior authorization,
doctor’s notes, treatment guidelines or peer-reviewed journal articles, etc]

O SOb' Gamifant is a registered trademark, owned by Sobi AG and is marketed by Sobi, Inc.
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