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FULL EMERGENCY USE AUTHORIZATION (EUA) PRESCRIBING INFORMATION
1 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.

2 DOSAGE AND ADMINISTRATION
For intramuscular injection only.

2.1 Preparation for Administration
e The Moderna COVID-19 Vaccine multiple-dose vials contain a frozen suspension that
does not contain a preservative and must be thawed prior to administration.
e Remove the required number of vial(s) from storage and thaw each vial before use
following the instructions below.
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Vial Thaw in Refrigerator Thaw at Room Temperature
Maximum Thaw in refrigerated conditions | Alternatively, thaw at room
11-Dose Vial | between 2° to 8°C for 2 hours temperature between 15° to
(range: 10-11 | and 30 minutes. Let each vial 25°C for 1 hour.
doses) stand at room temperature for 15

minutes before administering.
Maximum Thaw in refrigerated conditions | Alternatively, thaw at room
15-Dose Vial | between 2° to 8°C for 3 hours. temperature between 15° to
(range: 13-15 | Let each vial stand at room 25°C for 1 hour and 30
doses) temperature for 15 minutes minutes.

before administering.

e After thawing, do not refreeze.
e Swirl vial gently after thawing and between each withdrawal. Do not shake. Do not
dilute the vaccine.
e The Moderna COVID-19 Vaccine is a white to off-white suspension. It may contain
white or translucent product-related particulates. Visually inspect the Moderna COVID-
19 Vaccine vials for other particulate matter and/or discoloration prior to administration.
If either of these conditions exists, the vaccine should not be administered.
e The Moderna COVID-19 Vaccine is supplied in two multiple-dose vial presentations:
o A multiple-dose vial containing a maximum of 11 doses: range 10-11 doses (0.5
mL each).
o A multiple-dose vial containing a maximum of 15 doses: range 13-15 doses (0.5
mL each).
e Depending on the syringes and needles used for each dose, there may not be sufficient
volume to extract more than 10 doses from the maximum of 11 doses vial or more than
13 doses from the maximum of 15 doses vial. Irrespective of the type of syringe and
needle:
o Each dose must contain 0.5 mL of vaccine.
o If the amount of vaccine remaining in the vial cannot provide a full dose of 0.5
mL, discard the vial and contents. Do not pool excess vaccine from multiple vials.
o Pierce the stopper at a different site each time.
e After the first dose has been withdrawn, the vial should be held between 2° to 25°C (36°
to 77°F). Record the date and time of first use on the Moderna COVID-19 Vaccine vial
label. Discard vial after 12 hours. Do not refreeze.

2.2 Administration
Visually inspect each dose of the Moderna COVID-19 Vaccine in the dosing syringe prior to
administration. The white to off-white suspension may contain white or translucent product-related
particulates. During the visual inspection,

o verify the final dosing volume of 0.5 mL.

e confirm there are no other particulates and that no discoloration is observed.

e do not administer if vaccine is discolored or contains other particulate matter.

Revised: Mar/31/2021 10



Administer the Moderna COVID-19 Vaccine intramuscularly.

2.3 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.

3 DOSAGE FORMS AND STRENGTHS

Moderna COVID-19 Vaccine is a suspension for intramuscular injection. A single dose is 0.5
mL.

4 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 [see Description (13)].

5 WARNINGS AND PRECAUTIONS

5.1 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.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html).

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

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

6 OVERALL SAFETY SUMMARY

It is MANDATORY for vaccination providers to report to the Vaccine Adverse Event
Reporting System (VAERS) all vaccine administration errors, all serious adverse events,
cases of Multi-inflammatory Syndrome (MIS) in adults, and hospitalized or fatal cases of
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COVID-19 following vaccination with the Moderna COVID-19 Vaccine. To the extent
feasible, provide a copy of the VAERS form to ModernaTX, Inc. Please see the
REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND
VACCINE ADMINISTRATION ERRORS section for details on reporting to VAERS and
ModernaTX, Inc.

In clinical studies, the adverse reactions in participants 18 years of age and older were pain at the
injection site (92.0%), fatigue (70.0%), headache (64.7%), myalgia (61.5%), arthralgia (46.4%),
chills (45.4%), nausea/vomiting (23.0%), axillary swelling/tenderness (19.8%), fever (15.5%),
swelling at the injection site (14.7%), and 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.

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates
observed in the clinical trials of a vaccine cannot be directly compared with rates in the clinical
trials of another vaccine and may not reflect the rates observed in practice.

Overall, 15,419 participants aged 18 years and older received at least one dose of Moderna
COVID-19 Vaccine in three clinical trials (NCT04283461, NCT04405076, and NCT04470427).

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). At the time of vaccination, the
mean age of the 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% were male, 47.3% were female, 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.

Solicited Adverse Reactions

Data on solicited local and systemic adverse reactions and use of antipyretic medication were
collected in an electronic diary for 7 days following each injection (i.e., day of vaccination and
the next 6 days) among participants receiving Moderna COVID-19 Vaccine (n=15,179) and
participants receiving placebo (n=15,163) with at least 1 documented dose. Solicited adverse
reactions were reported more frequently among vaccine participants than placebo participants.

The reported number and percentage of the solicited local and systemic adverse reactions by age
group and dose are presented in Table 1 and Table 2, respectively.

Revised: Mar/31/2021 12



Table 1: Number and Percentage of Participants With Solicited Local and Systemic
Adverse Reactions Within 7 Days* After Each Dose in Participants 18-64 Years (Solicited
Safety Set, Dose 1 and Dose 2)

Moderna COVID-19 Vaccine Placebo?
Dose 1 Dose 2 Dose 1 Dose 2
(N=11,406) (N=10,985) (N=11,407) (N=10,918)
n (%) n (%) n (%) n (%)
Local Adverse
Reactions
Pain 9,908 9,873 2,177 2,040
(86.9) (89.9) (19.1) (18.7)
Pain, Grade 3° 366 506 23 22
(3.2) (4.6) (0.2) (0.2)
Axillary 1,322 1,775 567 470
swelling/tenderness (11.6) (16.2) (5.0) (4.3)
Axillary 37 46 13 11
swelling/tenderness, (0.3) (0.4) (0.2) (0.1
Grade 3°
Swelling (hardness) 767 1,389 34 36
>25mm (6.7 (12.6) (0.3) (0.3)
Swelling (hardness), 62 182 3 4
Grade 3° (0.5) .7 (<0.1) (<0.1)
Erythema (redness) 344 982 47 43
>25 mm (3.0) (8.9) (0.4) (0.4)
Erythema (redness), 34 210 11 12
Grade 3° (0.3) (1.9) (<0.1) (0.1)
Systemic Adverse
Reactions
Fatigue 4,384 7,430 3,282 2,687
(38.4) (67.6) (28.8) (24.6)
Fatigue, Grade 3¢ 120 1,174 83 86
(1.1) (10.7) (0.7 (0.8)
Fatigue, Grade 4¢ 1 0 0 0
(<0.1) ) ) (0)
Headache 4,030 6,898 3,304 2,760
(35.3) (62.8) (29.0) (25.3)
Headache, Grade 3f 219 553 162 129
(1.9) (5.0) (1.4) (1.2)
Myalgia 2,699 6,769 1,628 1,411
(23.7) (61.6) (14.3) (12.9)
Myalgia, Grade 3¢ 73 1,113 38 42
(0.6) (10.1) (0.3) (0.4)
Arthralgia 1,893 4,993 1,327 1,172
(16.6) (45.5) (11.6) (10.7)
Arthralgia, Grade 3¢ 47 647 29 37
(0.4) (5.9) (0.3) (0.3)
Arthralgia, Grade 4¢ 1 0 0 0
(<0.1) ) (0) (0)
Chills 1,051 5,341 730 658
(9.2) (48.6) (6.4) (6.0)
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Moderna COVID-19 Vaccine Placebo?
Dose 1 Dose 2 Dose 1 Dose 2
(N=11,406) (N=10,985) (N=11,407) (N=10,918)
n (%) n (%) n (%) n (%)
Chills, Grade 3¢ 17 164 8 15
(0.1) (1.5 (<0.1) (0.1)
Nausea/vomiting 1,068 2,348 908 801
(9.4) (21.4) (8.0 (7.3)
Nausea/vomiting, 6 10 8 8
Grade 3" (<0.1) (<0.1) (<0.1) (<0.1)
Fever 105 1,908 37 39
0.9 (17.4) 0.3 (0.4)
Fever, Grade 3' 10 184 1 2
(<0.1) (1.7 (<0.1) (<0.1)
Fever, Grade 41 4 12 4 2
(<0.1) (0.1) (<0.1) (<0.1)
Use of antipyretic or 2,656 6,292 1,523 1,248
pain medication (23.3) (57.3) (13.4) (11.4)

* 7 days included day of vaccination and the subsequent 6 days. Events and use of antipyretic or pain medication
were collected in the electronic diary (e-diary).

2 Placebo was a saline solution.

b Grade 3 pain and axillary swelling/tenderness: Defined as any use of prescription pain reliever; prevents daily
activity.

¢ Grade 3 swelling and erythema: Defined as >100 mm />10 cm.

d Grade 3 fatigue, myalgia, arthralgia: Defined as significant; prevents daily activity.

¢ Grade 4 fatigue, arthralgia: Defined as requires emergency room visit or hospitalization.

f Grade 3 headache: Defined as significant; any use of prescription pain reliever or prevents daily activity.

9 Grade 3 chills: Defined as prevents daily activity and requires medical intervention.

h Grade 3 nausea/vomiting: Defined as prevents daily activity, requires outpatient intravenous hydration.

" Grade 3 fever: Defined as >39.0° — <40.0°C / >102.1° — <104.0°F.

I Grade 4 fever: Defined as >40.0°C / >104.0°F.

Table 2: Number and Percentage of Participants With Solicited Local and Systemic
Adverse Reactions Within 7 Days* After Each Dose in Participants 65 Years and Older
(Solicited Safety Set, Dose 1 and Dose 2)

Moderna COVID-19 Vaccine Placebo?
Dose 1 Dose 2 Dose 1 Dose 2
(N=3,762) (N=3,692) (N=3,748) (N=3,648)
n (%) n (%) n (%) n (%)
Local Adverse
Reactions
Pain 2,782 3,070 481 437
(74.0) (83.2) (12.8) (12.0)
Pain, Grade 3° 50 98 32 18
(1.3) (2.7 (0.9) (0.5)
Axillary 231 315 155 97
swelling/tenderness (6.1) (8.5) (4.1 (2.7)
Axillary 12 21 14 8
swelling/tenderness, (0.3) (0.6) (0.4) (0.2)
Grade 3°
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Moderna COVID-19 Vaccine Placebo?
Dose 1 Dose 2 Dose 1 Dose 2
(N=3,762) (N=3,692) (N=3,748) (N=3,648)
n (%) n (%) n (%) n (%)
Swelling (hardness) 165 400 18 13
>25mm (4.9 (10.8) (0.5) (0.4)
Swelling (hardness), 20 72 3 7
Grade 3° (0.5) (2.0) (<0.1) (0.2)
Erythema (redness) 86 275 20 13
>25mm (2.3) (7.5) (0.5) (0.4)
Erythema (redness), 8 77 2 3
Grade 3° (0.2) (2.1) (<0.1) (<0.1)
Systemic Adverse
Reactions
Fatigue 1,251 2,152 851 716
(33.3) (58.3) (22.7) (19.6)
Fatigue, Grade 3¢ 30 254 22 20
(0.8 (6.9 (0.6) (0.5)
Headache 921 1,704 723 650
(24.5) (46.2) (19.3) (17.8)
Headache, Grade 3¢ 52 106 34 33
(1.4) (2.9) (0.9) (0.9)
Myalgia 742 1,739 443 398
(19.7) (47.1) (11.8) (10.9)
Myalgia, Grade 3¢ 17 205 9 10
(0.5) (5.6) (0.2) (0.3)
Arthralgia 618 1,291 456 397
(16.4) (35.0) (12.2) (10.9)
Arthralgia, Grade 3¢ 13 123 8 7
(0.3) (3.3 (0.2) (0.2)
Chills 202 1,141 148 151
(5.4) (30.9) (4.0) (4.1)
Chills, Grade 3f 7 27 6 2
(0.2) 0.7) (0.2) (<0.1)
Nausea/vomiting 194 437 166 133
(5.2) (11.8) (4.4) (3.6)
Nausea/vomiting, 4 10 4 3
Grade 3¢ (0.1) (0.3) (0.1) (<0.1)
Nausea/vomiting, 0 1 0 0
Grade 4" Q) (<0.1) (0) (©)]
Fever 10 370 7 4
(0.3) (10.0) (0.2) (0.1)
Fever, Grade 3! 1 18 1 0
(<0.1) (0.5) (<0.1) (0)
Fever, Grade 41 0 1 2 1
(0 (<0.1) (<0.1) (<0.1)
Use of antipyretic or 673 1,546 477 329
pain medication (17.9) (41.9) (12.7) (9.0)

* 7 days included day of vaccination and the subsequent 6 days. Events and use of antipyretic or pain medication
were collected in the electronic diary (e-diary).
2 Placebo was a saline solution.
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b Grade 3 pain and axillary swelling/tenderness: Defined as any use of prescription pain reliever; prevents daily
activity.

¢ Grade 3 swelling and erythema: Defined as >100 mm/>10 cm.

d Grade 3 fatigue, myalgia, arthralgia: Defined as significant; prevents daily activity.

¢ Grade 3 headache: Defined as significant; any use of prescription pain reliever or prevents daily activity.

T Grade 3 chills: Defined as prevents daily activity and requires medical intervention.

9 Grade 3 Nausea/vomiting: Defined as prevents daily activity, requires outpatient intravenous hydration.

h Grade 4 Nausea/vomiting: Defined as requires emergency room visit or hospitalization for hypotensive shock.

" Grade 3 fever: Defined as >39.0° — <40.0°C / >102.1° — <104.0°F.

I Grade 4 fever: Defined as >40.0°C / >104.0°F.

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 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.
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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.

8 REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS
AND VACCINE ADMINISTRATION ERRORS

See Overall Safety Summary (Section 6) for additional information.

The vaccination provider enrolled in the federal COVID-19 Vaccination Program is responsible
for the MANDATORY reporting of the listed events following Moderna COVID-19 Vaccine to
the Vaccine Adverse Event Reporting System (VAERS)

Vaccine administration errors whether or not associated with an adverse event

Serious adverse events* (irrespective of attribution to vaccination)

Cases of multisystem inflammatory syndrome (MIS) in adults

Cases of COVID-19 that results in hospitalization or death

*Serious Adverse Events are defined as:

Death;

A life-threatening adverse event;

Inpatient hospitalization or prolongation of existing hospitalization;

A persistent or significant incapacity or substantial disruption of the ability to conduct
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normal life functions;

e A congenital anomaly/birth defect;

e An important medical event that based on appropriate medical judgement may jeopardize
the individual and may require medical or surgical intervention to prevent one of the
outcomes listed above.

Instructions for Reporting to VAERS

The vaccination provider enrolled in the federal COVID-19 Vaccination Program should
complete and submit a VAERS form to FDA using one of the following methods:
e Complete and submit the report online: https://vaers.hhs.gov/reportevent.html, or
e If you are unable to submit this form electronically, you may fax it to VAERS at 1-877-
721-0366. If you need additional help submitting a report, you may call the VAERS toll-
free information line at 1-800-822-7967 or send an email to info@vaers.org.

