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On October?22, 2020, FDA approved Veklury (remdesivir) foruse in adults and pediatric patients (12 years of
age and olderand weighing at least40kg) for the treatmentof COVID-19 requiring hospitalization. Veklury
should only be administered in a hospital orin a healthcare setting capable of providing acute care comparable to
inpatient hospital care. This approval does not include the entire population thathad been authorized to use
Veklury underan Emergency Use Authorization (EUA) originally issued on May 1, 2020. In orderto ensure
continued access to the pediatric population previously covered underthe EUA, the EUA for Veklury continues
to authorize Veklury foremergency use by licensed healthcare providers forthe treatment of suspected or
laboratory-confirmed COVID-19 in hospitalized pediatric patients weighing 3.5 kg to less
hospitalized pediatric patients less than 12 years ofage weighing at least 3.5 kg. Clinical t
safety and efficacy of Veklury in this pediatric patient population are ongoing. For current
please see: https://www.fda.gov/emergency-preparedness-and-response/mem-legal-regulato
framework/emergency-use-authorization#coviddrugs.

October 1

Ashley Rhoades, MBS, RAC
Manager, Regulatory Affairs
Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, CA 94404

Dear Ms. Rhoades:

On February 4, 2020, pursuant to Sectio C) of the Act, the Secretary of the
Department of Health and H i ed that there is a public health
emergency that has a signiﬁcﬁ ational security or the health and security of
United States citizens living abrogéh, and that involyes the virus that causes COVID-19.! On the
basis of such determination, the on March 27, 2020, declared that
circumstances exist justifyi i
products during the CO

and Cosmetic Act (the
q Q2

pandemig; pursuant to Section 564 of the Federal Food, Drug,
1 U.SiC. 360bbb-3), subject to terms of any authorization issued

hospitalized patients with severe 2019 coronavirus disease (COVID-19)4, pursuant to Section

''U.S. Department @fHealth and Human Services, Determination ofa Public Health Emergency and Declaration
that Circumstances’Exist JJustifying Authorizations Pursuant to Section 564(b) ofthe Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. February 4, 2020.

2 U.S. Department of Health and Human Services, Declaration that Circumstances Exist Justifying Authorizations
Pursuant to Section 564(b) ofthe Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3,85 FR 18250
(April 1, 2020).

* The May 1, 2020, EUA referred to the authorized drug as “remdesivir;” however, Gilead subsequently requested,
and FDA concurred, thatthe Fact Sheets be altered to add references to remdesivir’s tradename, “Veklury.”
“Veklury” is used in the August28,2020, reissued letter.

* For purposes ofthe May 1,2020, EUA, patients with severe disease were defined as patients with oxygen


https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#coviddrugs
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#coviddrugs
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564 of the Act. Veklury is a direct acting antiviral drug that inhibits viral RNA synthesis. It is an
mvestigational drug and is not currently approved for any indication.

Health Care Providers was revised to provide updated clinical trial results ané ing“data.>
On October 1, 2020, having concluded that revising this EUA is apprg ¢ e public
health or safety under Section 564(g)(2) of the Act, FDA reissued 020, letter n

its entirety with revisions incorporated to the scope and conditions
Gilead Sciences, Inc. and its authorized distributors® as the r artie
distribution” of Velkury. FDA is reissuing the October 1, 2 tirety with

rev1510ns to clar1fy that an alternate care site (ACS) me iferia is con51dered an

terms and conditions of FDA’s authorization.

Veklury has activity in cell culture and animal st SARS-CoV, MERS-CoV, and
SARS-CoV-2. Based on review of the ized, double-blinded, placebo-
controlled trial conducted byaNIAID om the Gilead-sponsored open-label
trial that evaluated different durations CT04292899), and from the Gilead-
sponsored open-label trial that e ted differentydurations of Veklury as compared to standard
of care (NCT04292730), it is redso ve that Veklury may be effective and the known
e known and potential risks of the drug for the
ID-109.

emergency use of Veklury for treatment of COVID-19, as
horization section of this reissued letter (Section II) and subject to

I have concluded that the emergency use of Veklury for the treatment of COVID-19 when
administered as described in the Scope of Authorization (Section II) meets the criteria for
issuance of an authorization under Section 564(c) of the Act, because:

saturation (Sp02) <94% on roomair orrequiring supplemental oxygen or requiring mechanical ventilation or
requiring extracorporeal membrane oxygenation (ECMO).

