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MAnuIn 4 dausldvasadnisemnsuazevasansgasng (US FDA)

FULL FACT SHEET FOR HEALTHCARE PROVIDERS

1 EMERGENCY USE AUTHORIZATION

The U.S. Food and Drug Administration (FDA) has issued an Emergency Use Authorization (EUA) for
the emergency use of the unapproved product EVUSHELD (tixagevimab co-packaged with
cilgavimab) for the pre-exposure prophylaxis of coronavirus disease 2019 (COVID-19) in adults and
pediatric individuals (12 years of age and older weighing at least 40 kg):
e Who are not currently infected with SARS-CoV-2 and who have not had a known recent
exposure to an individual infected with SARS-CoV-2 and
o Who have moderate to severe immune compromise due to a medical condition or receipt of
immunosuppressive medications or treatments and may not mount an adequate immune
response to COVID-19 vaccination or
o For whom vaccination with any available COVID-19 vaccine, according to the approved or
authorized schedule, is not recommended due to a history of severe adverse reaction to a
COVID-19 vaccine(s) and/or COVID-19 vaccine component(s) [see Warnings and
Precautions (5.2)].

EVUSHELD may only be prescribed for an individual patient by physicians, advanced practice
registered nurses, and physician assistants that are licensed or authorized under state law to
prescribe drugs in the therapeutic class to which EVUSHELD belongs (i.e., anti-infectives).

EVUSHELD has been authorized by FDA for the emergency use described above. EVUSHELD is not
FDA-approved for any use, including use for pre-exposure prophylaxis of COVID-19.

EVUSHELD is authorized only for the duration of the declaration that circumstances exist justifying
the authorization of the emergency use of EVUSHELD under section 564(b)(1) of the Act, 21 U.S.C. §
360bbb-3(b)(1), unless the authorization is terminated or revoked sooner.

Medical conditions or treatments that may result in moderate to severe immune compromise and an
inadequate immune response to COVID-19 vaccination include but are not limited to:
« Active treatment for solid tumor and hematologic malignancies
« Hematologic malignancies associated with poor responses to COVID-19 vaccines regardless
of current treatment status (e.g., chronic lymphocytic leukemia, non-Hodgkin lymphoma,
multiple myeloma, acute leukemia)
¢ Receipt of solid-organ transplant or an islet transplant and taking immunosuppressive therapy
+ Receipt of chimeric antigen receptor (CAR)-T-cell or hematopoietic stem cell transplant (within
2 years of transplantation or taking immunosuppression therapy)
+ Moderate or severe primary immunodeficiency (e.g., common variable immunodeficiency
disease, severe combined immunodeficiency, DiGeorge syndrome, Wiskott-Aldrich syndrome)
« Advanced or untreated HIV infection (people with HIV and CD4 cell counts <200/mm?, history
of an AIDS-defining illness without immune reconstitution, or clinical manifestations of
symptomatic HIV)
« Active treatment with high-dose corticosteroids (i.e., 220 mg prednisone or equivalent per day
when administered for =2 weeks), alkylating agents, antimetabolites, transplant-related
immunosuppressive drugs, cancer chemotherapeutic agents classified as severely
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