IMPORTANT: When reporting adverse events or vaccine administration errors to
VAERS, please complete the entire form with detailed information. It is important that the
information reported to FDA be as detailed and complete as possible. Information to
include:
e Patient demographics (e.g., patient name, date of birth)
Pertinent medical history
Pertinent details regarding admission and course of illness
Concomitant medications
Timing of adverse event(s) in relationship to administration of Moderna COVID-19
Vaccine
Pertinent laboratory and virology information
e Qutcome of the event and any additional follow-up information if it is available at the
time of the VAERS report. Subsequent reporting of follow-up information should be
completed if additional details become available.

The following steps are highlighted to provide the necessary information for safety tracking:

1. In Box 17, provide information on Moderna COVID-19 Vaccine and any other vaccines
administered on the same day; and in Box 22, provide information on any other vaccines
received within one month prior.

2. In Box 18, description of the event:

a. Write “Moderna COVID-19 Vaccine EUA” as the first line

b. Provide a detailed report of vaccine administration error and/or adverse event. It
is important to provide detailed information regarding the patient and adverse
event/medication error for ongoing safety evaluation of this unapproved vaccine.
Please see information to include listed above.

3. Contact information:

a. In Box 13, provide the name and contact information of the prescribing healthcare
provider or institutional designee who is responsible for the report.

b. In Box 14, provide the name and contact information of the best doctor/healthcare
professional to contact about the adverse event.
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c. InBox 15, provide the address of the facility where vaccine was given (NOT the
healthcare provider’s office address).

Other Reporting Instructions

Vaccination providers may report to VAERS other adverse events that are not required to be
reported using the contact information above.

To the extent feasible, report adverse events to ModernaTX, Inc. using the contact information
below or by providing a copy of the VAERS form to ModernaTX, Inc.

Email Fax number Telephone number
ModernaPV@modernatx.com 1-866-599-1342 1-866-MODERNA
(1-866-663-3762)

10 DRUG INTERACTIONS

There are no data to assess the concomitant administration of the Moderna COVID-19 Vaccine
with other vaccines.

11 USE IN SPECIFIC POPULATIONS
11.1 Pregnancy

Pregnancy Exposure Reqistry

There is a pregnancy exposure registry that monitors pregnancy outcomes in women exposed to
Moderna COVID-19 Vaccine during pregnancy. Women who are vaccinated with Moderna
COVID-19 Vaccine during pregnancy are encouraged to enroll in the registry by calling 1-866-
MODERNA (1-866-663-3762).

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In the U.S. general
population, the estimated background risk of major birth defects and miscarriage in clinically
recognized pregnancies is 2% to 4% and 15% to 20%, respectively. Available data on Moderna
COVID-19 Vaccine administered to pregnant women are insufficient to inform vaccine-
associated risks in pregnancy.

In a developmental toxicity study, 0.2 mL of a vaccine formulation containing the same quantity
of nucleoside-modified messenger ribonucleic acid (mMRNA) (100 mcg) and other ingredients
included in a single human dose of Moderna COVID-19 Vaccine was administered to female rats
by the intramuscular route on four occasions: 28 and 14 days prior to mating, and on gestation
days 1 and 13. No vaccine-related adverse effects on female fertility, fetal development, or
postnatal development were reported in the study.
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11.2 Lactation

Risk Summary

Data are not available to assess the effects of Moderna COVID-19 Vaccine on the breastfed
infant or on milk production/excretion.

11.3 Pediatric Use

Safety and effectiveness have not been assessed in persons less than 18 years of age. Emergency
Use Authorization of Moderna COVID-19 Vaccine does not include use in individuals younger
than 18 years of age.

11.4 Geriatric Use

Clinical studies of Moderna COVID-19 Vaccine included participants 65 years of age and older
receiving vaccine or placebo, and their data contribute to the overall assessment of safety and
efficacy. In an ongoing Phase 3 clinical study, 24.8% (n=7,520) of participants were 65 years of
age and older and 4.6% (n=1,399) of participants were 75 years of age and older. Vaccine
efficacy in participants 65 years of age and older was 86.4% (95% CI 61.4, 95.2) compared to
95.6% (95% C1 90.6, 97.9) in participants 18 to <65 years of age [see Clinical Trial Results and
Supporting Data for EUA (18)]. Overall, there were no notable differences in the safety profiles
observed in participants 65 years of age and older and younger participants [see Overall Safety
Summary (6.1)].

13 DESCRIPTION

Moderna COVID-19 Vaccine is provided as a white to off-white suspension for intramuscular
injection. Each 0.5 mL dose of Moderna COVID-19 Vaccine contains 100 mcg of nucleoside-
modified messenger RNA (MRNA) encoding the pre-fusion stabilized Spike glycoprotein (S) of
SARS-CoV-2 virus.

Each dose of the Moderna COVID-19 Vaccine contains the following ingredients: a total lipid
content of 1.93 mg (SM-102, polyethylene glycol [PEG] 2000 dimyristoyl glycerol [DMG],
cholesterol, and 1,2-distearoyl-sn-glycero-3-phosphocholine [DSPC]), 0.31 mg tromethamine,
1.18 mg tromethamine hydrochloride, 0.043 mg acetic acid, 0.20 mg sodium acetate trihydrate,
and 43.5 mg sucrose.

Moderna COVID-19 Vaccine does not contain a preservative.

The vial stoppers are not made with natural rubber latex.
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14 CLINICAL PHARMACOLOGY
14.1 Mechanism of Action

The nucleoside-modified mRNA in the Moderna COVID-19 Vaccine is formulated in lipid
particles, which enable delivery of the nucleoside-modified mRNA into host cells to allow
expression of the SARS-CoV-2 S antigen. The vaccine elicits an immune response to the S
antigen, which protects against COVID-19.

18 CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR EUA

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. Participants who were
immunocompromised and those with a known history of SARS-CoV-2 infection were excluded
from the study. Participants with no known history of SARS-CoV-2 infection but with positive
laboratory results indicative of infection at study entry were included. The study allowed for the
inclusion of participants with stable pre-existing medical conditions, defined as disease not
requiring significant change in therapy or hospitalization for worsening disease during the 3
months before enrollment, as well as participants with stable human immunodeficiency virus
(HIV) infection. A total of 30,420 participants were randomized equally to receive 2 doses of the
Moderna COVID-19 Vaccine or saline placebo 1 month apart. Participants will be followed for
efficacy and safety until 24 months after the second dose.

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. In the Per-
Protocol Set, 47.4% were female, 19.7% were Hispanic or Latino; 79.5% were White, 9.7% were
African American, 4.6% were Asian, and 2.1% other races. The median age of participants was
53 years (range 18-95) and 25.3% of participants were 65 years of age and older. Of the study
participants in the Per-Protocol Set, 18.5% were at increased risk of severe COVID-19 due to at
least one pre-existing medical condition (chronic lung disease, significant cardiac disease, severe
obesity, diabetes, liver disease, or HIV infection) regardless of age. Between participants who
received Moderna COVID-19 Vaccine and those who received placebo, there were no notable
differences in demographics or pre-existing medical conditions.

Efficacy Against COVID-19

COVID-19 was defined based on the following criteria: The participant must have experienced
at least two of the following systemic symptoms: fever (>38°C), chills, myalgia, headache, sore
throat, new olfactory and taste disorder(s); or the participant must have experienced at least one
of the following respiratory signs/symptoms: cough, shortness of breath or difficulty breathing,
or clinical or radiographical evidence of pneumonia; and the participant must have at least one
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NP swab, nasal swab, or saliva sample (or respiratory sample, if hospitalized) positive for SARS-
CoV-2 by RT-PCR. COVID-19 cases were adjudicated by a Clinical Adjudication Committee.

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% to

96.8%).

Table 3: Primary Efficacy Analysis: COVID-19* in Participants 18 Years of Age and Older
Starting 14 Days After Dose 2 per Adjudication Committee Assessments — Per-Protocol Set

Moderna COVID-19 Vaccine Placebo
Participants | COVID-19 Incidence Participants | COVID-19 | Incidence % Vaccine
(N) Cases Rate of (N) Cases Rate of Efficacy

(n) COVID-19 (n) COVID-19 (95% CI)t

per 1,000 per 1,000

Person- Person-
Years Years
14,134 11 3.328 14,073 185 56.510 94.1

(89.3, 96.8)

* COVID-19: symptomatic COVID-19 requiring positive RT-PCR result and at least two systemic symptoms or one
respiratory symptom. Cases starting 14 days after Dose 2.
1 VE and 95% CI from the stratified Cox proportional hazard model.

The subgroup analyses of vaccine efficacy are presented in Table 4.

Table 4: Subgroup Analyses of Vaccine Efficacy: COVID-19* Cases Starting 14 Days After
Dose 2 per Adjudication Committee Assessments — Per- Protocol Set

Moderna COVID-19 Vaccine Placebo
Age Participants | COVID-19 | Incidence | Participants | COVID-19 | Incidence %
Subgroup (N) Cases Rate of (N) Cases Rate of Vaccine
(Years) (n) COVID-19 (n) COVID-19 | Efficacy
per 1,000 per 1,000 (95%
Person- Person- ChH*
Years Years
18 to <65 10,551 7 2.875 10,521 156 64.625 95.6
(90.6, 97.9)
>65 3,583 4 4,595 3,552 29 33.728 86.4
(61.4,95.2)

* COVID-19: symptomatic COVID-19 requiring positive RT-PCR result and at least two systemic symptoms or one

respiratory symptom. Cases starting 14 days after Dose 2.

+ VE and 95% CI from the stratified Cox proportional hazard model.

Severe COVID-19 was defined based on confirmed COVID-19 as per the primary efficacy
endpoint case definition, plus any of the following: Clinical signs indicative of severe systemic
illness, respiratory rate >30 per minute, heart rate >125 beats per minute, SpO2 <93% on room
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air at sea level or PaO2/FIO2 <300 mm Hg; or respiratory failure or ARDS (defined as needing
high-flow oxygen, non-invasive or mechanical ventilation, or ECMO), evidence of shock
(systolic blood pressure <90 mmHg, diastolic BP <60 mmHg or requiring vasopressors); or
significant acute renal, hepatic, or neurologic dysfunction; or admission to an intensive care unit
or death.

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.

19 HOW SUPPLIED/STORAGE AND HANDLING

Moderna COVID-19 Vaccine Suspension for Intramuscular Injection Multiple-Dose Vials are
supplied as follows:

NDC 80777-273-99 Carton of 10 multiple-dose vials, each vial containing a maximum of
11 doses: range 10-11 doses (0.5 mL)

NDC 80777-273-98 Carton of 10 multiple-dose vials, each vial containing a maximum of
15 doses: range 13-15 doses (0.5 mL)

During storage, minimize exposure to room light.
Store frozen between -50° to -15°C (-58° to 5°F). Store in the original carton to protect from light.

Do not store on dry ice or below -50°C (-58°F). Use of dry ice may subject vials to temperatures
colder than -50°C (-58°F).

Vials may be stored refrigerated between 2° to 8°C (36° to 46°F) for up to 30 days prior to first
use. Do not refreeze.

Vials may be stored between 8° to 25°C (46° to 77°F) for a total of 24 hours.

After the first dose has been withdrawn, the vial should be held between 2° to 25°C (36° to
77°F). Vials should be discarded 12 hours after the first puncture.

Thawed vials can be handled in room light conditions.
Do not refreeze once thawed.

Transportation of Thawed Vials at 2°C to 8°C (35°F to 46°F)

If transport at -50° to -15°C (-58° to 5°F) is not feasible, available data support transportation of
one or more thawed vials for up to 12 hours at 2° to 8°C (35° to 46°F) when shipped using

Revised: Mar/31/2021 23



shipping containers which have been qualified to maintain 2° to 8°C (35° to 46°F) and under

routine road and air transport conditions with shaking and vibration minimized. Once thawed and
transported at 2° to 8°C (35° to 46°F), vials should not be refrozen and should be stored at 2° to

8°C (35° to 46°F) until use.

20 PATIENT COUNSELING INFORMATION

Advise the recipient or caregiver to read the Fact Sheet for Recipients and Caregivers.

The vaccination provider must include vaccination information in the state/local jurisdiction’s
Immunization Information System (11S) or other designated system. Advise recipient or caregiver

that more information about 11Ss can be found at:

https://www.cdc.gov/vaccines/programs/iis/about.html.

21 CONTACT INFORMATION

For general questions, send an email or call the telephone number provided below.

Email

Telephone number

medinfo@modernatx.com

1-866-MODERNA
(1-866-663-3762)

This EUA Prescribing Information may have been updated. For the most resent Full EUA
Prescribing Information, please visit www.modernatx.com/covid19vaccine-eua.

Moderna US, Inc.
Cambridge, MA 02139

©2021 ModernaTX, Inc. All rights reserved.
Patent(s): www.modernatx.com/patents
Revised: Mar/31/2021
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By VITF UL TR bR,

e EF/LF COVID-19 V7 F L. 20D~ /F R—R 4 7 OBEICHt SN 5,

o K11 [EHERNFRER~ L TF R— X310 7L 2 10~11 [a#fE (4 0.5 mL)
o KR 15[EERENTFIRE/R~ LT R — A3 7L 1 13~15[a#EfE (4 0.5 mL)

o HREMIMHEHEIND VY UV ROFHI Lo TE, K 1 [BIEEFEASA TG 10 [aEEE %
B2 D', TR 15 [ SA 7LD 13 BEEELZB 2 5 B2 W3 TERWEARH
By VU UV ROSOFEEIZ D 5T

o HEERIZIZV T2 05mL G TN TWRITIIRR B 720,

o NATNDTTF ORI 0.5 mL IR0V GE. A TV ERNFYEFERET D,
BRDNRA T VISR ST T I F e F—L LR &,

o BRI DEAICA b v X—FfFZ &,

o IEEEME AW DA T UL, 2°C~25°C (36°F~T77°F) TIRET 5, &OIHEH LT
HEfZ2 5 1 COVID-19 U7 F 2 DA T )T~ )UIZEERT D, 12 B IC A T L %
BEHESTHZ &, BHAE LN &,

22 BHE
BERERTIC, YU U PNOTET LT COVID-19 V7 F o OF B E 2 At CHERT 5, Afa~4
7m74b®mﬁﬁ Zid, AEXREBEHOR G BEER 2R 5 5N H 5, BRBRES I

o IHEIIABEREEN 0S5 mL THD I EEHRTDH I L,

o fhRITNINT & ﬁ@#ﬁw:&%%;#é &,

o UUFUNEMALTNIGECMOR - IKWENEENTWAERITHERL 2N &,

£5 /)L COVID-19 U 7 F NI RN 5

23 BEREEORTF IV 2—)
7L COVID-19 7V 7 F 0%, 1 » A2 (% 0.5mL) ARNEERET 5,

T F B EE T H5200OFT /L) COVID-19 U 7 F o L fhd COVID-19 U 7 F o & O HHaE
BT 25— XX\, U7 F U EE T3 5I12iE. £/ COVID-19 UV F o O#EfE% 1 |
ZF- AN, 2EE HET L COVID-19 U 7 F o OFEFEZAT 5 MLBER H 5,

3 ARROEE
7V COVID-19 U 7 F 0%, fHRNESNHBREK CH D, 1 EEEEHEIZ05mL Th b,
4 B2

5L COVID-19 V7 F L DODIZx LT, BEOT VAX =Kt (TFH7479F%—7%E) @
BEEN S H5541L,. £F /LT COVID-19 U 7 F U ZRFE LTI B2\ [HE8 (13) 22T

