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Hematology - Fibrinogen Products

e Fesilty® (fibrinogen-chmt [human] intravenous infusion — Grifols/Biotest)
e Fibryga® (fibrinogen [human] intravenous injection - Octapharma)
e RiaSTAP® (fibrinogen concentrate [human] intravenous injection — CSL Behring)

INSTRUCTIONS FOR USE

The following Coverage Policy applies to health benefit plans administered by Cigna Companies.
Certain Cigna Companies and/or lines of business only provide utilization review services to clients
and do not make coverage determinations. References to standard benefit plan language and
coverage determinations do not apply to those clients. Coverage Policies are intended to provide
guidance in interpreting certain standard benefit plans administered by Cigna Companies. Please
note, the terms of a customer’s particular benefit plan document [Group Service Agreement,
Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan
document] may differ significantly from the standard benefit plans upon which these Coverage
Policies are based. For example, a customer’s benefit plan document may contain a specific
exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s
benefit plan document always supersedes the information in the Coverage Policies. In the absence
of a controlling federal or state coverage mandate, benefits are ultimately determined by the
terms of the applicable benefit plan document. Coverage determinations in each specific instance
require consideration of 1) the terms of the applicable benefit plan document in effect on the date
of service; 2) any applicable laws/regulations; 3) any relevant collateral source materials including
Coverage Policies and; 4) the specific facts of the particular situation. Each coverage request
should be reviewed on its own merits. Medical directors are expected to exercise clinical judgment
where appropriate and have discretion in making individual coverage determinations. Where
coverage for care or services does not depend on specific circumstances, reimbursement will only
be provided if a requested service(s) is submitted in accordance with the relevant criteria outlined
in the applicable Coverage Policy, including covered diagnosis and/or procedure code(s).
Reimbursement is not allowed for services when billed for conditions or diagnoses that are not
covered under this Coverage Policy (see "Coding Information” below). When billing, providers
must use the most appropriate codes as of the effective date of the submission. Claims submitted
for services that are not accompanied by covered code(s) under the applicable Coverage Policy
will be denied as not covered. Coverage Policies relate exclusively to the administration of health
benefit plans. Coverage Policies are not recommendations for treatment and should never be used
as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support
medical necessity and other coverage determinations.
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OVERVIEW

Fesilty, Fibryga and RiaSTAP, human fibrinogen concentrates, are indicated for treatment of acute
bleeding episodes in patients with congenital fibrinogen deficiency, including afibrinogenemia
and hypofibrinogenemia.'3 Fibryga is also FDA-approved for fibrinogen supplementation in
bleeding patients with acquired fibrinogen deficiency.?> The prescribing information for all
products note that these agents are not indicated for dysfibrinogenemia.!-3

Disease Overview

Fibrinogen is a glycoprotein produced in the liver and circulates in blood at concentrations of 150
mg/dL to 450 mg/dL.#7 Congenital fibrinogen disorders are very rare and caused by mutations in
various genes (FGA, FGB, and FGG located on chromosome 4) that result in fibrinogen deficiency
and/or dysfunction. Based on fibrinogen plasma levels, these conditions are classified as
quantitative (type 1) or qualitative (type 2) deficiencies. Quantitative deficiencies are
characterized by the complete lack of fibrinogen (afibrinogenemia) or by a proportional decrease
(hypofibrinogenemia) when some fibrinogen is present but below levels necessary for normal
clotting. Qualitative deficiencies (dysfibrinogenemia) are when there are normal amounts of
fibrinogen, but proper clotting does not occur. Patients with congenital fibrinogen deficiency have
various bleeding manifestations. There is clinical heterogeneity in disease expression, especially
in patients with hypofibrinogenemia and dysfibrinogenemia.