3 Prior to the reissuance ofthe BUA on August28, 2020, and pursuant to the conditions ofauthorization, Gilead had
requested, and FDA had concurred with, other changes to the Fact Sheets, including but not limited to: (1) clarified
dosingand administration recommendations; (2) added sponsor’s recommended formula to be used in calculating
eGFR (this formula was removed in the August 28, 2020, reissuance); (3) added hypersensitivity reaction and drug
interaction information; (4) added safety information fromrandomized ,clinical trials; (5) removed information
related to the compassionate use program; and (6) added referenceto remdesivir’s trade name, Veklury.

6 «“Authorized Distributor(s)” are identified by Gilead as an entity or entities allowed to distribute authorized
Veklury.

" Allocations of Veklury directed by the United States Government on or before September 30, 2020, remain valid
and shallbe distributed in collaboration with state orlocal government authorities, as needed.
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1. SARS-CoV-2 can cause a serious or life-threatening disease or condition, including
severe respiratory illness, to humans infected by this virus;

2. Basedon the totality of scientific evidence available to FDA, it is reasonable to believe
that Veklury may be effective in treating COVID-19, and that, whe
conditions described in this authorization, the known and potential be
when used to treat COVID-19 outweigh the known and potential risks
products; and

3. There is no adequate, approved, and available alternative to
Veklury for the treatment of COVID-19.8

II. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the that t e of this authorization is

limited as follows:

be used only to treat adults and
COVID-19 administered in an in-

children with suspected or laborato
i sion by a healthcare provider; and

Product Description

Veklury is a nucleoside ic Jacid (RNA) polymerase inhibitor. Veklury for injection, 100
mg, is a ] eservat philized solid that is to be reconstituted with 19mL of sterile
0 0.9% saline prior to intravenous (IV) administration.
single-dose, clear glass vial contains a 5 mg/mL Veklury
sufficient volume to allow withdrawal of 20 mL. Veklury Injection, 5
ile, preservative- free, clear, solution that is to diluted into 0.9% saline prior to
istration. The authorized Veklury vial label and/or the carton labeling is
clearly marked for “emergency use authorization” or for “investigational use.”!°

Veklury for injection, 100 mg, vials should be stored below 30 °C until time of use. Veklury
injection, 5 mg/mL vials should be stored at refrigerated temperatures (2 °C to 8 °C) until time of
use. Following dilution with 0.9% saline, the solution can be stored for up to 4 hours at room
temperature (20 °C to 25 °C) or 24 hours at refrigerated temperatures (2 °C to 8 °C).

¥ No othercriteria ofissuance have been prescribed by regulationunder Section 564(c)(4) of the Act.

% Individuals determined as being appropriate for acute inpatient hospitalization and who are admitted or transferred
to an alternate care site (ACS) that is capable of providing acute care thatis comparable to general inpatient hospital
care are within the terms and conditions ofthis Letter of Authorization. An ACS is intended to provide additional
hospital surge capacity and capability for communities overwhelmed by patients with COVID-19.

10 The product labeled “investigational use” is authorized foruseunder this EUA; FDA is not requiring it to be
relabeled given theimmediate need for the product.
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Veklury is authorized to be accompanied by the following product-specific information
pertaining to emergency use, which is required to be made available to healthcare providers and
patients respectively:

e Fact Sheet for Health Care Providers: Emergency Use Authorization (EUA) of Veklury®
(remdesivir)

evidence available to FDA, that it is reasonable to believe th:
treatment of COVID-19 when used in accordance with thi
pursuant to Section 564(c)(2)(A) of the Act.