5 BEROERALOEE
51 ATV —KEDEHE

E5 )L COVID-19 U 7 F o OHEFEBICAMET 77 4 X% —RISNRB L-8412, B L
JLF— I RIE I C & 2 @ U 2 1B IR M 233K > TV R T AU B 7wy,

%ET (202143 A 31 H 2



KEEREHE T E X —DO T A KT A4 (https://www.cde.gov/vaccines/covid-19/clinical-
considerations/managing-anaphylaxis.html) (ZfEVY, E7 /L) COVID-19 V7 F U #EEZE=4 1
7 LC, AR ERGORBR N Z R T D,

5.2 BEROEL
MR 22 T TV A BREZE T mEREH TlX, 7 /1) COVID-19 U 7 F k4 B0
PEPMET L TWAAHEMEDR 8 5,

53 U2 FUORFZMEDRER
£5 /L COVID-19 UV 7 F 0%, TR COWEEREE 2+ 25 b O Tldu,

6 EERHRLZEMEORE

U FUOBREBRERICL. TRXTCOUIFUOBERRE, TXTOEEREEFEESR, RAOZEER
SESEERE (MIS) DJEH], ZROET /LT COVID-19 U 27 F o DEBHRICARXIIETICE-T-
COVID-19 DEGIZ U 7 F U AEELHBE T AT A (VAERS) (ZHET B ERBBSITFLA T
%, HHREZRRY . VAERS 7 4 —A®a ¥ —% ModernaTX, Inc.iZ#ft9 5 Z &£, VAERS B
ModernaTX, Inc. ~DHEICHETIFHEMICOVTIE, AEFREONY 7 F U EFRROBEEH X
CHEROEEZSRT L L,

FERARBRICIB VT, 18 MLl LW E TRO LN I-AEFLIT., EHEAER (92.0%) . &5
(70.0%) . FHJE (64.7%) . Wi (61.5%) . BAHiJE (46.4%) . HEIE (45.4%) | H.O EE
(23.0%) . MEEEIEAREJE (19.8%) . 382 (15.5%) . TESTESACMERE (14.7%) MK ONVESERALALEE
(10.0%) ThHo7z,

iR BR LIS COEMBEEICB W T, £F /L) COVID-19 U7 F L OFEfEBICT 7 4 TF% o —%
GREEDOT LI =N E STV 5D,

6.1 [ERIRAERIRER

FERRBRIIZERFMET CHEBESND 20, HDHU 7 F L OEFKRER TR b - A EFREIR
ZRIOU 7 F o OEFKRRER TR LN RBLR L EREKT 5 2 I3 TE 7, WRAL TRO LN
BHIEBRZ R U TV W ATREME N B 5

AIEE LT, 18 il EOwBRE 15,419 A3, 3 DOEEKFER (NCT04283461. NCT04405076 K X
NCT04470427) \ZBWTET /LT COVID-19 U 7 F o OEEfE2 D7 &b 1T,

®7/L7F COVID-19 U7 FrOLaMiE, KETHEEHOH 3 MEERLT T R IA 7 —
N—=TZ 4 FEEKREBRIZBW T s, ZoRBRTIX, €7 /7 COVID-19 V7 F
(n=15,185) X7 7R (n=15,166) Z/172< &b 1AM L7 18 bl EO#ERE 30,351 ] & %f
GUTFHM 21T > 7= (NCT04470427) , U 7 F U BEREREOHERE O EEFERR X 52 »% (FEPH : 18~95
%) Thol-, 2283161 (752%) 7% 18~64 1%, 7,520 B (24.8%) 7’ 65l L TH 7=, &KL L
T S2T%MIBME . 4T 3%, 20.5%NE A= 7 XX T T o B 792% N A, 102%R T 7
VBT AV N, 4.6%01T VT N, 0.8%MNT AV BFAFERIITT 7 A D TIER, 0.2% 03 \T A%
FEEITREEE BER, 21% 08 F 0D AFE, 21% N ERiERTH -2, 5 /L7 COVID-19 U
I F B LT RE & T e R A B LR O N DR RRO R IEL L TN,

%ET (202143 A 31 H 3



Al

1 LA E OGO H H €T /L) COVID-19 U7 F U8 (n=15,179) KO 7R REE (n=15,163)
DYERF 2 Xz, K% 7 B (T72bb, VI F U EfR L 20%0 6 BRE) I2h20 .,
FrtE R N HEORFEAERS, WM EEKOFEHICET 7T — 2 2 E T HEICE L=, V7
FURETIE, 77 BRI bREEAEFENEEEICRE SN,

Wt S AT AR R R e OMERE RO O JR T e VB F DR E A FEFRORBBK ORBLRE Z N
TR 1 JLOFE 2 ITRT,

%ET (202143 A 31 H 4



# 1:18~64 BOHBREIZRBT XML 7 AUNCRIMEAOCEEMOBEAESEREREEL

IEBRE OB R OES (RBELEMMATARES, 1 [EEEELV 2 B #H)

E=5 /) COVID-19 U 7 F v FS5ER?
1 [B] B ## 5 2 Bl B 1B B 2 B H R
(N=11,406) (N=10,985) (N=11,407) (N=10,918)
n (%) n (%) n (%) n (%)
R EFS
I 9,908 9,873 2,177 2,040
(86.9) (89.9) (19.1) (18.7)
g L — R 3b 366 506 23 22
(3.2) (4.6) 0.2) 0.2)
W IENE £ 1,322 1,775 567 470
(11.6) (16.2) (5.0) (4.3)
WM W, 7 L— 37 46 13 11
| 3P 0.3) 0.4) (0.1) 0.1
MERE () 767 1,389 34 36
25 mm Lh I (6.7) (12.6) 0.3) 0.3)
il (W) . ZL—R 62 182 3 4
3¢ (0.5) (1.7) (<0.1) (<0.1)
ALBE (F&AR) 344 982 47 43
25 mm Lh I (3.0) (8.9) 0.4) 0.4)
B (AR . ZL—FR 34 210 11 12
3¢ 0.3) 1.9) (<0.1) 0.1
2O REES
o 4,384 7,430 3,282 2,687
(38.4) (67.6) (28.8) (24.6)
ey, T L— R3¢ 120 1,174 83 86
(1.1) (10.7) 0.7) (0.8)
W, Sr—FR4 1 0 0 0
(<0.1) © 0 )
GEYE 4,030 6,898 3,304 2,760
(35.3) (62.8) (29.0) (25.3)
gAR, 7 L— R af 219 553 162 129
(1.9) (5.0) (1.4) (1.2)
i PR 2,699 6,769 1,628 1,411
(23.7) (61.6) (14.3) (12.9)
HRE, 71— 3d 73 1,113 38 42
(0.6) (10.1) (0.3) (0.4)
MR 1,893 4,993 1,327 1,172
(16.6) (45.5) (11.6) (10.7)
Mfim., 7 L— R3¢ 47 647 29 37
0.4) (5.9) (0.3) 0.3)
iR, 7 L— k4 1 0 0 0
(<0.1) (U] (U] ()
Fe s 1,051 5,341 730 658
9.2) (48.6) (6.4) (6.0)
mgE L — N3¢ 17 164 8 15
0.1) (1.5) (<0.1) 0.1)
H,0E 1,068 2,348 908 801
(9.4) (21.4) (8.0) (7.3)
LM 6 10 8 8
J1L— k3 (<0.1) (<0.1) (<0.1) (<0.1)
e EN 105 1,908 37 39
0.9) (17.4) (0.3) 0.4)
FE S L— PR3 10 184 1 2
(<0.1) (1.7) (<0.1) (<0.1)

3T 2021423 H 31 H




E=5 )V ) COVID-19 U 7 F v FS5ER?
1[0l BB 2 o] BEETE 1B B 2 Bl B#ERE
(N=11,406) (N=10,985) (N=11,407) (N=10,918)
n (%) n (%) n (%) n (%)
FE TSL— R4 4 12 4 2
(<0.1) (0.1) (<0.1) (<0.1)
FRZNER W |3 B SR o> 5 P 2,656 6,292 1,523 1,248
(23.3) (57.3) (13.4) (11.4)

*7T AR, V7 FUEREAROZEOHRD 6 AN EEN D, F5 & OB IIFTHEOHE A A BT AGE (e-diary) (TIUE LT,
* IR RIFARAEKE Lz,

b S L— R 3 O R OWEIER, TR - A SRR A M, BHEBE T AR L R,

¢ L — R 3ONENEKOHIEE : 100 mm 2,10 cm O L iEE,

Sy L— R3O, MR, BETE AT, BEESA T ES L ER,

¢ JL—R4DFET, BERR  BESRZBIIARRE LB LT HES L EH,

T 7L — R 30 : AT, AFERAIZEHIE A B2 0 2 F5 L w5,

¢ JL— N 3OEHE . QRSB EZHT, EFENONAZLEL T 5HR L ER,

"L — R 3OEL MR - BEIEENZ LT, AR COBIRNAK S ER S NI L e D FER L EE,
P 7L — R 3OFE : 39.0°C LA 40.0°C LLF 102.1°F LA 104.0F LA R OFG & E

I 7 U—F 403 : 40.0°C #8,/104.0°F BOEL & EH,

%ET (202143 A 31 H 6



2. 65l EOBERE TR AR AR 7T HUNHIZRFMER VT DR EAEFREREL

IEBRE OB R OES (RBELEMMATARES, 1 [EEEELV 2 B #H)

E=5 /) COVID-19 U 7 F v FS5ER?
1 [B] B ## 5 2 Bl B 1B B 2 B H R
(N=3,762) (N=3,692) (N=3,748) (N=3,648)
n (%) n (%) n (%) n (%)
REEA EES
I 2,782 3,070 481 437
(74.0) (83.2) (12.8) (12.0)
g, 7 L— K 3b 50 98 32 18
(1.3) 2.7) (0.9) (0.5)
WA ERE / [E S 231 315 155 97
(6.1) (8.5) 4.1) (2.7)
fREmElR, 5, 7 L — 12 21 14 8
K 3b 0.3) (0.6) 0.4) 0.2)
MERE () 165 400 18 13
25 mm LAk 4.4) (10.8) 0.5) 0.4
fEfR () . ZL—FR 20 72 3 7
3¢ (0.5) (2.0) (<0.1) 0.2)
ALEE (FER) 86 275 20 13
25 mm LAk (2.3) (7.5) 0.5) 0.4
RBE G&AR) . ZL—FR 8 77 2 3
3¢ 0.2) 2.1 (<0.1) (<0.1)
2O REES
o 1,251 2,152 851 716
(33.3) (58.3) (22.7) (19.6)
Wy, Sr— PR3 30 254 22 20
(0.8) (6.9) (0.6) (0.5)
GE 921 1,704 723 650
(24.5) (46.2) (19.3) (17.8)
9. /L — K 3¢ 52 106 34 33
(1.4) (2.9) (0.9) (0.9)
AT 742 1,739 443 398
(19.7) (47.1) (11.8) (10.9)
RE, 71— 3d 17 205 9 10
(0.5) (5.6) 0.2) 0.3)
BE iR 618 1,291 456 397
(16.4) (35.0) (12.2) (10.9)
REffiw. 2 L— R3¢ 13 123 8 7
(0.3) (3.3) 0.2) 0.2)
R 202 1,141 148 151
(5.4) (30.9) (4.0) 4.1)
e JL— 3t 7 27 6 2
0.2) 0.7) 0.2) (<0.1)
P4 e 194 437 166 133
(5.2) (11.8) (4.4) (3.6)
HL MR- 4 10 4 3
JL— |38 0.1) (0.3) 0.1) (<0.1)
L RN 0 1 0 0
JL— | 4b (0) (<0.1) 0) )
FEEL 10 370 7 4
(0.3) (10.0) 0.2) 0.1)
FE SL— 3 1 18 1 0
(<0.1) (0.5) (<0.1) (0)
HEN TL— R4 0 1 2 1
(0) (<0.1) (<0.1) (<0.1)

3T 2021423 H 31 H




E=5 )V ) COVID-19 U 7 F v FS5ER?
16 B8 2 o] BEETE 1B B 2 o] B
(N=3,762) (N=3,692) (N=3,748) (N=3,648)
n (%) n (%) n (%) n (%)
R BN T SR SR O 673 1,546 477 329
(17.9) (41.9) (12.7) (9.0)
*7 HRICIE, D27 FUBERAKOZO%O 6 HRBE EN 5, FH LUK ISR EOMEREZE T HFE (e-diary) 1ZIUE LTz,

* I RRITERAEKE L,

b L — R 3 OEN L O EIEIR TR AF SRR A, AEIEB AT 2 EL L ER,

¢ ZL— K3 DEIRKLORIEE : 100 mm# 10 cm BBOFS L E 5,

S L= R30S, MR, BETE  ERT, BEEBZGTESRLE

¢ JL— R3O0 : ERT, WJFSIRAIZ XA #8201 5 F5: L ER

T 7L —R30EE  AEEHEUIT, ERNNAEZLE LT IHR L EH,

¢ JL— R 3OEL g . HEEBZLIT, SR TOFIRNKSMIED LI L 2 5 HR L ER,
ML — R 4OEL RN RIUEMEY 3 v 7 O-DICKRESRZ 2 I AR e LE L T HER L ER
7 L— R 3D3EE 1 39.0°C LA 40.0°C LR ,102.1 FU\J: 104.0°FLL FOFEG L E

I 7 U—F 403 40.0°C #,/104.0°F BOEL & EH,

F7 /L) COVID-19 U 7 F U HERE# I HE S RFTE R S RO R ER SR O Rkl o
FEIZ 1~3 A Th o7z,

s ST,

7 L— K 3 ORFEOREAFERIT, 1 FIEEME LY b 2 [0 BEREE TR
SR IS HE S

U0 FUoBEEOREGEOREAEFSRIL, | MIBEHEEZE LD D 2 BIEEMHEL T
7=,

IEFFER FHEFHG

KRG EROK 28 AR, ERFEAEFRIIOVWTHBRE L E=F I 7 Lz, £7-. BUAE Z ik
HFThHD, 2 FEMOEIERYIMIZHI-> T, BEERAEFRLNEREELVLEL L-AEFS Y
LB D, 20204 11 A 25 BT, U2 F U I7 78R % | BILLEERE L72gRs (V7 F
BE 15185 Bil, 77 &AEE 15,166 ) D 5B, KHEME 28 HUNICHEL LI EREAEFRIL, £
TV COVID-19 U 7 F U8 (n=3,632) @ 23.9%, 7' 7&AREE (0=3277 A\) D 21.6% THE I
TW5, TS OMNT T, #BRE D 87.9%73 2 [0] B #2FE# 2 28 H UL EOBHREE 2% ) 7=,

7 BIEOD e-diary THT L HINETE o7 U U REHERBBESN, U7 FUHO 1L.1%, 77 &R
BED 0.6% THE SN, TNOLDOHERIIL, VI/FUVERMEBEENDLLEEZLND U L/ EIE,
VURgigk, VU ERE, U7 T OB oNEE, SO Y o EE K OWR IS 2N E
Nie, ZORHENL, EH LEBOREEETHR FFEAEFR) CEEINA S E BT
Do

WREIEDOFEFERIL, VIFUHED 1.5%, 77 8BRED 1.1% THRE SN, U7 F BT

BHUE DO FRITIX, U7 T o EREICBE T 5 Al GEME DS B W RN TS M ONE S =5 Wr#ai
Nz, itk 7 H 2B 2 T LRI LB MERSEN OGN E, U7 F D 1.2%., 77 BRED

0.4% THiE S iz,
WIEIRN & 7=,

RS ENLOSICIE, U7 F BRI BRET % rIREMEA @ VR TE FLBE M

FIHAM 28 CC, &7 /) COVID-19 U7 F U RETIE 3BIOIVFRIE (T 7 F 80 22, 28 KN
32 HE%. 9L I PNTEERAEESES) | fﬁtfﬁfilm®Nw%ﬁ(77%/%@®HE%)
DA STz, BIER O TV A ULERELICRET A HIX. V7 F o & OREBFREZHET ST
R+ TH 5,