Dosing Information

Dosing is highly individualized. Guidance specific to congenital fibrinogen deficiency is limited.
The National Bleeding Disorders Foundation Medical and Scientific Advisory Council (MASAC)
provides recommendations regarding doses of clotting factor concentrate in the home (2016).8
The number of required doses varies greatly and is dependent on the severity of the disorder and
the prescribed regimen. Per MASAC guidance, patients on prophylaxis should also have a
minimum of one major dose and two minor doses on hand for breakthrough episodes in addition
to the prophylactic doses used monthly. The guidance also notes that an adequate supply of
clotting factor concentrate is needed to accommodate weekends and holidays. Therefore,
maximum doses in this policy allow for prophylactic dosing plus three days of acute episodes or
perioperative management per 28 days. Doses exceeding this quantity will be reviewed on a
case-by-case basis by a clinician.

Dosing considerations for individual indications are as follows:

¢ Congenital Fibrinogen Deficiency, Including Afibrinogenemia and
Hypofibrinogenemia: Doses of Fesilty, Fibryga and RiaSTAP by intravenous infusion are
individualized based on patient-specific characteristics (e.g., extent of bleeding, clinical
condition, laboratory values).'3 Treatment with fibrinogen products is repeated as needed
to maintain target levels. The recommended dose when baseline fibrinogen levels is not
known is 70 mg/kg body weight for all patient ages.

e Acquired Fibrinogen Deficiency: Additional doses of Fibryga may be required after
initial administration based on plasma fibrinogen levels or thromboelastometry. Also,
doses may need to be adjusted based on the bleeding severity, body weight of the patient,
and clinical condition of the patient; multiple doses may be required. Dosing is provided
for up to 10 doses per 28 days.

Coverage Polic

POLICY STATEMENT

Prior Authorization is required for benefit coverage of fibrinogen products (Fesilty, Fibryga,
RiaSTAP). Approval is recommended for those who meet the Criteria and Dosing for the listed
indications. Requests for doses outside of the established dosing documented in this policy will be
considered on a case-by-case basis by a clinician (i.e., Medical Director or Pharmacist). All
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approvals are provided for the duration noted below. Because of the specialized skills required for
evaluation and diagnosis of patients treated with fibrinogen products as well as the monitoring
required for adverse events and long-term efficacy, approval requires these agents to be
prescribed by or in consultation with a physician who specializes in the condition being treated.

I. Fesilty, Fibryga and RiaSTAP are considered medically necessary when the
following criteria are met:

FDA-Approved Indication

1. Congenital Fibrinogen Deficiency (Factor I Deficiency), including
Afibrinogenemia and Hypofibrinogenemia. Approve for 1 year if the medication
is prescribed by or in consultation with a hematologist.

Dosing. Approve up to 700 mg/kg intravenously per 28 days.
II. Fibryga is considered medically necessary when the following criteria are met:
FDA-Approved Indication

1. Acquired Fibrinogen Deficiency. Approve for 1 year if the medication is
prescribed by or in consultation with a hematologist.

Dosing. Approve ONE of the following doses (A, B, or C):

A) Patients > 18 years of age: Approve up to 40 g per 28 days given
intravenously; OR

B) Patients < 18 years of age and = 12 years of age: Approve up to 500 mg/kg
per 28 days given intravenously; OR

C) Children < 12 years of age: Approve up to 700 mg/kg per 28 days given
intravenously.

Conditions Not Covered:

Coverage of fibrinogen products (Fesilty, Fibryga, RiaSTAP) for any other use is
considered not medically necessary, including the following (this list may not be all
inclusive; criteria will be updated as new published data are available):

1. Concomitant Use of Fesilty, Fibryga and RiaSTAP. There are no data to support
concomitant use of these products.

2. Dysfibrinogenemia. In dysfibrinogenemia, patients have adequate levels of fibrinogen but
dysfunctional clotting.3* Fesilty, Fibryga and RiaSTAP are not indicated for
dysfibrinogenemia.t-3

Coding Information

Note: 1) This list of codes may not be all-inclusive.
2) Deleted codes and codes which are not effective at the time the service is rendered may
not be eligible for reimbursement.

