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RETIRED
Effective Date: 10/08/2020

Andexxa® (recombinant coagulation factor Xa, inactivated-zhzo injection)

FDA approval: 05/03/2018
HCPCS: J7169, C9041
Benefit: Medical

Policy:
Requests must be supported by submission of chart notes and patient specific documentation.

A. Coverage of the requested drug is provided when all the following are met:
a. Reversal of anticoagulation due to life-threatening or uncontrolled bleeding for patients treated with
rivaroxaban and apixaban.

B. Quantity Limitations, Authorization Period and Renewal Criteria:
a. FDA labeled dosing

***Note: Coverage may differ for Medicare Part B members based on any applicable criteria outlined in Local Coverage
Determinations (LCD) or National Coverage Determinations (NCD) as determined by Center for Medicare and Medicaid
Services (CMS). See the CMS website at http://www.cms.hhs.gov/. Determination of coverage of Part B drugs is based on
medically accepted indications which have supported citations included or approved for inclusion determined by CMS
approved compendia.

Therapeutic considerations:

A. FDA approved indication / Diagnosis
a. Andexxais indicated when reversal of anticoagulation is needed due to life-threatening or uncontrolled
bleeding for patients treated with rivaroxaban andapixaban.
b. Limitation of Use: Andexxa has not been shown to be effective for, and is not indicated for, the treatment of
bleeding related to any FXa inhibitors other than apixaban and rivaroxaban.

*Please refer to most recent prescribing information.

B. Background Information
a. Arecombinant protein specifically designed to bind to Factor Xa inhibitors and rapidly reverse their
anticoagulant effect.
b. First and only factor Xa inhibitor antidote for patients treated with apixaban (Eliquis®) and rivaroxaban
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(Xarelto®).

C. Efficacy

*Please refer to most recent prescribing information.
D. Medication Safety Considerations

Black Box Warning: Yes

*Please refer to most recent prescribing information.
E. Dosing and administration

*Please refer to most recent prescribing information.
F. How supplied

*Please refer to most recent prescribing information.
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* The prescribing information for a drug is subject to change. To ensure you are reading the most current information it is
advised that you reference the most updated prescribing information by visiting the drug or manufacturer website or
http://dailymed.nim.nih.qov/dailymed/index.cfm.
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