%ET (202143 A 31 H 8



£F /L) COVID-19 U7 F o L ORRERZRIETH LS RFBEEOHIT IV —DFEER (FOM
DFRREERIE S MRRRIEMEE R L Ot RS2 ET) IOV T, RIFEIEMICHOBEE 727 —
U XTI AE DO AR BBHIERD B o 7,

HERAEERG

20204 11 A 25 BEIfE, EELRAEFRNREINTZDIEL, T /L) COVID-19 U 7 F U RED 1.0%
(n=147) | 77 BFEHED 1.0% (0=153) THYH, TDOH>HD 1 fliIxT 7 F o EfRNDG 32 BRRITH
Bl L 72~V RRIELOSER| T o T2,

NS DT TIE, #EE D 87.9%7% 2 [1H OHFERIZ 28 AWML OB E 221, SHERE O
2 [a] B O EFE L OB HAIRE O R 9 HFE T - 7,

B TR OFEANEEZGT 2D 7 F o HEE BV, AEEROEERAEFERER) 2 FRH LI,
JEIROFETIL, U7 F oML NN 1 AL 2 BRICHE S, V7 F oS EBhEL T
WD AIREMED mr o T2,

At 2 th BE & 2 B OISR & OUELL OBEED & 2 R E 2RV T, EHAMEOEL.L K DR D HEE
BRAEFRZN 1RO LN, AFERITHEM | ARICEBL TRY, V7 F U H#LEELTWD
AIREVED o T

T/ COVID-19 V27 F o L DOREEREZRBT LI RBEEOD T IV —DOEERFEFRSR
(R HE S, MRIEME RS N O FL A2 ET) 2OV T, JRERBEEICMOIAE 72/ % —
U XIFIARBIBHIZRD Lo 77,

8 AEELHERVNY I FUEREBROBEEN K OIER
BAERICOWTIL, BERE RO (618) 2RI 52 L,

BIEF D COVID-19 U7 F U710 7T MIRERSNT-U 7 F o BEflEERE I, =7 0F
COVID-19 U 7 F U R IC Y A MIGRH SNT-FRE2 U 7 F U AEFHLHRE L AT 5 (VAERS)
WCHETHZ ENR/E ST LTV D,

U7 F oM (FEES L OBEEOFEICED 50

EERAEFRS (V7 FUoBERICERT 0GB L 20

RN D Zliggs SAESERERE (MIS)  DJE]

COVID-19 (2 & W ABEXIFFETIZE - T EH

*HERAEFRIIUTOLIITERT S ¢
o L,
HfEGhTHERER,
ABEX I ABE I DI |
W OAETEHERE 2 21T 2 BE ) OFHGNI XTI E R RHSREAR 2 H 2 WIXRE R ek E
JE RS /e R,
WU R EZAHETIC IR S & . AZERICE ST AR D, B O ERRORIRE2RET 5
72 DIZNBH F 72T RO ALE S B & 72 2 TRENE D 8 D K 7R R 2R S5

VAERS ~O#E I3 A F5R

BEEF COVID-19 U 7 FL4Ef 71 /5 MBS SN U 7 F o EmE%E L. LTFonFan
ET 1202143 A 31 A 9



DJi{ET VAERS 7+ —AIZFEA L, FDAIZIEHT A Z &
o A 71 (https://vaers.hhs.gov/reportevent.html) THREZEZ/EL L, #BHT5, X
o AKRI73F—LEBFEAIIRHTERWEAIL, VAERS IZ7 7 v 7 A (1-877-721-0366) L T
H LV, FEZBORBITEMOY R — N BRMLERLGEIX, VAERS O 7 U —X A Y ILIERT
A > (1-800-822-7967) ZHEEFET D>, info@vaers.org |21 A —/VEIR[ETH I ENTEX D,

HE . AEER XLV 7 F U888 %Y VAERS [CHETIHEIX. FHREHRE 7 +—20T X
TOEBIZFEATSHI L, FDA ICHRETIHBRIL. TEXHRVFEMPOBLETHIZLREETH
%, AT HIEH :

BEY R (BE4A, AFARRY)

BEH 9~ 2 J iR

A K O B O RGE I B4 2 38

O FH &

E7 /L) COVID-19 U 7 F U H2ff & B4 2 E R G O3B

BESE 3 2 BRI R A L OV A L AR

HGOHRF &Y VAERS #AERHC AT AT RE 2 A B I OB R EH, BN FEHIE 3
ONTHEIX. FO®ROBIMEROBREEZE T T D,

ZEVEBINC LB R R 2T 27201, UFOFIEEZBHHF R L TV ¢

Ry 7 A2 1712, FF/LF COVID-19 UV 7 F o K ONFE BICHERE L= F Do U 7 F 2B
HIEHREFTLAT D, o, Ry 7 A 22402, wE 1 » AUNICEFE L-ZotoT 7 F 242
BT 2 HEiLAT b,

—_—

2. Ry A18IT, FHLHOMM :
a. IHIDOITIZ =5 /L) COVID-19 V 7 F 2 EUA| Lt AT %,
b. U7 FUERRBRE N I ERGOFEM RS ER T 5, ZOREKRY 7
F v DL RGN T A 7201213, BELKOAESRESR EEERICET S
FEMZAE AR T D N EETH D, ERRORHERESROZ L,
3. EARE
a. Ry 7 A 132, BEEBEROELEE TH DA EFRIEEE SUTERERE OWE4
ANDKA K OEESEETRAT 5,
b. Ay 7R 142, BEFERICHL GEET DO 2 =R EREEEE DKL K&
WEAE S 2 FEANT D,
c. Ry A 1512, VI FU#EMEEROFEFTEZAT S (EEEEMIE Ol EFT T
2N
= Dt FIA

U7 FUoEREESR T, ERRoEEEREFEHL T, G TAOLEDRNWEFOMOFEERES A
VAERS [Z#E L TH Lu,

TREZRPR Y . LA ORI IERE VT, T VAERS 7 4+ —A D = £ —% ModernaTX, Inc. |22k
T5H5Z LIk, FEFEG%Z ModernaTX, Inc. \IZHET 52 &,

BT A FAX &5 EREET
ModernaPV@modernatx.com 1-866-599-1342 1-866-MODERNA
(1-866-663-3762)

3T 2021423 H 31 H 10



10 RWHAEEH

EF VT COVID-19 77 F 2 & v 7 F o b ORI Z FMT 27 — 2 13720,

11 ReRlREH~ OB

1.1 5ER

PR EE L VA b

FEURHRIZET L) COVID-19 U 7 F UGS LIk OMHERR A E=% Y o 7 F 2 hEiRhigdE L

AN RH DL, HEETICET VS COVID-19 U 7 F o O & 5 0 7= oEld, 1-866-MODERNA
(1-866-663-3762) |ZEBEEL CL YA M UIZBEET A L HHELES LA,

U 27 DEK)

T RTOFEPRIIE, SRR, RE. UIFDMOFERIFOY 270355, KEO—REH
IZBWT, BERMICERD DAV AEIRIZ I 2 R A e R R BIE K ORPEDOHEE Y A 7 1%, T
U 2%~4%K TN 15%~20% T 5, HIRPOLMEICERE L7-F5 /L7 COVID-19 U7 F 245
FAFREZ2 T — &%, WERPOU 7 F U BE Y 27 ZH 50002 BT+ TR,

FAEFMRBRTIZ. EF /LT COVID-19 U7/ F oDt h~DOHEEHER L RED X 7 L A4F REH
AvE Y% —RNA (mRNA) (100 meg) MONEDMOE D2 EHTHU 7 F 854 02 mL %
Zwv MZ 4| (RO 28 HAETLO 14 HAT, WM 1 BE RO 13 HEH) fRANERE L, AR
BRClx, MEOZMREE. MIROKEE., FTHAEROETICXNT DY 7 F UEEOFEERITHE S
2ot

11.2 &9

) A2 DHEH)
FLISUIRFLOBEL /5P HRT 5F T VT COVID-19 U 7 F v OFRAZHIET 5720 07 — 213
"o TVARN,

11.3 /NE~OERE
18 RT3 1T A2 K OB IMEITEHME STy, 507 COVID-19 U 7 F o A dfd
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ANNEX I

SUMMARY OF PRODUCT CHARACTERISTICS



vThis medicinal product is subject to additional monitoring. This will allow quick identification of
new safety information. Healthcare professionals are asked to report any suspected adverse reactions.
See section 4.8 for how to report adverse reactions.

1. NAME OF THE MEDICINAL PRODUCT

COVID-19 Vaccine Moderna dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
This is a multidose vial which contains 10 doses of 0.5 mL.

One dose (0.5 mL) contains 100 micrograms of messenger RNA (mRNA) (embedded in SM-102 lipid
nanoparticles).

Single-stranded, 5’-capped messenger RNA (mRNA) produced using a cell-free in vitro transcription
from the corresponding DNA templates, encoding the viral spike (S) protein of SARS-CoV-2.

For the full list of excipients, see section 6.1.
3. PHARMACEUTICAL FORM

Dispersion for injection
White to off white dispersion (pH: 7.0 — 8.0).

4.  CLINICAL PARTICULARS
4.1 Therapeutic indications

COVID-19 Vaccine Moderna is indicated for active immunisation to prevent COVID-19 caused by
SARS-CoV-2 in individuals 18 years of age and older.

The use of this vaccine should be in accordance with official recommendations.

4.2 Posology and method of administration

Posology

Individuals 18 years of age and older
COVID-19 Vaccine Moderna is administered as a course of 2 doses (0.5 mL each). It is recommended
to administer the second dose 28 days after the first dose (see sections 4.4 and 5.1).

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

Paediatric population
The safety and efficacy of COVID-19 Vaccine Moderna in children and adolescents less than 18 years
of age have not yet been established. No data are available.

Elderly population
No dosage adjustment is required in elderly individuals >65 years of age.



Method of administration

The vaccine should be administered intramuscularly. The preferred site is the deltoid muscle of the
upper arm.

Do not administer this vaccine intravascularly, subcutaneously or intradermally.

The vaccine should not be mixed in the same syringe with any other vaccines or medicinal products.
For precautions to be taken before administering the vaccine, see section 4.4.

For instructions regarding thawing, handling and disposal of the vaccine, see section 6.6.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed in section 6.1.

4.4 Special warnings and precautions for use

Traceability

In order to improve the traceability of biological medicinal products, the name and the batch number
of the administered product should be clearly recorded.

Hypersensitivity and anaphylaxis

Anaphylaxis has been reported. Appropriate medical treatment and supervision should always be
readily available in case of an anaphylactic reaction following administration of the vaccine.

Close observation for at least 15 minutes is recommended following vaccination. The second dose of
the vaccine should not be given to those who have experienced anaphylaxis to the first dose of
COVID-19 Vaccine Moderna.

Anxiety-related reactions

Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related
reactions may occur in association with vaccination as a psychogenic response to the needle injection.
It is important that precautions are in place to avoid injury from fainting.

Concurrent illness

Vaccination should be postponed in individuals suffering from acute severe febrile illness or acute
infection. The presence of a minor infection and/or low-grade fever should not delay vaccination.

Thrombocytopenia and coagulation disorders

As with other intramuscular injections, the vaccine should be given with caution in individuals
receiving anticoagulant therapy or those with thrombocytopenia or any coagulation disorder (such as
haemophilia) because bleeding or bruising may occur following an intramuscular administration in
these individuals.

Immunocompromised individuals

The efficacy, safety and immunogenicity of the vaccine has not been assessed in immunocompromised
individuals, including those receiving immunosuppressant therapy. The efficacy of COVID-19
Vaccine Moderna may be lower in immunosuppressed individuals.



Duration of protection

The duration of protection afforded by the vaccine is unknown as it is still being determined by
ongoing clinical trials.

Limitations of vaccine effectiveness

Individuals may not be fully protected until 14 days after their second dose. As with all vaccines,
vaccination with COVID-19 Vaccine Moderna may not protect all vaccine recipients.

Excipients with known effect

Sodium
This vaccine contains less than 1 mmol sodium (23 mg) per 0.5 mL dose, that is to say, essentially
‘sodium-free’.

4.5 Interaction with other medicinal products and other forms of interaction

No interaction studies have been performed.
Concomitant administration of COVID-19 Vaccine Moderna with other vaccines has not been studied.

4.6 Fertility, pregnancy and lactation

Pregnancy

There is limited experience with use of COVID-19 Vaccine Moderna in pregnant women. Animal
studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryo/foetal
development, parturition or post-natal development (see section 5.3). Administration of COVID-19

Vaccine Moderna in pregnancy should only be considered when the potential benefits outweigh any
potential risks for the mother and foetus.

Breast-feeding
It is unknown whether COVID-19 Vaccine Moderna is excreted in human milk.
Fertility

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity
(see section 5.3).

4.7 Effects on ability to drive and use machines

COVID-19 Vaccine Moderna has no or negligible influence on the ability to drive and use machines.
However, some of the effects mentioned under section 4.8 may temporarily affect the ability to drive
or use machines.

4.8 Undesirable effects

Summary of the safety profile

The safety of COVID-19 Vaccine Moderna was evaluated in an ongoing Phase 3 randomised,
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 COVID-19 Vaccine Moderna
(n=15,185) or placebo (n=15,166) (NCT04470427). At the time of vaccination, the mean age of the
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.



The most frequently reported adverse reactions were pain at the injection site (92%), fatigue (70%),
headache (64.7%), myalgia (61.5%), arthralgia (46.4%), chills (45.4%), nausea/vomiting (23%),
axillary swelling/tenderness (19.8%), fever (15.5%), injection site swelling (14.7%) and redness
(10%). Adverse reactions were usually mild or moderate in intensity and resolved within a few days
after vaccination. A slightly lower frequency of reactogenicity events was associated with greater age.

Overall, there was a higher incidence of some adverse reactions in younger age groups: the incidence
of axillary swelling/tenderness, fatigue, headache, myalgia, arthralgia, chills, nausea/vomiting

and fever was higher in adults aged 18 to < 65 years than in those aged 65 years and above.

Local and systemic adverse reactions were more frequently reported after Dose 2 than after Dose 1.

Tabulated list of adverse reactions

The safety profile presented below is based on data generated in a placebo- controlled clinical
study on 30,351 adults > 18 years of age.

Adverse reactions reported are listed according to the following frequency convention:

Very common (>1/10)

Common (>1/100 to <1/10)

Uncommon (>1/1,000 to <1/100)

Rare (>1/10,000 to <1/1,000)

Very rare (<1/10,000)

Not known (cannot be estimated from the available data)

Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness.

MedDRA System Organ Class Frequency Adverse reactions
Blood and lymphatic system 'Very common Lymphadenopathy*
disorders
Immune system disorders Not known Anaphylaxis
Hypersensitivity
Nervous system disorders 'Very common Headache
Rare Acute peripheral facial
paralysis**
Gastrointestinal disorders Very common Nausea/vomiting
Skin and subcutaneous tissue Common Rash
disorders
Musculoskeletal and connective 'Very common Myalgia
tissue disorders Arthralgia
General disorders 'Very common Injection site pain
and administration site conditions Fatigue
Chills
Pyrexia
Injection site swelling
Common Injection site erythema,
Injection site urticaria,
Injection site rash
Uncommon Injection site pruritus
Rare Facial swelling®**

*Lymphadenopathy was captured as axillary lymphadenopathy on the same side as the injection site.

