Gilead Sciences, Inc. is providing this document to you, ( . .
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unsolicited request for medical information.

Veklury® (remdesivir)
Use of COVID-19 Vaccines

This document is in response to your request for information regarding Veklury® (remdesivir
[RDV]) and the use of COVID-19 vaccines. This response was developed according to
principles of evidence-based medicine and contains data from prospective and retrospective
studies (N=200).

Some data may be outside of the US FDA-approved prescribing information. In providing
this data, Gilead Sciences, Inc. is not making any representation as to its clinical relevance
or to the use of any Gilead product(s). For information about the approved conditions of use
of any Gilead drug product, please consult the FDA-approved prescribing information.

The full indication, important safety information, and boxed warnings are available at:
www.qgilead.com/-/media/files/pdfs/medicines/covid-19/veklury/veklury pi.

Summary

Product Labeling®

Subjects in RDV clinical trials NIAID ACTT-1, GS-US-540-5773 (SIMPLE severe),
GS-US-540-5774 (SIMPLE moderate), GS-US-540-9012 (PINETREE), and
GS-US-540--5823 (CARAVAN) were unvaccinated for COVID-19.

Study GS-US-540-5912 evaluated RDV 200 mg once daily for 1 day followed by RDV
100 mg once daily for 4 days (for a total of up to 5 days of IV administered therapy) in
243 hospitalized adult subjects with confirmed COVID-19 and renal impairment.
Thirty-one subjects (13%) had received a COVID-19 vaccine.

Available Data on RDV and the Use of COVID-19 Vaccines

In a retrospective cohort study in Singapore that assessed RDV use and chronic
complications, there was no significant difference in the risk of developing new, long-term
diagnoses of cardiovascular, neurological, respiratory, and autoimmune sequelae across
vaccination subgroups up to 300 days post COVID-19 hospitalization.2

In a case-control study using data from the Kaiser Permanente integrated healthcare
system, the number of COVID vaccinations was inversely associated with the development
of long COVID, and RDV treatment for acute COVID-19 was associated with decreased
odds of developing long COVID.2

In a retrospective cohort study in Korea that evaluated early RDV treatment, having received
>3 doses of COVID-19 vaccine was not significantly associated with all-cause mortality
within 28 days of COVID-19 diagnosis, but it was significantly associated with reduced odds
of requiring supplemental O in univariable and multivariable analyses.*
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Available Data on RDV and the Use of COVID-19
Vaccines

Retrospective Cohort Study in Singapore2

Study design and vaccination status

A retrospective cohort study was conducted using data from the national COVID-19 testing
registry of Singapore to evaluate the impact of RDV on the risk of developing long-term
diagnoses of cardiovascular, neurological, respiratory, and autoimmune sequelae or
symptoms up to 300 days post COVID-19 hospitalization. Adult patients hospitalized with
COVID-19 between September 2021 and July 2023 who did not die on admission, had
complete sociodemographic data, had =21 indication for RDV, and were not reinfected within
300 days of hospitalization were included in the analysis (RDV, n=11,353; control,
n=18,822). Covariates included COVID-19 vaccination status, which was stratified by
unboosted (0—2 vaccine doses) and boosted (=3 vaccine doses, with the third dose

6—9 months after the second dose) status. Vaccination statuses are presented below
(Table 1).

Table 1. Baseline Vaccination Status in the RDV and Control Cohorts (Wee et al)2

RDV Control
PRSI, ) () (n=11,353) (n=18,822)

Unvaccinated/partially vaccinated 1875 (16.5) 1486 (7.9) 0.27
Vaccination | Fully vaccinated 3056 (26.9) 5507 (29.3) 0.05
status Boosted 4963 (43.7) 9826 (52.2) 0.17
Doubly boosted 1459 (12.9) 2003 (10.6) 0.07
Time since <120 3169 (27.9) 6048 (32.1) 0.09
last 120-300 2879 (25.4) 5220 (27.7) 0.05
vaccination 181-240 1571 (13.8) 2683 (14.3) 0.01

dose d 241-360 1586 (14) 2616 (13.9) 0
' >360 849 (7.5) 1334 (7.1) 0.02

Results

There was no significant difference in the risk of developing new, long-term diagnoses

(ie, cardiovascular, neurological, respiratory, and autoimmune system involvement) between
treatment groups and across vaccination subgroups up to 300 days post COVID-19
hospitalization (Table 2).

Table 2. Risk of New, Long-Term Diagnoses in RDV-Treated and Control Cohorts by
Vaccination Status (Wee et al)?

RDV Control

Outcome, n/N (%) (n=18,822)

aHR (95% Cl)

(n=11,353)

Unboosted vaccine

276/2331 (11.84)

Any long-term 394/3537 (11.14) | 0.93 (0.77-1.12)

diagnosis Boosted vaccine

502/2558 (19.62)

830/5399 (15.37) | 1.17 (1.03-1.33)

Any major Unboosted vaccine 202/5812 (3.48) 0.99 (0.77-1.27)

161/3980 (4.05)

cardiovascular or

cerebrovascular AE2 Boosted vaccine 307/5140 (5.97)

418/9809 (4.26) 1.18 (1-1.39)

Abbreviations: AE=adverse event; aHR=adjusted hazard ratio.
aDefined as the first incidence of heart failure, myocardial infarction, stroke, sudden cardiac death, or ventricular
arrhythmia.
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Kaiser Permanente Case-Control Study in the US2

Study design and vaccination status

A case-control study was conducted using data from the Kaiser Permanente Southern
California integrated healthcare system to assess the relationship between the number of
COVID-19 vaccinations received prior to acute COVID-19 infection, as well as treatment for
acute COVID-19, with the incidence of long COVID-19, defined as symptoms present

26 months post infection. Adults with a documented COVID-19 infection from October 2020
to November 2022 were included in the analysis, which assessed the effect of RDV
treatment on long COVID outcomes; patients with a history of myalgic
encephalomyelitis/chronic fatigue syndrome or fibromyalgia were excluded from the
analysis. Patients with long COVID were less likely to have been treated with RDV (Table
3).

