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e The Moderna COVID-19 Vaccine has not been approved or licensed by the US Food
and Drug Administration (FDA), but has been authorized for emergency use by
FDA, under an Emergency Use Authorization (EUA), to prevent Coronavirus
Disease 2019 (COVID-19) for use in individuals 18 years of age and older. There is
no FDA-approved vaccine to prevent COVID-19.

e The EUA for the Moderna COVID-19 Vaccine is in effect for the duration of the
COVID-19 EUA declaration justifying emergency use of the product, unless the
declaration is terminated or the authorization is revoked sooner.

Clinical Trial Results

A Phase 3 randomized, placebo-controlled, observer-blind clinical trial to evaluate the
efficacy, safety, and immunogenicity of the Moderna COVID-19 Vaccine in participants 18
years of age and older is ongoing in the United States (NCT04470427).

Randomization was stratified by age and health risk: 18 to <65 years of age without
comorbidities (not at risk for progression to severe COVID-19), 18 to <65 years of age with
comorbidities (at risk for progression to severe COVID-19), and 65 years of age and older
with or without comorbidities.

Summary of Data from Phase 3 Clinical Trial

The primary efficacy analysis population (referred to as the Per-Protocol Set) included
28,207 participants who received two doses (at 0 and 1 month) of either Moderna
COVID-19 Vaccine (n=14,134) or placebo (n=14,073), and had a negative baseline
SARS-CoV-2 status.

The median length of follow up for efficacy for participants in the study was 9 weeks post
Dose 2. There were 11 COVID-19 cases in the Moderna COVID-19 Vaccine group and 185
cases in the placebo group, with a vaccine efficacy of 94.1% (95% confidence interval of
89.3% t0 96.8%).

Cases of COVID-19, starting 14 days after Dose 2, were defined as symptomatic COVID-19
requiring positive RT-PCR result and at least two systemic symptoms or one
respiratory symptom.

Among all participants in the Per-Protocol Set analysis, which included COVID-19 cases
confirmed by an adjudication committee, no cases of severe COVID-19 were reported in
the Moderna COVID-19 Vaccine group compared with 30 cases reported in the placebo
group (incidence rate 9.138 per 1,000 person-years). One PCR-positive case of severe
COVID-19 in a vaccine recipient was awaiting adjudication at the time of the analysis.
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Safety Analysis of Clinical Trial Data

The safety of Moderna COVID-19 Vaccine was evaluated in an ongoing Phase 3
randomized, placebo-controlled, observer-blind clinical trial conducted in the United
States involving 30,351 participants 18 years of age and older who received at least one
dose of Moderna COVID-19 Vaccine (n=15,185) or placebo (n=15,166) (NCT04470427). In
clinical studies, the adverse reactions in participants 18 years of age and older were:

e Pain at the injection site (92.0%)

e Fatigue (70.0%)

e Headache (64.7%)

e Myalgia (61.5%)

e Arthralgia (46.4%)

e Chills (45.4%)

e Nausea/vomiting (23.0%)

* Axillary swelling/tenderness (19.8%)
e Fever (15.5%)

e Swelling at the injection site (14.7%)
e Erythema at the injection site (10.0%).

Severe allergic reactions, including anaphylaxis, have been reported following
administration of the Moderna COVID-19 Vaccine during mass vaccination outside of
clinical trials.

Solicited local and systemic adverse reactions reported following administration of
Moderna COVID-19 Vaccine had a median duration of 1 to 3 days.

Grade 3 solicited local adverse reactions were more frequently reported after Dose 2 than
after Dose 1. Solicited systemic adverse reactions were more frequently reported by
vaccine recipients after Dose 2 than after Dose 1.

Unsolicited Adverse Events

Participants were monitored for unsolicited adverse events for up to 28 days following
each dose and follow-up is ongoing. Serious adverse events and medically attended
adverse events will be recorded for the entire study duration of 2 years. As of November
25, 2020, among participants who had received at least 1 dose of vaccine or placebo
(vaccine=15,185, placebo=15,166), unsolicited adverse events that occurred within 28
days following each vaccination were reported by 23.9% of participants (n=3,632) who
received Moderna COVID-19 Vaccine and 21.6% of participants (n=3,277) who received
placebo. In these analyses, 87.9% of study participants had at least 28 days of follow-up
after Dose 2.