**Throughout the safety follow-up period, acute peripheral facial paralysis (or palsy) was reported by three participants in the
COVID-19 Vaccine Moderna group and one participant in the placebo group. Onset in the vaccine group

participants was 22 days, 28 days, and 32 days 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
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The reactogenicity and safety profile in 343 subjects receiving COVID-19 Vaccine Moderna, that
were seropositive for SARS-CoV-2 at baseline, was comparable to that in subjects seronegative for
SARS-CoV-2 at baseline.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via the national reporting system
listed in Appendix V and include batch/Lot number if available.

4.9 Overdose

No case of overdose has been reported.
In the event of overdose, monitoring of vital functions and possible symptomatic treatment is
recommended.

5. PHARMACOLOGICAL PROPERTIES
5.1 Pharmacodynamic properties
Pharmacotherapeutic group: Vaccine, other viral vaccines, ATC code: JO7BX03

Mechanism of action

COVID-19 Vaccine Moderna contains mRNA encapsulated in lipid nanoparticles. The mRNA
encodes for the full-length SARS-CoV-2 spike protein modified with 2 proline substitutions within the
heptad repeat 1 domain (S-2P) to stabilise the spike protein into a prefusion conformation. After
intramuscular injection, cells at the injection site and the draining lymph nodes take up the lipid
nanoparticle, effectively delivering the mRNA sequence into cells for translation into viral protein.
The delivered mRNA does not enter the cellular nucleus or interact with the genome, is non-
replicating, and is expressed transiently mainly by dendritic cells and subcapsular sinus macrophages.
The expressed, membrane-bound spike protein of SARS-CoV-2 is then recognised by immune cells as
a foreign antigen. This elicits both T-cell and B-cell responses to generate neutralising antibodies,
which may contribute to protection against COVID-19.

Clinical efficacy

The randomised, placebo-controlled, observer-blind Phase 3 clinical study (NCT04470427) excluded
individuals who were immunocompromised or had received immunosuppressants within 6 months, as
well as participants who were pregnant, or with a known history of SARS-CoV-2 infection.
Participants with stable HIV disease were not excluded. Influenza vaccines could be administered 14
days before or 14 days after any dose of COVID-19 Vaccine Moderna. Participants were also required
to observe a minimum interval of 3 months after receipt of blood/plasma products or immunoglobulins
prior to the study in order to receive either placebo or COVID-19 Vaccine Moderna.

A total of 30,351 subjects were followed for a median of 92 days (range: 1-122) for the development
of COVID-19 disease.

The primary efficacy analysis population (referred to as the Per Protocol Set or PPS), included
28,207 subjects who received either COVID-19 Vaccine Moderna (n=14,134) or placebo (n=14,073)
and had a negative baseline SARS-CoV-2 status. The PPS study population included 47.4% female,
52.6% male, 79.5% White, 9.7% African American, 4.6% Asian, and 6.2% other. 19.7% of
participants identified as Hispanic or Latino. The median age of subjects was 53 years (range 18-94).
A dosing window of —7 to +14 days for administration of the second dose (scheduled at day 29) was
allowed for inclusion in the PPS. 98% of vaccine recipients received the second dose 25 days to 35
days after dose 1 (corresponding to -3 to +7 days around the interval of 28 days).



COVID-19 cases were confirmed by Reverse Transcriptase Polymerase Chain Reaction (RT PCR) and
by a Clinical Adjudication Committee. Vaccine efficacy overall and by key age groups are presented
in Table 2.

Table 2: Vaccine Efficacy Analysis: confirmed COVID-19” regardless of severity starting 14 days
after the 2" dose — Per-Protocol Set

COVID-19 Vaccine Moderna Placebo
Age Group | Incidence Rate 10| Incidence Rate | 94 Vaccine
(Years) Subjects 1C90 CVaIs]Z:s of COVID-19 per|Subjects COC\;Is]e)s 19 of COVID-19 | Efficacy (95%
N n 1,000 Person- N n per 1,000 CI)*
Years Person-Years
Overall 94.1
18) 14,134 11 3.328 14,073 185 56.510 (89.3, 96.8)**
95.6
18 to <65 10,551 7 2.875 10,521 156 64.625 (90.6,97.9)
86.4
>65 3,583 4 4.595 3,552 29 33.728 (61.4,95.2)
82.4%
> . .
>65 to <75 2,953 4 5.586 2,864 22 31.744 (48.9,93.9)
100%
>75 630 0 0 688 7 41.968 (NE, 100)

*COVID-19: symptomatic COVID-19 requiring positive RT-PCR result and at least 2 systemic symptoms or 1
respiratory symptom. Cases starting 14 days after the 2" dose.

*Vaccine efficacy and 95% confidence interval (CI) from the stratified Cox proportional hazard model

** CI not adjusted for multiplicity. Multiplicity adjusted statistical analyses were carried out in an interim
analysis based on less COVID-19 cases, not reported here.

Among all subjects in the PPS, no cases of severe COVID-19 were reported in the vaccine group
compared with 30 of 185 (16%) cases reported in the placebo group. Of the 30 participants with severe
disease, 9 were hospitalised, 2 of which were admitted to an intensive care unit. The majority of the
remaining severe cases fulfilled only the oxygen saturation (SpO2) criterion for severe disease (< 93%
on room air).

The vaccine efficacy of COVID-19 Vaccine Moderna to prevent COVID-19, regardless of prior
SARS-CoV-2 infection (determined by baseline serology and nasopharyngeal swab sample testing)
from 14 days after Dose 2 was 93.6% (95% confidence interval 88.5, 96.4%).

Additionally, subgroup analyses of the primary efficacy endpoint showed similar efficacy point
estimates across genders, ethnic groups, and participants with medical comorbidities associated with
high risk of severe COVID-19.

Elderly population

COVID-19 Vaccine Moderna was assessed in individuals 18 years of age and older, including 3,768
subjects 65 years of age and older. The efficacy of COVID-19 Vaccine Moderna was consistent
between elderly (=65 years) and younger adult subjects (18-64 years).

Paediatric population

The European Medicines Agency has deferred the obligation to submit the results of studies with the
COVID-19 Vaccine Moderna in one or more subsets of the paediatric population in prevention of
COVID-19 (see section 4.2 for information on paediatric use).

Conditional Approval
This medicinal product has been authorised under a so-called ‘conditional approval’ scheme. This
means that further evidence on this medicinal product is awaited. The European Medicines Agency
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will review new information on this medicinal product at least every year and this SmPC will be
updated as necessary.

5.2 Pharmacokinetic properties
Not applicable.

5.3 Preclinical safety data
Non-clinical data reveal no special hazard for humans based on conventional studies of repeat dose
toxicity and reproductive and developmental toxicity.

General Toxicity:

General toxicity studies were conducted in rats (intramuscularly receiving up to 4 doses exceeding the
human dose once every 2 weeks). Transient and reversible injection site oedema and erythema and
transient and reversible changes in laboratory tests (including increases in eosinophils, activated
partial thromboplastin time, and fibrinogen) were observed. Results suggests the toxicity potential to
humans is low.

Genotoxicity/Carcinogenicity:

In vitro and in vivo genotoxicity studies were conducted with the novel lipid component SM-102 of
the vaccine. Results suggests the genotoxicity potential to humans is very low. Carcinogenicity studies
were not performed.

Reproductive Toxicity:

In a developmental toxicity study, 0.2 mL of a vaccine formulation containing the same quantity of
mRNA (100 micrograms) and other ingredients included in a single human dose of COVID-19
Vaccine Moderna was administered to female rats by the intramuscular route on four occasions: 28
and 14 days prior to mating, and on gestation days 1 and 13. SARS-CoV-2 antibody responses were
present in maternal animals from prior to mating to the end of the study on lactation day 21 as well as
in foetuses and offspring. There were no vaccine-related adverse effects on female fertility, pregnancy,
embryo foetal or offspring development or postnatal development. No data are available of mRNA-
1273 vaccine placental transfer or excretion in milk.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Lipid SM-102

Cholesterol

1,2-distearoyl-sn-glycero-3-phosphocholine (DSPC)
1,2-Dimyristoyl-rac-glycero-3-methoxypolyethylene glycol-2000 (PEG2000 DMG)
Tromethamol

Tromethamol hydrochloride

Acetic acid

Sodium acetate trihydrate

Sucrose

Water for injections

6.2 Incompatibilities
This medicinal product must not be mixed with other medicinal products or diluted.

6.3 Shelf life

Unopened vial:
7 months at -25°C to -15°C.



The unopened vaccine may be stored refrigerated at 2°C to 8°C, protected from light, for maximum 30
days.

Once thawed the vaccine should not be re-frozen.

The unopened vaccine may be stored at 8°C to 25°C up to 12 hours after removal from refrigerated
conditions.

Punctured Vial:

Chemical and physical in-use stability has been demonstrated for 6 hours at 2°C to 25°C after initial
puncture. From a microbiological point of view, the product should be used immediately. If the
vaccine is not used immediately, in-use storage times and conditions are the responsibility of the user
6.4 Special precautions for storage

Store in a freezer frozen between -25°C to -15°C.

Store in the original carton to protect from light.

Do not store on dry ice or below -40°C.

For storage conditions after thawing and first opening see section 6.3.

6.5 Nature and contents of container

5 ml dispersion in a vial (type 1 or type 1 equivalent glass) with a stopper (chlorobutyl rubber) and a
flip-off plastic cap with seal (aluminium seal).

Each vial contains 10 doses of 0.5mL.
Pack size: 10 multidose vials
6.6  Special precautions for disposal and other handling

The vaccine should be prepared and administered by a trained healthcare professional using aseptic
techniques to ensure sterility of the dispersion.

The vaccine comes ready to use once thawed.

Do not shake or dilute. Swirl the vial gently after thawing and before each withdrawal
COVID-19 Vaccine Moderna vials are multidose.

Ten (10) doses (of 0.5mL each) can be withdrawn from each vial.

An additional overfill is included in each vial to ensure that 10 doses of 0.5 mL can be delivered.

Frozen Storage

Can be stored frozen until expiration date

-25°to -15°C
Do not store on dry ice or below -40°C
Store in the original carton to protect from light.




Thaw Each Vial Before Use
Vial images for lllustrative purposes only

2°to 8°C

—[ 2 hours and 30 minutes in refrigerator ]g-—

/4

(T
T

Let vial sit at room temperatt

&
©

for 15 minut

©

administering

—

1 hour at room temperature

—

L )|

15° to 25°C

Instructions Once Thawed

Unpunctured Vial

Cool storage up to
room temperature

810 25°C

Maximum time

Refrigerator or

room temperature

Vial should be held befween' &
2° to 25°C. Record the date and
fime of first use on the vial label.

Discard punctured vial after 6 hours.

/

r—[ After first dose has been withdrawn ]—

The dose in the syringe should be used immediately.

Once the vial has been punctured to withdraw the initial dose, the vaccine should be

used immediately and be discarded after é-hours.

Withdraw each 0.5 mL dose of vaccine from the vial using a new sterile needle and syringe
for each injection to prevent transmission of infectious agents from one person to another.

Any unused vaccine or waste material should be disposed of in accordance with local requirements.

[ NEVER refreeze thawed vaccine ]

The vaccine comes ready to use once thawed. Do not shake or dilute.

Administration
Swirl vial gently after thawing and before each withdrawal.

Prior to injection, inspect each dose to:

Confirm liquid is white to off-white
in colour in both vial and syringe

Verify syringe volume of 0.5 mL

The COVID-19 Vaccine Moderna may

contain white or translucent
product-related particulates.

If dosage is incorrect, or discolouration
and other particulate matter is present,
do not administer the vaccine.

7. MARKETING AUTHORISATION HOLDER

MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza 30

28010 Madrid
Spain
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8. MARKETING AUTHORISATION NUMBERC(S)

EU/1/20/1507/001

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation: {DD month YYYY}

10. DATE OF REVISION OF THE TEXT

Detailed information on this medicinal product is available on the website of the European Medicines
Agency http://www.ema.europa.eu.
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MANUFACTURER OF THE BIOLOGICAL ACTIVE
SUBSTANCE AND MANUFACTURER RESPONSIBLE FOR
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AND USE

OTHER CONDITIONS AND REQUIREMENTS OF THE
MARKETING AUTHORISATION

CONDITIONS OR RESTRICTIONS WITH REGARD TO
THE SAFE AND EFFECTIVE USE OF THE MEDICINAL
PRODUCT

SPECIFIC OBLIGATION TO COMPLETE POST-

AUTHORISATION MEASURES FOR THE CONDITIONAL
MARKETING AUTHORISATION
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A. MANUFACTURER OF THE BIOLOGICAL ACTIVE SUBSTANCE AND
MANUFACTURER RESPONSIBLE FOR BATCH RELEASE

Name and address of the manufacturer of the biological active substance

LONZA AG
Lonzastrasse 2
Visp 3930
Switzerland

Name and address of the manufacturer responsible for batch release

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50

28703. San Sebastian de los Reyes
Madrid, Spain

In view of the declared Public Health Emergency of International Concern and in order to ensure early
supply this medicinal product is subject to a time-limited exemption allowing reliance on batch control
testing conducted in the registered site(s) that are located in a third country. This exemption ceases to
be valid on 31 January 2021. Implementation of EU based batch control arrangements, including the
necessary variations to the terms of the marketing authorisation, has to be completed by 31 January
2021 at the latest, in line with the agreed plan for this transfer of testing.

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE
Medicinal product subject to medical prescription.
Official batch release

In accordance with Article 114 of Directive 2001/83/EC, the official batch release will be undertaken
by a state laboratory or a laboratory designated for that purpose.

C. OTHER CONDITIONS AND REQUIREMENTS OF THE MARKETING
AUTHORISATION

Periodic safety update reports (PSURs)
The requirements for submission of PSURs for this medicinal product are set out in the list of

Union reference dates (EURD list) provided for under Article 107¢(7) of Directive 2001/83/EC
and any subsequent updates published on the European medicines web-portal.

The marketing authorisation holder (MAH) shall submit the first PSUR for this product within
6 months following authorisation.

D. CONDITIONS OR RESTRICTIONS WITH REGARD TO THE SAFE AND
EFFECTIVE USE OF THE MEDICINAL PRODUCT

Risk management plan (RMP)
The marketing authorisation holder (MAH) shall perform the required pharmacovigilance
activities and interventions detailed in the agreed RMP presented in Module 1.8.2 of the

marketing authorisation and any agreed subsequent updates of the RMP.

An updated RMP should be submitted:
o At the request of the European Medicines Agency;

13



e Whenever the risk management system is modified, especially as the result of new information
being received that may lead to a significant change to the benefit/risk profile or as the result of
an important (pharmacovigilance or risk minimisation) milestone being reached.

E. SPECIFIC OBLIGATION TO COMPLETE POST-AUTHORISATION MEASURES

FOR THE CONDITIONAL MARKETING AUTHORISATION

This being a conditional marketing authorisation and pursuant to Article 14-a of Regulation (EC) No
726/2004, the MAH shall complete, within the stated timeframe, the following measures:

Description Due date

In order to complete the characterisation of the active substance and finished | January 2021
product manufacturing processes, the MAH should provide additional data.

In order to confirm the consistency of the active substance and finished April 2021

product manufacturing process (Initial and final scales), the MAH should
provide additional comparability and validation data.

Interim reports will
be provided monthly
prior to this date.

In order to ensure consistent product quality, the MAH should provide June 2021
additional information on stability of the active substance and finished

product and review the active substance and finished product specifications

following further manufacturing experience.