Considered Medically Necessary when criteria in the applicable policy statements listed
above are met:
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HCPCS Description

Codes

J7176 Injection, human fibrinogen - chmt (fesilty), 1mg

17177 Injection, human fibrinogen concentrate (Fibryga), 1 mg

J7178 Injection, human fibrinogen concentrate, not otherwise specified, 1 mg

1. Fesilty® intravenous infusion [prescribing information]. Dreieich, Germany: Biotest and
Research Triangle Park, NC: Grifols; December 2025.

2. RiaSTAP® intravenous infusion [prescribing information]. Kankakee, IL: CSL Behring;
December 2025.

3. Fibryga® intravenous infusion [prescribing information]. Paramus, NJ: Octapharma; August
2025.

4. Factor I (Fibrinogen) Deficiency. National Bleeding Disorders Foundation. Available at:
https://www.hemophilia.org/Bleeding-Disorders/Types-of-Bleeding-Disorders/Other-Factor-
Deficiencies/Factor-I. Accessed on August 1, 2026.

5. Couzens A and Neerman-Arbez M. Congenital fibrinogen deficiencies: not so rare.
Hamostaseologie. 2025;45:286-296.

6. Mohsenian S, Palla R, Menegatti M, et al. Congenital fibrinogen disorders: a retrospective
clinical and genetic analysis of the Prospective Rare Bleeding Disorders Database. Blood Adv.
2024;8(6):1392-1404.

7. Casini A, Moerloose P, Meerman-Arbez M. Clinical, laboratory, and molecular aspects of
congenital fibrinogen deficiency. Semin Thromb Hemost. 2025;51(2):103-110.

8. MASAC (Medical and Scientific Advisory Council) recommendations regarding doses of clotting
factor concentrate in the home. MASAC Document #242. Adopted on June 7, 2016. Available
at: https://www.hemophilia.org/sites/default/files/document/files/242.pdf. Accessed on
August 5, 2026.

9. Fuja C and Eby C. An overview of dysfibrinogenemia: pathogenesis, diagnosis, and

management. Clin Lab Med. 2026;46(2):199-211.

Revision Details

Summary of Changes

Review Date

Effective Date

Updated review date, disclaimer, refreshed
background and references.

Congenital Fibrinogen Deficiency (Factor I
Deficiency), Including Afibrinogenemia and
Hypofibrinogenemia: For both Fibryga and
RiaSTAP, criteria were removed regarding the
diagnosis be confirmed by laboratory testing. This
includes the requirement that the patient has a
prolonged activated partial thromboplastin time and
prothrombin time at baseline (as defined by the
laboratory reference values) AND the patient has
lower than normal plasma functional and antigenic

10/10/2024

12/15/2024
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fibrinogen levels at baseline (as defined by the
laboratory reference values).

Acquired Fibrinogen Deficiency: This was added
as a new approval indication for Fibryga only.
Dosing was also added.

No criteria changes. 9/25/2025 11/15/2025
Fesilty was added to the policy. 5/21/2026 7/1/2026
Congenital Fibrinogen Deficiency (Factor I
Deficiency), Including Afibrinogenemia and
Hypofibrinogenemia: Approval of Fesilty was
added.

Conditions Not Recommended for Approval:
Fesilty was added to the fibrinogen products that
should not be used concomitantly.

Coding Information:
Added HCPCS ]7176
No criteria changes. 9/3/2026 9/15/2026

The policy effective date is in force until updated or retired.

“Cigna Companies” refers to operating subsidiaries of The Cigna Group. All products and services are provided exclusively
by or through such operating subsidiaries, including Cigna Health and Life Insurance Company, Connecticut General Life
Insurance Company, Evernorth Behavioral Health, Inc., Cigna Health Management, Inc., and HMO or service company
subsidiaries of The Cigna Group. © 2026 The Cigna Group.
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