Lymphadenopathy-related events that were not necessarily captured in the 7-day e-diary
were reported by 1.1% of vaccine recipients and 0.6% of placebo recipients. These events
included lymphadenopathy, lymphadenitis, lymph node pain, vaccination-site
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lymphadenopathy, injection-site lymphadenopathy, and axillary mass, which were
plausibly related to vaccination. This imbalance is consistent with the imbalance observed
for solicited axillary swelling/tenderness in the injected arm.

Hypersensitivity adverse events were reported in 1.5% of vaccine recipients and 1.1% of
placebo recipients. Hypersensitivity events in the vaccine group included injection site
rash and injection site urticaria, which are likely related to vaccination. Delayed injection
site reactions that began >7 days after vaccination were reported in 1.2% of vaccine
recipients and 0.4% of placebo recipients. Delayed injection site reactions included pain,
erythema, and swelling and are likely related to vaccination.

Throughout the same period, there were three reports of Bell’s palsy in the Moderna
COVID-19 Vaccine group (one of which was a serious adverse event), which occurred 22,
28, and 32 days after vaccination, and one in the placebo group which occurred 17 days
after vaccination. Currently available information on Bell’s palsy is insufficient to
determine a causal relationship with the vaccine.

There were no other notable patterns or numerical imbalances between treatment groups
for specific categories of adverse events (including other neurologic, neuro-inflammatory,
and thrombotic events) that would suggest a causal relationship to Moderna COVID-19
Vaccine.

Serious Adverse Events

As of November 25, 2020, serious adverse events were reported by 1.0% (n=147) of
participants who received Moderna COVID-19 Vaccine and 1.0% (n=153) of participants
who received placebo, one of which was the case of Bell’s palsy which occurred 32 days
following receipt of vaccine.

In these analyses, 87.9% of study participants had at least 28 days of follow-up after Dose
2, and the median follow-up time for all participants was 9 weeks after Dose 2.

There were two serious adverse events of facial swelling in vaccine recipients with a
history of injection of dermatological fillers. The onset of swelling was reported 1 and 2
days, respectively, after vaccination and was likely related to vaccination.

There was one serious adverse event of intractable nausea and vomiting in a participant
with prior history of severe headache and nausea requiring hospitalization. This event
occurred 1 day after vaccination and was likely related to vaccination.

There were no other notable patterns or imbalances between treatment groups for specific
categories of serious adverse events (including neurologic, neuro-inflammatory, and
thrombotic events) that would suggest a causal relationship to Moderna COVID-19
Vaccine.

Patient Demographics in Clinical Trials
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In the safety analysis of the Phase 3 clinical trial, at the time of vaccination, the mean age
of the trial population was 52 years (range 18-95); 22,831 (75.2%) of participants were 18
to 64 years of age and 7,520 (24.8%) of participants were 65 years of age and older.

Overall, 52.7% of trial participants were male, and 47.3% were female.

Among trial participants in the safety analysis, 20.5% were Hispanic or Latino, 79.2%
were White, 10.2% were African American, 4.6% were Asian, 0.8% were American Indian
or Alaska Native, 0.2% were Native Hawaiian or Pacific Islander, 2.1% were other races,
and 2.1% were Multiracial.

Demographic characteristics were similar among participants who received Moderna
COVID-19 Vaccine and those who received placebo.

Current Clinical Trials

Moderna COVID-19 Vaccine is currently being investigated in a 3-phase clinical trial
program.

Phase 1 Trial, Study P101 (NCT04283461)

e See the preliminary report published in New England Journal of Medicine
e Follow-up evaluation of subjects in ongoing
e View phase 1 trial overview on ClinicalTrials.gov

Phase 2 Trial, Study P201 (NCT04405076)

 Study evaluation is ongoing
e View phase 2 trial overview on ClinicalTrials.gov

Phase 3 Trial, Study P301 (NCT04470427)

 Study evaluation is ongoing
e View full phase 3 trial protocol
e View phase 3 trial overview on ClinicalTrials.gov

Who Has CDC Prioritized for Vaccination?