Table 3. Baseline Vaccination and RDV Treatment Status in Patients in the Long COVID
and Control Groups (Liu et al)2

Control Long COVID
0
Parameter, n (%) (n=13,160) (n=2632)

0 8961 (68.1) 1875 (71.2)
gg{}f’gl‘g 1 2351 (17.9) 426 (16.2)
vaccination doses 2 1524 (11.6) 278 (10.6) 0.03
received 3 305 (2.3) 51 (1.9)

4 19 (0.2) 2(0.1)

No 12,845 (97.6) 2611 (99.2)
RDV treatment Yes 315 (2.4) 21 (0.8) <0.01

Results

Compared with no COVID vaccination, the number of COVID vaccinations was inversely
associated with long COVID. Treatment with RDV at the time of acute COVID-19 infection
was associated with decreased odds of developing long COVID (Table 4).

Table 4. Association of the Number of Vaccination Doses and RDV Treatment With
Long COVID (Liu et al)?

Variable
0 1
Number of COVID-19 1 0.84 (0.73-0.97)
vaccination doses 2 0.79 (0.65—0.96)
received, n 3 0.68 (0.46-1.01)
4 0.31 (0.06-1.58)
RDV treatment? 0.31 (0.19-0.49)

Abbreviation: aOR=adjusted odds ratio.
aCompared with patients who did not receive RDV treatment.

Retrospective Cohort Study in Korea#

Study design and vaccination status

A retrospective cohort study investigated the effects of early RDV administration vs no RDV
in patients hospitalized with the Omicron variant of COVID-19 in Korea (N=286) between
February 2022 and February 2023. Adults who had symptom onset within 7 days of RDV
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administration and had =1 risk factor for severe disease were included in the analysis;
exclusion criteria included the need for supplemental O, or hospitalization in the intensive
care unit at the time of diagnosis. Patients in the RDV group received 200 mg on Day 1 and
100 mg on Days 2 and 3. The primary and secondary outcomes were all-cause mortality
and the need for supplemental O, respectively, within 28 days of COVID-19 diagnosis.
Overall, 75.2% of patients (early RDV, n=57/85 [67.1%]; control, 155/197 [78.7%]; P=0.038)
had received 23 COVID-19 vaccination doses.

Results

Between the RDV and control groups, there were no significant differences in all-cause
mortality (3.4% and 6.1%, respectively; P=0.556) or the need for supplemental O, within
28 days (15.9% and 14.6%; P=0.783). By Cox regression analysis, having received

>3 doses of COVID-19 vaccine was not significantly associated with all-cause mortality
within 28 days of COVID-19 diagnosis (HR, 0.368; 95% CI: 0.133-1.014; P=0.053).
However, having received >3 doses of COVID-19 vaccine was significantly associated with
a reduced odds of requiring supplemental O, by univariable analysis (OR, 0.417; 95% CI:
0.21-0.829; P=0.013) and multivariable analysis (OR, 0.412; 95% CI: 0.202-0.839;
P=0.015).
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Abbreviations

ACTT=Adaptive COVID-19 CARAVAN=Clinical HR=hazard ratio
Treatment Trial Administration of RDV After O2=0xygen
COVID-19 Diagnosis in OR=0dds ratio
Children RDV=remdesivir
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Product Label

For the full indication, important safety information, and boxed warning(s), please refer to
the Veklury US Prescribing Information available at:
www.qgilead.com/-/media/files/pdfs/medicines/covid-19/veklury/veklury pi.

Follow Up

For any additional questions, please contact Gilead Medical Information at:
753 1-866-MEDI-GSI (1-866-633-4474) or Y8 www.askgileadmedical.com

Adverse Event Reporting

Please report all adverse events to:

Gilead Global Patient Safety 1-800-445-3235, option 3 or
“8 www.qgilead.com/utility/contact/report-an-adverse-event

FDA MedWatch Program by 1-800-FDA-1088 or XXMedWatch, FDA, 5600 Fishers Ln,
Rockville, MD 20852 or ¥ www.accessdata.fda.gov/scripts/medwatch

Data Privacy

The Medical Information service at Gilead Sciences may collect, store, and use your
personal information to provide a response to your medical request. We may share your
information with other Gilead Sciences colleagues to ensure that your request is addressed
appropriately. If you report an adverse event or concern about the quality of a Gilead or Kite
product, we will need to use the information you have given us in order to meet our
regulatory requirements in relation to the safety of our medicines.

It may be necessary for us to share your information with Gilead’s affiliates, business
partners, service providers, and regulatory authorities located in countries besides your
own. Gilead Sciences has implemented measures to protect the personal information you
provide. Please see the Gilead Privacy Statement (www.gilead.com/privacy-statements) for
more information about how Gilead handles your personal information and your rights. If you
have any further questions about the use of your personal information, please contact
gilead.privacy@agilead.com.

VEKLURY, GILEAD, and the GILEAD logo are registered trademarks of Gilead Sciences,
Inc., or its related companies.
© 2026 Gilead Sciences, Inc.
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