72 Y U.S. FOOD & DRUG
h‘(é .ADMINISTRATION

EUA 000104
GRANTING LETTER-
REVISED FACT SHEET

AstraZeneca Pharmaceuticals LP

Attention: Stacey Cromer Berman, PhD

Senior Regulatory Affairs Director and Team Lead
One Medlmmune Way

Gaithersburg, MD 20878

Dear Dr. Cromer Berman:
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We refer to your subNgssions dated June 2 and June 23, 2022 to EUA 000104 wherein
you submitted revision the authorized Fact Sheet for Healthcare Providers to
support recommendations for 6-month repeat dosing of 600 mg IM EVUSHELD (300
mg tixagevimab and 300 mg of cilgavimab). We also refer to supporting data you
included in your April 22 and June 8, 2022, submissions.

We have completed our review and concur with the revisions to the Fact Sheet for
Healthcare Providers which consist of the following:

Full Fact Sheet for Healthcare Providers

e Dosage for Emergency Use of EVUSHELD (Section 2.1): This section was revised
to add the repeat dosing recommendations.

e Pharmacokinetics (Section 12.3): This section was updated to include
pharmacokinetic data from the PROVENT repeat dose sub-study and align language
in the paragraph on pharmacokinetic and pharmacodynamic modeling to describe

Reference ID: 5006354



EUA 000104
Page 2

the current dosing recommendations for the currently circulating SARS-CoV-2
variants.

e Microbiology (Section 12.4): This section was updated to add neutralization data of
cilgavimab, tixagevimab, and tixagevimab and cilgavimab in combination against
more recent variants including BA.2.12.1, BA.3, and BA.4/5.

e Immunogenicity (Section 12.6): This is a new section which was added to provide
available data on the development of anti-EVUSHELD antibodies (ADA) in the
parent PROVENT study and the PROVENT repeat dose sub-study, as well the
impact of ADA on the serum concentrations of EVUSHELD.

In addition, edits were made to the Fact Sheet for Patients, Pa
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ebra Birnkrant, MD
Director
Division of Antivirals
Office of Infectious Diseases
Center for Drug Evaluation and Research

ENCLOSURE(S):
e Fact Sheet for Healthcare Providers
e Fact Sheet for Patients, Parents and Caregivers

' FDA’s Letter of Authorization for EVUSHELD was initially issued on December 8, 2021. The letter was subsequently
re-issued on December 10, 2021, December 20, 2021, February 24, 2022, and May 17, 2022.
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