Find out who can get vaccinated now

Authorized Use

Moderna COVID-19 Vaccine is authorized for use under an Emergency Use Authorization
(EUA) for active immunization to prevent coronavirus disease 2019 (COVID-19) caused

by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 18 years
of age and older. Moderna COVID-19 Vaccine is investigational and not approved by FDA.
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Contraindications

Do not administer the Moderna COVID-19 Vaccine to individuals with a known history of
severe allergic reaction (e.g., anaphylaxis) to any component of the Moderna COVID-19
Vaccine.

Warnings and Precautions

e Management of Acute Allergic Reactions: Appropriate medical treatment to
manage immediate allergic reactions must be immediately available in the event an
acute anaphylactic reaction occurs following administration of the Moderna
COVID-19 Vaccine. Monitor Moderna COVID-19 Vaccine recipients for the
occurrence of immediate adverse reactions according to the Centers for Disease
Control and Prevention guidelines (https://www.cde.gov/vaccines/covid-
19/clinical-considerations/managing-anaphylaxis.html).

e Altered Immunocompetence: Imnmunocompromised persons, including
individuals receiving immunosuppressive therapy, may have a diminished response
to the Moderna COVID-19 Vaccine.

e Limitations of Vaccine Effectiveness: The Moderna COVID-19 Vaccine may
not protect all vaccine recipients.

Adverse Reactions

Adverse reactions reported in a clinical trial following administration of the Moderna
COVID-19 Vaccine include pain at the injection site, fatigue, headache, myalgia,
arthralgia, chills, nausea/vomiting, axillary swelling/tenderness, fever, swelling at the
injection site, and erythema at the injection site.

Severe allergic reactions, including anaphylaxis, have been reported following
administration of the Moderna COVID-19 Vaccine during mass vaccination outside of
clinical trials.

Additional adverse reactions, some of which may be serious, may become apparent with
more widespread use of the Moderna COVID-19 Vaccine.

Reporting Adverse Events and Vaccine Administration Errors

The vaccination provider is responsible for mandatory reporting of the following to the
Vaccine Adverse Event Reporting System (VAERS):

e vaccine administration errors whether or not associated with an adverse event
e serious adverse events (irrespective of attribution to vaccination)

* cases of Multisystem Inflammatory Syndrome (MIS) in adults

e cases of COVID-19 that result in hospitalization or death

Complete and submit reports to VAERS online at https://vaers.hhs.gov/reportevent.html.
For further assistance with reporting to VAERS, call 1-800-822-7967. Reports should
include the words “Moderna COVID-19 Vaccine EUA” in the description section of the
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report.

Report to ModernaTX, Inc. by calling 1-866-MODERNA (1-866-663-3762) or provide a
copy of the VAERS form by faxing 1-866-599-1342 or emailing
ModernaPV@modernatx.com.

Pregnancy and Lactation

Available data on Moderna COVID-19 Vaccine administered to pregnant women are
insufficient to inform vaccine-associated risks in pregnancy. Data are not available to
assess the effects of Moderna COVID-19 Vaccine on the breastfed infant or on milk
production/excretion.

Dosing and Schedule

The Moderna COVID-19 Vaccine is administered intramuscularly as a series of two doses
(0.5 mL each) 1 month apart.

There are no data available on the interchangeability of the Moderna COVID-19 Vaccine
with other COVID-19 vaccines to complete the vaccination series. Individuals who have
received one dose of Moderna COVID-19 Vaccine should receive a second dose of
Moderna COVID-19 Vaccine to complete the vaccination series.

Please click for Fact Sheet for Healthcare Providers Administering Vaccine
(Vaccination Providers) and Full EUA Prescribing Information for more
information.

About Moderna

www.ModernaTX.com

1-866-MODERNA (1-866-663-3762),
24 hours, 7 days a week
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