In order to confirm the efficacy and safety of COVID-19 Vaccine Moderna, | December 2022

the MAH should submit the final Clinical Study Report for the randomised,
placebo-controlled, observer-blind study mRNA-1273-P301.

14




ANNEX III

LABELLING AND PACKAGE LEAFLET
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A. LABELLING
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PARTICULARS TO APPEAR ON THE OUTER PACKAGING

OUTER CARTON

1. NAME OF THE MEDICINAL PRODUCT

COVID-19 Vaccine Moderna dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified)

2. STATEMENT OF ACTIVE SUBSTANCE(S)

Each multidose vial contains 10 doses (0.5 mL each).

3. LIST OF EXCIPIENTS

Excipients: Lipid SM-102, cholesterol, 1,2-distearoyl-sn-glycero-3-phosphocholine (DSPC), 1,2-
Dimyristoyl-rac-glycero-3-methoxypolyethylene glycol-2000 (PEG2000 DMG), tromethamol,
tromethamol hydrochloride, acetic acid, sodium acetate trihydrate, sucrose, water for injections.

4. PHARMACEUTICAL FORM AND CONTENTS

Dispersion for injection
10 multidose vials

5. METHOD AND ROUTE(S) OF ADMINISTRATION

Intramuscular use.
Read the package leaflet before use.

020

a

-

[=]

Scan here for package leaflet or visit www.modernacovid19global.com.

6. SPECIAL WARNING THAT THE MEDICINAL PRODUCT MUST BE STORED OUT
OF THE SIGHT AND REACH OF CHILDREN

Keep out of sight and reach of children.

‘ 7. OTHER SPECIAL WARNING(S), IF NECESSARY

| 8.  EXPIRY DATE

EXP
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9. SPECIAL STORAGE CONDITIONS

Store frozen at -25°C to -15°C.
Read the package leaflet for the shelf life after first opening and for additional storage information.
Keep the vial in the outer carton to protect from light

10. SPECIAL PRECAUTIONS FOR DISPOSAL OF UNUSED MEDICINAL PRODUCTS
OR WASTE MATERIALS DERIVED FROM SUCH MEDICINAL PRODUCTS, IF
APPROPRIATE

Dispose of in accordance with local requirement.

11. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza, 30

28010 Madrid

Spain

12. MARKETING AUTHORISATION NUMBER(S)

EU/1/20/1507/001

13. BATCH NUMBER

Lot

‘ 14. GENERAL CLASSIFICATION FOR SUPPLY

| 15. INSTRUCTIONS ON USE

‘ 16. INFORMATION IN BRAILLE

Justification for not including Braille accepted.

‘ 17. UNIQUE IDENTIFIER - 2D BARCODE

2D barcode carrying the unique identifier included.

‘ 18. UNIQUE IDENTIFIER - HUMAN READABLE DATA

PC
SN
NN

18



19



MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

VIAL LABEL

1. NAME OF THE MEDICINAL PRODUCT AND ROUTE(S) OF ADMINISTRATION

COVID-19 Vaccine Moderna dispersion for injection
COVID-19 mRNA Vaccine
M

2. METHOD OF ADMINISTRATION

Intramuscular use

3. EXPIRY DATE

EXP

4. BATCH NUMBER

Lot

‘ 5. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

Multidose vial
(10 doses of 0.5 mL)

|6. OTHER

Scan here for package leaflet or visit www.modernacovid19global.com.
Discard date/time:
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PACKAGE LEAFLET
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Package leaflet: Information for the user

COVID-19 Vaccine Moderna dispersion for injection
COVID-19 mRNA Vaccine (nucleoside modified)
V' This medicine is subject to additional monitoring. This will allow quick identification of new
safety information. You can help by reporting any side effects you may get. See the end of section 4
for how to report side effects.

Read all of this leaflet carefully before you receive this vaccine because it contains important

information for you.

- Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, pharmacist or nurse.

- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible
side effects not listed in this leaflet. See section 4.

What is in this leaflet

1.  What COVID-19 Vaccine Moderna is and what it is used for

2. What you need to know before you are given COVID-19 Vaccine Moderna
3. How COVID-19 Vaccine Moderna is given

4. Possible side effects

5. How to store COVID-19 Vaccine Moderna

6. Contents of the pack and other information

1. What COVID-19 Vaccine Moderna is and what it is used for

COVID-19 Vaccine Moderna is a vaccine used to prevent COVID-19 caused by SARS-CoV-2 . Itis
given to adults aged 18 years and older. The active substance in COVID-19 Vaccine Moderna is
mRNA encoding the SARS-CoV-2 Spike protein. The mRNA is embedded in SM-102 lipid
nanoparticles.

As COVID-19 Vaccine Moderna does not contain the virus, it cannot give you COVID-19.

How the vaccine works

COVID-19 Vaccine Moderna stimulates the body’s natural defences (immune system). The vaccine
works by causing the body to produce protection (antibodies) against the virus that causes COVID-19.
COVID-19 Vaccine Moderna uses a substance called messenger ribonucleic acid (mRNA) to carry
instructions that cells in the body can use to make the spike protein that is also on the virus. The cells
then make antibodies against the spike protein to help fight off the virus. This will help to protect you
against COVID-19.

2. What you need to know before you are given COVID-19 Vaccine Moderna

The vaccine must not be given if
- you are allergic to the active substance or any of the other ingredients of this vaccine (listed in
section 6).

Warnings and precautions

Talk to your doctor, pharmacist or nurse before you are given COVID-19 Vaccine Moderna if:

- you have previously had a severe, life-threatening allergic reaction after any other vaccine
injection or after you were given COVID-19 Vaccine Moderna in the past.

- you have a very weak or compromised immune system

- you have ever fainted following any needle injection.

- you have a bleeding disorder

- you have a high fever or severe infection; however, you can have your vaccination if you have a
mild fever or upper airway infection like a cold

- you have any serious illness
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- if you have anxiety related to injections

If any of the above apply to you (or you are not sure), talk to your doctor, pharmacist or
nurse before you are given COVID-19 Vaccine Moderna.

As with any vaccine, the 2-dose vaccination course of COVID-19 Vaccine Moderna may not fully
protect all those who receive it and it is not known how long you will be protected’

Children and adolescents
COVID-19 Vaccine Moderna is not recommended for children aged under 18 years.

Other medicines and COVID-19 Vaccine Moderna

Tell your doctor or pharmacist if you are taking, have recently taken, or might take any other
medicines. COVID-19 Vaccine Moderna may affect the way other medicines work, and other
medicines may affect how COVID-19 Vaccine Moderna works.

Pregnancy and breast-feeding
If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, tell
your doctor, pharmacist or nurse before being vaccinated.

Driving and using machines
Do not drive or use machines if you are feeling unwell after vaccination. Wait until any effects of the
vaccine have worn off before you drive or use machines.

COVID-19 Vaccine Moderna contains sodium
COVID-19 Vaccine Moderna contains less than 1 mmol (23 mg) sodium per dose and, that is to say,
essentially ‘sodium-free’.

3. How you will be given COVID-19 Vaccine Moderna

COVID-19 Vaccine Moderna will be given to you as two 0.5 mL injections. It is recommended to
administer the second dose of the same vaccine 28 days after the first dose to complete the vaccination
course.

Y our doctor, pharmacist or nurse will inject the vaccine into a muscle (intramuscular injection) in your
upper arm.

During and after each injection of the vaccine, your doctor, pharmacist or nurse will watch over you
for around 15 minutes to monitor for signs of an allergic reaction.

If you miss an appointment for your 2" dose of COVID-19 Vaccine Moderna

- If you miss an appointment, arrange another visit as soon as possible with you doctor, nurse, or
pharmacist.

- Ifyou miss a scheduled injection, you may not be fully protected against COVID-19.

If you have any further questions on the use of this vaccine, ask your doctor, pharmacist or nurse.
4. Possible side effects
Like all medicines, this vaccine can cause side effects, although not everybody gets them.

Get urgent medical attention if you get any of the following signs and symptoms of an allergic
reaction:

- feeling faint or light-headed;

- changes in your heartbeat;

- shortness of breath;

- wheezing;

23



- swelling of your lips, face, or throat;
- hives or rash;

- nausea or vomiting;

- stomach pain.

Talk to your doctor or nurse if you develop any other side effects. These can include:

Very common (may affect more than 1 in 10 people):
- swelling in the underarm
- headache
- nausea
- vomiting
- muscle ache, joint aches, and stiffness
- pain or swelling at the injection site
- feeling very tired
- chills
- fever

Common (may affect up to 1 in 10 people):
- rash
- rash, redness, or hives at the injection site

Uncommon (may affect up to 1 in 100 people):
- itchiness at the injection site

Rare (may affect up to 1 in 1000 people)
- temporary one-sided facial drooping (Bell’s palsy)
- swelling of the face (Swelling of the face may occur in patients who have had facial cosmetic
injections.)

Frequency unknown
- severe allergic reactions (Anaphylaxis)
- hypersensitivity

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. You can also report side effects directly via the national reporting
system listed in Appendix V. By reporting side effects you can help provide more information on the
safety of this vaccine.

5. How to store COVID-19 Vaccine Moderna
Keep this vaccine out of the sight and reach of children.

Do not use this vaccine after the expiry date which is stated on the label after EXP. The expiry date
refers to the last day of that month.

Information about storage, expiry, and use and handling are described in the section intended for
healthcare professionals at the end of the package leaflet.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These measures will help protect the environment.
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6. Contents of the pack and other information
What COVID-19 Vaccine Moderna contains

- This is a multidose vial which contains 10 doses of 0.5 mL.

- One dose (0.5 mL) contains 100 micrograms of messenger RNA (mRNA) (embedded in SM-102
lipid nanoparticles).

- Single-stranded, 5’-capped messenger RNA (mRNA) produced using a cell-free in vitro
transcription from the corresponding DNA templates, encoding the viral spike (S) protein of
SARS-CoV-2.

- The other ingredients are lipid SM-102, cholesterol, 1,2-distearoyl-sn-glycero-3-phosphocholine
(DSPC), 1,2-Dimyristoyl-rac-glycero-3-methoxypolyethylene glycol-2000 (PEG2000 DMG),
trometamol, trometamol hydrochloride, acetic acid, sodium acetate trihydrate, sucrose, water for
injections.

What COVID-19 Vaccine Moderna looks like and contents of the pack
COVID-19 Vaccine Moderna is a white to off white dispersion supplied in a glass vial with a rubber
stopper and aluminium seal.

Pack size: 10 multidose vials

Marketing Authorisation Holder:
MODERNA BIOTECH SPAIN, S.L.
Calle Monte Esquinza 30

28010 Madrid

Spain

Manufacturer:

Rovi Pharma Industrial Services, S.A.
Paseo de Europa, 50

28703. San Sebastian de los Reyes
Madrid, Spain

For any information about this medicine, please contact the local representative of the Marketing
Authorisation Holder.

Belgié/Belgique/Belgien Lietuva

Tél/Tel: +3280038405 Tel: +37080023365
Bbarapus Luxembourg/Luxemburg
Tem.: +3598002100471 Tél/Tel: +35280026532
Ceska republika Magyarorszag

Tel: +800050719 Tel.: +3680088442
Danmark Malta

TIf: +4580830153 Tel: +35680062397
Deutschland Nederland

Tel: 08001009632 Tel: 8004090001

Eesti Norge
Tel+3728000032166 TIf: 80031401

EA0doa Osterreich

TnA: +308003212876 Tel: +43800232927
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Espaiia
Tel: 900031015

France
Tél: 0805543016

Hrvatska
Tel: 8009614

Ireland
Tel: +3531800851200

Island
Simi: 8004382

Italia
Tel: +39800141758

Kvmpog
TnA: +35780077065

Latvija
Tel: +37180005882

This leaflet was last revised in {MM/YYYY}.

Polska
Tel.: +488003211487

Portugal
Tel: 800210256

Romania
Tel: +40800630047

Slovenija
Tel: +38680488802

Slovenska republika
Tel: +421800105207

Suomi/Finland
Puh/Tel: +358800413854

Sverige
Tel: +4620127022

United Kingdom (Northern Ireland)
Tel: 08000857562

This vaccine has been given ‘conditional approval’. This means that there is more evidence to come

about this vaccine.

The European Medicines Agency will review new information on this vaccine at least every year and

this leaflet will be updated as necessary.

Scan the code with a mobile device to get the package leaflet in different languages.

D0

L

5

Or visit the URL https://www.ModernaCovid19Global.com

Detailed information on this vaccine is available on the European Medicines Agency web site:

http://www.ema.europa.eu.

This leaflet is available in all EU/EEA languages on the European Medicines Agency website.

The following information is intended for healthcare professionals only:



Traceability
In order to improve the traceability of biological medicinal products, the name and the batch number

of the administered product should be clearly recorded.

COVID-19 Vaccine Moderna should be administered by a trained healthcare professional.
The vaccine comes ready to use once thawed.

Do not shake or dilute.

COVID-19 Vaccine Moderna vials are multidose. Ten (10) doses can be withdrawn from each
multidose vial.

An additional overfill is included in each vial to ensure that 10 doses of 0.5 mL can be delivered.

COVID-19 Vaccine Moderna should be administered as two 0.5 mL doses. It is recommended to
administer the second dose 28 days after the first dose.

As with all injectable vaccines, appropriate medical treatment and supervision must always be
readily available in the event of an anaphylactic reaction following the administration of

COVID-19 Vaccine Moderna. Individuals should be observed by a healthcare professional for at least
15 minutes after vaccination.

There are no data to assess the concomitant administration of COVID-19 Vaccine Moderna with other
vaccines. COVID-19 Vaccine Moderna must not be mixed with other vaccines or medicinal products
in the same syringe.

The vaccine must be administered intramuscularly. The preferred site is the deltoid muscle of the
upper arm. Do not administer this vaccine intravascularly, subcutaneously or intradermally.

Information about storage and handling

Frozen Storage

Can be stored frozen until expiration date

-25°to -15°C
Do not store on dry ice or below -40°C
Store in the original carton to protect from light.

Thaw Each Vial Before Use
Vial images for illustrative purposes only

2 hours and 30 minutes i |n refngeraior }— —{ 1 hour af room temperature

(” ( ) =
//]""L [l \\ / 1‘*
2°to 8°C 15° to 25°C

Let vial sit at room temperature for 15 minutes before administering
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Instructions Once Thawed

Unpunctured Vial

Maximum times

Refrigerator

2° to 8°CHIrRTg

Cool storage up to
room temperature

810 25°C

—[ After first dose has been withdrawn
R )’/ , P'_"" 2

Maximum time

Refrigerator or
room temperature

Vial should be held befween' =+
2° to 25°C. Record the date and
time of first use on the vial label.

Discard punctured vial after 6 hours.

Withdraw each 0.5 mL dose of vaccine from the vial using a new sterile needle and syringe
for each injection to prevent fransmission of infectious agents from one person to another.
The dose in the syringe should be used immediately.

Once the vial has been punctured to withdraw the initial dose, the vaccine should be
used immediately and be discarded after 6-hours.

Any unused vaccine or waste material should be disposed of in accordance with local requirements.

[ NEVER refreeze thawed vaccine ]

Administration

Swirl vial gently after thawing and before each withdrawal.
The vaccine comes ready to use once thawed. Do not shake or dilute.

Prior to injection, inspect each dose to:

Confirm liquid is white to off-white
in colour in both vial and syringe

‘ Verify syringe volume of 0.5 mL

The COVID-19 Vaccine Moderna may
contain white or franslucent
product-related particulates.