Having reviewed the scientific information avai
supportlng the conclusions descrlbed n Sectlon

g the information
ve concluded that Veklury (as
e criteria set forth in Section 564(c)

The emergency use of your produs st be consistent with, and may not exceed, the
terms of the Authorization, inc lud' uthorization (Section 1) and the Conditions of

Authorization (Section III). of this EUA and under the circumstances set forth in
the Secretary of HHS's di i ection 564(b)(1)(C) described above and the Secretary

of HHS’s correspondmg ration findet Section 564(b)(1), Veklury is authorized for the

Pursuant to Section’564 of the Act, I am establishing the following conditions on this authorization:

Gilead Sciences, Inc. (Gilead) and Authorized Distributors

A. Gilead and authorized distributor(s) will ensure that the authorized Veklury, accompanied
with the authorized labeling (i.e., Fact Sheets), is distributed to hospitals and healthcare
facilities consistent with the terms of this letter.



Page 5

B.

— Gilead Sciences, Inc.

Gilead and authorized distributor(s) will ensure that appropriate storage and cold chain is
maintained until the product is delivered to hospitals and healthcare facilities.

Gilead and authorized distributor(s) will ensure that the terms of this EUA are made
available to all relevant stakeholders (e.g., U.S. government agencies, state and local
government authorities, authorized distributors, healthcare facilities, healthcare providers)
involved in distributing or receiving authorized Veklury. Gilead will provide to all relevant
stakeholders a copy of this letter of authorization and communicate any subsequent
amendments that might be made to this letter of authorization and its a
accompanying materials (i.e., Fact Sheets).

for Veklury, and FDA may determine that such changes may be perml
amendment of this EUA, upon concurrence of the Office of Infectio ases/Office of

New Drugs/Center for Drug Evaluation and Research (CDER C ¢ orism and
Emergency Coordination Staff/Office of the Center Director

Commissioner.
Gilead will report to FDA serious adverse eve
the use of the authorized Veklury that are reported ilead gsmg either of the following

options.

Option 1: Submit reports through théSafetyReporting Portal (SRP) as described onthe FDA
SRP web page.

Submitted repo s should state: “use of Veklury (remdesivir) was under
an EUA”. For répoy ' der Option 1, include this language at the beginning of
~ t” for further analysis. For reports submitted under Option 2,

. Gilead and authorized distributor(s) will make available to FDA upon request any records

maintained in connection with this EUA.

Hospitals and Other Healthcare Facilities to Whom the Authorized Veklury Is Distributed and

Healthcare Providers Administering the Authorized Veklury

H.

Healthcare facilities and healthcare providers will ensure that they are aware of the letter of
authorization, and the terms herein, and that the authorized Fact Sheets are made available


https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=c51864fa-2307-41b7-8f15-aee06e28c0b9
https://www.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=c51864fa-2307-41b7-8f15-aee06e28c0b9
https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/fda-adverse-event-reporting-system-faers-electronic-submissions
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to healthcare providers and to patients and caregivers, respectively, through appropriate
means.

I. Healthcare facilities and healthcare providers receiving Veklury will track serious adverse
events that are considered to be potentially attributable to Veklury use and must report
these to FDA in accordance with the Fact Sheet for Healthcare Providers. Complete and
submit a MedWatch form (www.fda.gov/medwatch/report.htm), or Complete and submit
FDA Form 3500 (health professional) by fax (1-800-FDA-0178) (these forms can be found
via link above). Call 1-800-FDA-1088 for questions. Submitted reportg'Should state, “use
of Veklury (remdesivir) was under an EUA” at the beginning of the questigmiDescribe
Event” for further analysis.

J.  Through a process of inventory control, healthcare facilities will manta
the dispensed authorized Veklury (i.e., lot numbers, quantity, receivi
product storage, and maintain patient information (e.g., patie
manifestation, number of doses administered per patient, oth

and FDA for inspection upon request.

Conditions Related to Printed Matter, Advertisin

L. All descriptive printed matter, includi rtising and promotional material, relating to
the use of the Veklury shall be i i thorized labeling, as well as the terms
set forth in this EUAS@nd the appli irements set forth in the Actand FDA
regulations.

has not been approved;
the Veklury has been authorized by FDA under an EUA;

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

IV. Duration of Authorization


http://www.fda.gov/medwatch/report.htm
http://www.fda.gov/medwatch%20or%20call%201-800-FDA-1088
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This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of drugs and biological products during the COVID-19
pandemic is terminated under Section 564(b)(2) of the Actor the EUA is revoked under Section
564(g) of the Act.

Sincerely,

/S/

RADM Denise M. Hinton
Chief Scientist
Food and Drug Admini

S