If dosage is incorrect, or discolouration =
and other particulate matter is present,
do not administer the vaccine.
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Annex IV

Conclusions on the granting of the conditional marketing authorisation presented by the
European Medicines Agency

29



Conclusions presented by the European Medicines Agency on:

e  Conditional marketing authorisation

The CHMP having considered the application is of the opinion that the risk-benefit balance is
favourable to recommend the granting of the conditional marketing authorisation as further
explained in the European Public Assessment Report.
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RO N L—H ) T 4 AET A, BE LA OATRKE Oy FH 5 2 Pk
WZECERT D Z &,

WBUER T 7 4 T X —

TT 74 7F%—NHREINTWD, VIFUEBERRIZT 7 4 7% — LB LG5I
fif 2 C, U7 IER M OB N FIZHEETE 5 K5I/ L TR,

T F BRI 15 UL EOEELRBIENSHIEI NS, T/ COVID-19 U 7 F > O]
FERFICT 7 4 7% — 2 RBE LIEEBRE X, 2BIBOU 7 F U8 a{Thbn2 &,

A2 B s

FHEFICH T 2 ORMER S E LT, U7 F Ui, MR EMRREOE (o) | Bk,
XbVX%@&E&E®K§%@&Eﬁ%%bM%:&ﬁ%é Kl ié?&%%<t@@%
BB 2 U5 Z ENEETH D,

A OHE

S THEE OB ESUIBMEEIYEICREA L TWDOEEIE, VI FUERZIEH+ 2, BE
®Wmf&U/Xiﬁ@ﬁ WO HILDGETH, VI F UERA T & Tiden,

i /NSRRI R ONBE [ Pt 2

L DFHPINTESS & FIERIC, FrdtERET OBE | M/ IWWasAE SUIEEE RS (AR L) &f
T2 EE TIEHANEREZ ICH I ST SHECDARER S S 700, R L THERET 5030
b5,

REREH
RIRIHIRIE 2T TV L BELZGORERAEE BT DARY 7 F O, Zath kO

VLRI S TR, SRERHIE Tk, BT LF COVID-19 U 7 F > OF LMK L 72 5 7]
BEMEN S 5



540 40 ]
U7 F A K HBEMIEIE, BUEETTH ORFRRER THRETT O, RBTH D,

U 7 F o DEIEDIRHF

2B H OBEFE)G 14 B £ Tld, BN LB T 5 SR 580, o3 _XThv s F
VERBRIC, BTV COVID-19 U7 F U 28 L T, T _XTCOWEFREZHETE 5 & 13R
SRR

BN D AEH 249 2 B INAl

T A DA
KU F 0305 mL HEHZD 1 mmol Ko+ FY 7A 23 mg) #&HLTEY, KEMIZ
TRV DLIEER] ThdEHhRIND,

45 MLOERKSE OHEEERKORZEOMOFEREDOIHEAEIER

FREAEFRRBRIT I LTV 7Zeuy,
EF)LF COVID-19 U 7 F o T 7 F o L OPFHITRFT ST,

4.6 XlaEe., HIRK ORI

Il

AR IZ BT 5T LT COVID-19 U 7 F o O ARERIZIR ST\ 5, FERRRRER Cld. R,
IR REVERAE, ot SUTHAEZORE IR U CESEN SUIMEN 28 EER IR STy

(5.3 M) . FIRFOET /LT COVID-19 U 7 F o O#fEIL, RHAKR OWRIRICKT 2 I 1ER
N7 4y FBBIERY 27 & ERIASERICOBREBETXETH D,

FEREARFER Tk, AT U CE#EMSUIM#EN R A FENIT R I TW R (53 HS
)

o

4.7 BEERUEBBRIEERNICEDE

E7 /L COVID-19 U 7 F > OEEE L O ERE N ~DRBITIF E A Ev, LvL, 4.8 IH
WZREHE L 72 W O DOER 2Y, 1A SR ERTERE I — R B % M T et & 5,

4.8 HEFLLRVWHE

e a7 s A VOME

ET V) COVID-19 UV 7 F o OZ2atid, KETEMHOF 3 FHEEALY 7R3t 47—
N—=TF 4 v FFERFRBIZB WMl S vz, ZoREETIE, €7 /07 COVID-19 77 F
(n=15,185) Xix7' 7&AR (n=15,166) Z/V7e< &t 1 [HEEFE L7 18 L EOWERFE 30,351 Hi
X GUCFHM 21T > 72 (NCT04470427) , U 7 F U AEREREOYERE O FEFEENL 52 ik (FiPH -
18~957%) TH Y. 22,831 %1 (75.2%) 7% 18~645%. 7,520 5] (24.8%) 7 65 mll ETH -7,



b BEENCERE SN A EFRRIL, EHTAER (92%) . 357 (70%) . 306 (64.7%) .

WA (61.5%) . FAGIW (46.4%) . HEF (454%) . B UEE (23%) . WEER JE5E

(19.8%) . F&EN (15.5%) . TESEBOCIEIR (14.7%) KR OVEREMNALEE (10%) Thol-, HE

%%iL% BRI Th Y | RS A DINICETE LT, SOSEMEERORBRNH T
IRV T L iE, Fmnmn2 & EEEE L T,

BERE LT, —HOFEFEZORBRIIEFERETELY EL ., WEMIE R, %57, EE. HA
i, PEEIE, BBEE L MR OUSEAO FEBIERIT 65 sl EORA LY 18 Ll E 65 A D
AN TE o1,

JRPTE R O EEOF EEFRIT

HEEg R

. 1EIH O#FEZ KV b 2 [\ B O#fER TEiEZIcmE Sh,

DLTFICRTRZEMET 1 7 7 A V1T, 18 Ll DR A 30,351 il x5 & L= 7T & ANkt REG R
BRCELNTT —ZIZHESN TS,
WMESNEAEERIT. DTOBEEREICH> TR+ 5
i sh CTEBEE (1710 LA E)

EAERE (1/100 LL_E 1/10 A3)

RAEE  (1/1,000 LA E 1/100 i)

*4 (1/10,000 LA F 1/1,000 A:Ji5)

fiRsb T E AL (1/10,000 i)

RB (R ATRER T —Z I BIIHEE TE 2 )

BHESENTIE, BEEEORWVWEICEEFRR LR,
MedDRA #3'E Bl K474H B HEFR
MK LY R EE i oD C A U L REE*
o REE A< B TTT74T7F—
M EE
FhAR R EE i 6> C e A GIEpr
EF (0 VM SRR A R T A AR PR
BGEE R oD C e B L,
K& ¥ X O TRARREE e A B
HEKRRE X O A RERkREE ik 5 C i A FEE Ak
RE i
—i% « 2FEER X OSSN OREE D T EEE te: Rt AL ST
IRz 57
TR
L
E S AR
= AR CESHSALRLETE, RS AL =ERR
. TN RSB
MECAE ST 5 K
EF 0 H [ R AR * * *

*U U ORERENL, TESRERAL & A TR OREER U o oSEE & L CRigk LTz,

e VEBERRA IR 208 U C, SVERMMEAEAPRME CUIRE) 23TV COVID-19 YV 7 F U D 3R OT TR
Ho1flcgEsnhiz, V7 F U BETIE, 2EIBERO 22 Hi%, 28 Hi%., 32 HRIZHEBL L7,

ek IEFHAIOTENBE L/ T 27 7 F U BEHFICBW T, EEEROEE G HFFEN 2583 Lz, BROEIUL, V7T
VEERENDZNEN 1 AR A2 ARICEE S,



£ )L COVID-19 77%‘/0)%@%%7\ NR— 2 F A W2 SARS-CoV-2 O i if K it ¢
H o T-HERE 343 BB é}iﬁ@fﬁ&@%é@?’u T AN, R— AT A I SARS-
CoV-2 DG TH > IR F IZBIF 5 7 n 7 v AV ERETH - T,

RIS DBV O

SR LR DRI G DV OHEITEE TH S, ik, ERFORRT v U R
INT U ADKGEI IR E =X U TR R[REE I D, EENEEF L. 8 VICRE SN TV D ERNHR
EY AT LENLCRIBINDSEWERE L, AIETHIUENRNYTF oy hEEEEDD L HIRD
YR

49 BERE

R G- OREFNTEE S TR,
WERGNECTEEE. Bz =2 7 L, HEREEZITO 2N RSN D,

5. ERIEZAREME
5.1  EISFRYREE
HBEN D - D F o, FOMDTANVAT 7 F 0 ATC 22— K : JOTBX03

VEA T
7 /L) COVID-19 U7 F %, IBE T /R FICE AS 7z mRNA #5635, mRNA I,
heptad repeat 1 fE#k (S-2P) WD 2 » D7 v U VEBR TES S v -78 2R SARS-CoV-2 A /34
PRI EEa— R, AL T BRI E GRS LSS, HANENE, 1
AL K OSFRAGEIR U o 2 RETOFMIIIIEE T/ K &2 BV IAZ, mRNA ECF % ffa i 2h Ragic
FELTUANRAK NI FIZHRT 5, BUDAFEINT mRNA (THIfEEE~DEARLT /) A& DFH
AAEAZ <, FERINS Z 672, FRITEIRMRE O T~ 27 a7 7 —Jick - T
%ﬂﬁ%ﬁf‘ﬁf MRIND, Bl L7Z SARS-CoV-2 DEFE A A4 7 2 X7 1X, £ Dk, il
CEVARPURE LTSNS, ZICEY . THIFEAEO B MO 5 DISENFHRE S TH
fu?ftﬁiz’)%één ZAUH COVID-19 12T AN %5 53 5 AlgetEni & 5,

i R A 2h

EVEZAL 7 7 B AR A 7T — =7 5 1 N 3 HERRER (NCT04470427) Tlk, EARE
FHXIX 6 n ALWICREMRIAIO®R G 22 0 - N, ERPO N, & DV % SARS-CoV-2 YLD EE
HERHDNEBEH L=, HIV IRENZE L TWOAHEBRE XA Lishote, A 7V U
F UL, BT F COVID-19 U 7 F U FE0 14 HRGXIE 14 BRRICHERT S 2 &ﬁf%to%%
FixEm, 77 BRIIET VT COVID-19 U7 F o DWTNNEHEETH =012, ARRBRORF]
(IR MR S IE 7 7Y ARG SN EAIT 3y AU EORBBIERNIM A LE L L
776

COVID-19 OFRIEIZDOWT, AFf 30,351 FlOPERE 2 yfE 92 B (P . 1~122 HIE) BHF
A LT,

TEAANEMNT T RER TR I E E I A Uit 2 EM (PPS) EFES] 1IZiE, €7
JLF COVID-19 V7 F o (n=14,134) XII7 78R (n=14,073) OFEfEZZTF, X—AT7 A D
SARS-CoV-2 AT —HX ANEMETH 7= 28,207 BlOWERE % & 7=, PPS HEMIL 47.4%0 &k,
52.6%FME. 795% AN, 9.7% BT 7 U IRT AU TN, 4.6%0BT VT A, 62%03F DT
boTe, #HERED 197%75xt;</\ v I RXITT T URTH D ERE SN, #RE OFEEHOF
HAEIL 53 % (BEPH @ 18~94 %) Td-o7-, PPS ~DOFMANITIZ, 2 M HOEERE 29 AHIZT
) OFFERH % - 7~+14 H <k L7z, V7T U 8FEED 98%705, 1 [8H OEFED 25~35 Hi%E (28
HREIED-3~+7 BITHY) 1, 2R B oML T T,



COVID-19 JEH]

1, WHRER U A T —VHEEHG (RT PCR) KOG A
iz, SRR OFEREREER DT 7 F o OF M 2% 2 1271,

#£2: UIFUORMEREN  EEEICEDLT.
72 COVID-19* - I5BREMEEEE I HE A L - T SR EH

EERAR

Ik - THERR &

2 B OBEFEND 14 BZLIEORBLN R S

£5 )V} COVID-19V 7 F> 7R

EREE () R COVID-19 | 1,000 AMEH 7= %%%_cowmwlmmAEbtv Vyi;f%$
FEH Y ® COVID-19 EF | COVID-19 D3 0

N n DIk N n sk (O5%C1) =
(/ﬂléf; s 14,134 11 3.328 14,073 185 56.510 (89'3?‘;61' gyt
18 LA E 65 A4 | 10,551 7 2.875 10,521 156 64.625 (9025529)
65 LL F 3,583 4 4.595 3,552 29 33.728 ( 61?5';5.2)
6504 175 2,953 4 5.586 2,864 22 31.744 ( 453"490/3".9)
758 F 630 0 0 688 7 41.968 (»ﬁiﬂﬁo)

fCOVID-19 : RT-PCR B> 2 DL E DR ER T 1 DLL_E DI EEIR % £ 5 EFEME COVID-19,

B D 14 A R LUIBRICRIE L 7= SEH)
*J@H| Cox LI — RETF MZEESL U7 F o OFIMER N 95%EHEXE (CD

#CLXZEMEEZTHE L TR0,
TS FEhtE S 7228,

PPS DEWEBREZE D H B, U I FURETITEIED COVID-19 DIEFNIIE SN2 ho =D
185 B9 30 f5il (16%) W& Ziviz, HEIEOHERE 30 1D 5 5 9 FIAARE L,
2B 2 BINEFIREEICARE LTz, 72 OFEIEWF ORI

TV (BAZEXKHTI3%LLT) |

7T B REETIX
(Sp02) DIEHED H AT L

2 BB OO 14 A LUBEOET L) COVID-19 V7 F @ COVID-19 TBiA»ERIT
SARS-CoV-2 J&H: (R—RA T A » OIIEMRAE N ONEIHIE R U 7RI L0 HE) 12

93.6% (95% ZHEX[H] 88.5. 96.4%) T -7,
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. EEAME
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U A7\ ZBE T D OMFR B A T D985 I CRIBR OB M R HEEE R ST,
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597N

i, EEREIC
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BfR72 <

K OVELSED COVID-19 OF

Z. BT J)VF COVID-19 V7 F o %

S L7z, BT /LF COVID-19 U 7 F o OAWMEIL, Emlitkirg (65l b)) KOFEEDR A
B (18~645%) TClRIEETH -7,

ANRAER

BRI =K AL FFIX. COVID-19 OFBLICEI L T,
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FAAT & KGR
bwn I

ENESE ST

N
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BT 5 & 0BT BT L ANMENS T A ET B, BONEIE I, AERS,
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52 EYEREZHRHE
ML,

53 FEEEEKRZENT—%
KAE P53 R OV A BRI S < FERRIR T — X 128 W T, & MIxHd 25 e fa bt drs
STV,

— R FEE

7 v baERWT stz i L7z Q HEIC 1 Bloe MEERELBEA DRK 4 BlE TOR

%W%ﬁ)o*@@#Oﬂ@ﬁ®&5%&@@@&@ﬂ%i@ CHRR AR (AFERER, THPEALHD
SR RTTAF UMK N T 0 7Y 27 OINEE) OZEREEO bz, fR»H, B R
’ﬂ?éﬂ@@T EMEITERNZ &R E D,

BRI DS AEME

U U F L OPHNE ’EB}Z SM-102 {22 T ., in vitro & N in vivo B = EEERER 2 F0i L7-, f5 57>
5. b MOk L COEaiErEa A U A A EeMi3imd TRWZ E BN EN S, 2 AR IT 32
LTUW7uY,

BB FRNE -

BAEFBERBRIZBWT, £7 /1) COVID-19 V7 F oDt b~ 1 [AlEFEE & [F O mRNA
mmm%)&U%@@@&%%aﬁ?é?&%/%ﬁosz%%7/ﬁ 48 (D 28 H
AR TN 14 H i, iR 1 HE RN 13 HE) SIRA#E G L=, SARS-CoV-2 IZxf7 HHLiRK
I ES x%mﬂ%&ﬂzlaa@ﬁ%%Tﬁif@t%% A ONZ AR R OV A RIZER D BT,
MEDZRERE, ER. B/ MRIBORAIIHAERORAESD D WVIIKEIC, V7 FACHEELZAE
TERNTIR® S22y o 7=, mRNA-1273 U 7 F o O fRig@iE e &k Ot B ic 84 5 57— 21X
%%hfw&mo

6.  FFIHM:
6.1 Whh—%
SM-102

oL AT7Tua—)u

12-CATT7aA)b-sn-7 ) tu3-k A%kl (DSPC)

1,2-I U A RA Jbrac-7 Vtr-3-2 hFoRY=F Lo 7Y a2—1-2000 (PEG2000 DMG)
ke XA ZE—)1

ko A& E— ViR

K WERE

Wil U o A =K

FE b

S K

6.2 WEAER
ARANZMOERTL EIRELZD., FHRL UL 5220,
6.3 AR

REAESA TV
25°C~-15°C T 74 A,

REAEI DD 7 F %, WL TIC 2°C~8°C T E 30 AMKGBIRIETH Z LN T 5,

— R L= 7 F X HERE LN &y



KEEEOD 7 F 1%, BIRENDEY H LTS 12 B £ T 8°C~25°C TIRFET HZ &N T
x5,

AL SA T IV

iR AL 2R R OB 22 EVEL R, BRI O ZRRIER . 2°C~25°C T 6 RFEJIC 7=V FZRES LT
Do WMAEWTHIBLLENS, AFNTELIEHT 2L, V7 F U 2BELIERN LRWESS, A
h DARAERRRE K OSAIC SO W T E OFE L T 5,

64 BELOENREE

-25°C~-15°C THERGFTH Z &,
DD, TTDOH— b AT AN THRAET D Z &,

R4 T A4 AT, XiZ-40°C % FlEIDIEETHRFELRW &,
fiR 1% M OB B OIRTFSARICHOWTIE, 63 HAZHBO = L,
6.5 RisDWERONEY

% (oo 7Fadl) KO —L (TIAI—)) ([FEOT7) v THIRTITRF v 7 Xy
TDOFNT=NA TV (XA T 1 XFEA T 1FYDOH T A) NOD 5 mL BREIE,

BNAT T, 0.5 mL OEEMAREL 10EGEF LTV 5D,
BHEYA X =T K= TV 10K
6.6 FEEXROZOMOEIR\ T D8RI EER

KU 7 F A%, e 52 o ERUEEE DS BRI E TR L UG U, R O SR 1 2 fefr 4
5T &,

fRR L7 7 F 33 I TE %,

otz WMLTZY LT &, MRS KL OB RGIDORNT, A TV ERRLNNCIRY IBE 5,
EF /L) COVID-19 U 7 F 2 DA T IEKEEREATH 5,

FNA TG B 10 RSy (1[ES1£0.5mL) #WE1T 52 ENTE D,

0.5mLZ 10[HFEFECTX 5 L 910, 4 T/VICIBI B EREENG TN TV 5,

Frozen Storage

Can be stored frozen until expiration date

-25°to -15°C
Do not store on dry ice or below -40°C
Store in the original carton to protect from light.




Thaw Each Vial Before Use
Vial images for lllustrative purposes only

—{ 2 hours and 30 minutes in refrigerator }:— —[ 1 hour at room temperature %

S,
[/~ 15° fo 25°C

2°to 8°C

7.

MOD
Calle

| i i, g S

I

Let vial sit at room temperature for 15 minutes before administering

Instructions Once Thawed

Unpunctured Vial

Refrigerator or
room temperature

| Vidl should be held betweel
Cool storage up to 2° fo 25°C. Record the date and
room temperature & g fime of first use on the vial label.

81025°C Discard punctured vial after 6 hours.

Withdraw each 0.5 mL dose of vaccine from the vial using a new sterile needle and syringe
for each injection to prevent fransmission of infectious agents from one person to another.
The dose in the syringe should be used immediately.

Once the vial has been punctured to withdraw the initial dose, the vaccine should be
used immediately and be discarded after é-hours.

Any unused vaccine or waste material should be disposed of in accordance with local requirements.

[ NEVER refreeze thawed vaccine ]

Administration

Swirl vial gently after thawing and before each withdrawal.
The vaccine comes ready to use once thawed. Do not shake or dilute.

Prior to injection, inspect each dose to:

Confirm liguid is white to off-white
in colour in both vial and syringe

Verify syringe volume of 0.5 mL ’

The COVID-19 Vaccine Moderna may
contain white or translucent
productrelated particulates.

If dosage is incorrect, or discolouration
and other particulate matter is present,
do not administer the vaccine.

BGERTERE

ERNA BIOTECH SPAIN, S.L.
Monte Esquinza 30

28010 Madrid

Spain
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8. HIREARES

EU/1/20/1507/001

BY|

9. FIEIEFBA AKBEHA
MIEAGER © (4E A A}

10. ARXEOHETH

AFNZBET 2572 IR, BRINESSTO ¥ = 7% A | http://www.ema.europa.eu (23 41T
I/\éo
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Moderna COVID-19 Vaccine
COMPANY CORE DATA SHEET

1. NAME OF THE MEDICINAL PRODUCT

[Brand name]
Pharmaceutical form: 0.20 mg/mL dispersion for injection
Common name assigned by EU: COVID-19 mRNA Vaccine (nucleoside modified)

I




17 AERYR—E% HKEERIIHARE
TAK-919

17 R R R R B B ER oottt 2

®1.7-1 REERM&—ER (COVID-19TI/FUETILFEHE. IS FTT48HE) ... 2




1.7 RERMG—E

TAK-919

HREZEMIERAS4

&

1.7 RIE R

m—RR

gooobooobooooobo

BiERSMm—EXR (COVID-19 DU FUETIFHE. AT T 18

£1.71
W5E4 COVID-19 UV 7 F 5 )L ik a7 4 hiE
(FEdH)
—fix4 aaF A NLAEMT YU RNAVZF L | aaF UL L 2HEMT U P RNA Y 7 F
(SARS-CoV-2) (SARS-CoV-2)
(BARIALY 4+ CX-024414) BRI 4 : N T ATY)
) AL TS 7 7 A =X Et
MHE XL | SARS-CoV-2 I & B BRYLE D T B SARS-CoV-2 I & 2 BYLE D T 1
DIES
WE | - 2021 43 A
&ETH




goooboooboooboobo

* 202143 A ET (5310 —_— ey
2021421 83T |&E—%W%ﬁ@%ﬁ| —
B -90~-60C .
A : 6 )] '74)[/‘1'779:{@
EYENRFEE

aOF /LA EERY U > RNAT 7 F> (SARS-CoV-2)

A=F > 185x

[ %% %5 | 30300AMX00231
[ Bl | 20214227

COMIRNATY intramuscular injection

HTH B,

KE G, KB THBIRRINLZBOTHY ., ABHFICHVTRAREMZFCRIBERERSNA TV S0, HERTHRDFIZ R ERENE

FEDERICH->TIE, H5»UHWEBEBEIIAFEEIC., FHCHITI2ERFOFNIURVCREEICOVTXETHAL LT, TR
TXEBILLPABERE-LTEETS L, £/-. AEERPROOSNEEICE, BDECIE U TFHEEECE S CBIRSREVHRERIEFIC
EOZHRETH L. &d. FHOBRERTRICNESNFERICOVTIE, BHOBEREMERFSETIZ &,

) R - ERSEOL TR LT A 2 L

2. BETEYE (FPHEEEZTDIEPBELTERVE)

21 S ARBER LTV DEHE

2.2 WELRAMERBIIP P> TWEZ ENHL2LE

2.3 FHNIOBITxF LEEE O MBHEOREEE D& %% [8.4.9.1.6,
11.1=01]

2.4 FRICIBIFR2EDIID, FHEREEIT) L 2ANE Y 2 IREE
b bHE

3. BUEDBIERUMHER - IR
3.1 BEOBE

SARS-CoV-2 A W AD AL 2 7 Y37 DT 3/ BEG %
I— F§2DNAZ A & L TG LZZRNAZ R L, JRE G &

BET 5o
3.2 #Amk

W 5 % a3 1 ik
A gy FF AT
#w £ 0.45mL
= i 0.225mg

[-e FaxsT7FN) 7THIIA V] EA (NFH2-6,1-V 1)) EA (2-
ANFINVTh VBRI AT V) 3.23mg

2-[(K)=F VL 7)a—))-2000]-NN-V7 F 77 V7 b7 I F 0.4mg
1.2-Y 27704 )b-sn-7Y) £1-3- KAk » 0.7mg

JLA7HU—)V 1.4mg

FEBLEHE 46mg

L b T A 2.7mg

HALA U 4 0.07mg

U UEEAKFET ) AT 0.49mg

U YBRZAKRFEAY T A 0.07Tmg

wom A

3.3 WA DMK

W7 4 I3IFTAMHIE

pH 6.9~7.9
W E E 425~625mOsm/kg
% BN RENEEE L2 TH S,

4. RHEEIRHFE
SARS-CoV-2IC & 3 ERIED-FBA

5. $hEEIIRICBIET 2R
5.1 BRI OFPish R OFEGINEIIHETL L T e,

6. RERUVAE

HELEF AL 8mLIC TAMR L, 1MH0.3mL & & 520, #HE, 3

JAR O HFE TR S %,

7. BERUVEEBICEET 335

7.1 EENRE
ARFNOFAI16 L EDOEIAT) o

7.2 EERER
1 H oA O3B A2 /2 72A121%, TEX AR #eh 1220
HoBflz i 52 &,

8. EELEXER
*8.1 AANL [FHiFARERBIAN] RO [ o a7 4 )V R EGHE I
12 % BEFF O PR EMEEAH ] (SR L TR 52 &,
8.2 WHME I OWT, BN LTS, Ml 58I & - T

HERRER A~ 2 2 L, [9.121]

8.3 WREAAEE X7 DORGER 12, HAE Y IS E BT, F Al
LA R . Fo. BREGORBEEIICHEL, R0y
FOBRETDZAL., & HICEE, BEEORE EREE LA
WIEHR P ICEMOBEE 2T 5 L) RIS EL 2 &,

8.4 av i, TTI7A4TFL=NHobNbIhdbid, Hl
B S FECRE O BEAE R 2B 3 5 MR8 & T4 L AT FEA e — S IR R
W EOIREZ T2 EHEE L, [2.3.9.1.6.11. 18]

8.5 7 U F VEAEE S AT FAE RIS EFHN X B D RMERIE % & Tl
WRAEARERCET & L CHRAD D HbN D I Ehd b KA X BE5fE
FWET BT, G ERRIIES S R & L LTS O
IRFEZBIRT 5 Z LD T Ly,

8.6 AH| & MDSARS-CoV-212xf 327 7 F v OHIEEIZHET %
T =X\,

9. RENEREF I EICHTIERE
9.1 BERIEE (BEEOHWZITS KL, ZB2ETSH)
WA Z RO VT NPITFELET 5 LD O N L5, [ EHEIRTE
KOWEEZBZEL, BELOEMESG ORI 2 HE TV, PR
HoOLEE, BIROS. FRECOWT R E T, FWET i
FNF LT R L THEET 52 o [8.22]
9.1.1 REEEZR I TV 5E, IVMURDER ZREREEZET
&
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—i\MEOMIE EH Al
BR. AFHPER B OV R BR O 1Y
me U U SEROWRWA 74
7 U 77 KON APTT O
m. 7T oD K,
a7y o, g,
JHlE e OV B i D BN
BHEHMORER Y
NEIORER, F5HEA - K
JE, U oNE - M e S
e OV R AR 00 S i 0D 3
., e - AmEhARE B U o
AR O FE R DR T,
BHE - EREHE R T S
m, R ZER bk s >
N — R AR R
WO T R IREEH R
KT ETICEED WX
SRIEEmER LT,

T

e

*: mRNA & L CoO#KEE
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(mMRNA-1273-301 FRBR) (2B W CTHE SN2 RFTE X T2 H o R E L IS (58
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TAK-919-1501 3BR
1 [o] B 1% 2 [o] B %
JRPTPE D FEE L 72 Bl S
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FLBE - F8R 3/150 (2.0%) 26/147 (17.7%)
e 9/150 (6.0%) 19/147 (12.9%)
iEE 16/150 (10.7%) 24/147 (16.3%)
U v HiE 17/150 (11.3%) 15/147 (10.2%)
BHPEDREE LT BIS
FEEL 3/150 (2.0%) 59/147 (40.1%)
SFR 20/150 (13.3%) 70/147 (47.6%)
9 57 28/150 (18.7%) 93/147 (63.3%)
77 A 98 56/150 (37.3%) 73/147 (49.7%)
B i 12/150 (8.0%) 47/147 (32.0%)
L - R 1/150 (0.7%) 6/147 (4.1%)
iy 8/150 (5.3%) 74/147 (50.3%)
mRNA-1273-301 B
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HLEE 430/15163 (2.8%) 1257/14673 (8.6%)
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% PR 3441/15163 (22.7%) 8508/14673 (58.0%)
B & 2511/15163 (16.6%) 6284/14673 (42.8%)
L g 1262/15163 (8.3%) 2785/14673 (19.0%)
S 1253/15163 (8.3%) 6482/14673 (44.2%)
=tk A TEERASH WA A
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3.2.8.1.3 —HE4EHE
3.2.8.1.3-1 General Properties {mRNA-1273 LNP} s FEATh




1.12 HMIEH—FE HEERIEHNRASH
TAK-919
E3H ARHEN—E
[ % B ES stEaE AR ER/ . i
IZ\%1T§*‘I’§-’? 9 ’f ")l/ %% ,ﬁ;ﬁﬁﬁ nﬁﬂ%ﬁ%ﬁﬁiﬁ':ﬁ 5@9* *‘Eﬁwu %%
3.2.82 Hi&E
3.2.8.2.1-1 Manufacturer(s) {mRNA-1273 LNP — Lonza Visp} . iz . FEAT
3.2.8.3 4%
3.2.8.3.1 HWEZDMDREDARH
3.2.8.3.1-1 Elucidation of Structure and Other Characteristics sk B2
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3.2.5.6-2 Drawing of single-use bag assembly - ) ) sk ) BRI
3.2.5.6-3 Drawing of single-use bag assembly - ) ) sk ) BE]
3.2.8.6-4 Certificate of Analysis for single-use bag assembly 2 B2
1




1.12 HRfTEH—F HRAEL T2MtaH
TAK-919

5

B3 RTAN—E _ _
AT ANES 54 b £ e BRI | mms | 4T
3.2.8.6-5 Certificate of Analysis for single-use bag assembly sk FEAT
3.28.7 REM
32871 REMDFELOHRUIER
3.2.8.7.1-1 Stability Summary and Conclusions {mRNA-1273 iz FEAT

LNP}-Lonza Visp-ROW B B ” )

3.2.8.7.2 ARBERDORTE AR EIDERKRUEH §
3.2.8.7.2-1 Post-approval Stability Protocol and Stability sk BE]
Commitment {mRNA-1273 LNP}-ROW - - - -

32873 REWT—%
3.2.8.7.3-1 Stability Data {mRNA-1273 LNP}-Lonza Visp-ROW iz FEA

3.2.S RE (Lipid mixture*)
3281 —MIER

3.2.8.1.1 %%

3.2.8.1.1-1 Nomenclature {Lipid mixture*} ) _ ) sk ) BE]
325.1.2 #HiE

3.2.8.1.2-1 Structure {Lipid mixture*} ) ) ) sk ) S
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