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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
MRESVIA safely and effectively. See full prescribing information
for MRESVIA.

MRESVIA™ (Respiratory Syncytial Virus Vaccine)
Injectable suspension, for intramuscular use
Initial U.S. Approval: 2024

e Dosage and Administration (2.2) 12/2024

INDICATIONS AND USAGE
MRESVIA™ is a vaccine indicated for active immunization for the
prevention of lower respiratory tract disease (LRTD) caused by
respiratory syncytial virus (RSV) in individuals 60 years of age and older.

----------------------- DOSAGE AND ADMINISTRATION ----ssn=ssmnnmanannnnan
For intramuscular use.
Administer a single dose (0.5 mL). (2.1)

--------------------- DOSAGE FORMS AND STRENGTHS ---------=-==suun----
Injectable suspension. A single dose is 0.5 mL. (3)

CONTRAINDICATIONS
History of severe allergic reaction (e.g., anaphylaxis) to any component
of MRESVIA. (4)

ADVERSE REACTIONS
The most commonly reported (210%) adverse reactions were
injection-site pain (55.9%), fatigue (30.8%), headache (26.7%), myalgia
(25.6%), arthralgia (21.7%), axillary (underarm) swelling or tenderness
(15.2%), and chills (11.6%). (6.1)

To report SUSPECTED ADVERSE REACTIONS, -contact
ModernaTX, Inc. at 1-866-663-3762 or VAERS at 1-800-822-7967 or
www.vaers.hhs.gov.

See 17 for PATIENT COUNSELING INFORMATION and
FDA-approved patient labeling.

Revised: 12/2024
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FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE

MRESVIA is indicated for active immunization for the prevention of lower respiratory tract disease (LRTD)
caused by respiratory syncytial virus (RSV) in individuals 60 years of age and older.

2 DOSAGE AND ADMINISTRATION

2.1 Dose and Schedule

Administer a single dose (0.5 mL) of MRESVIA as an intramuscular injection.
2.2 Preparation for Administration

MRESVIA is supplied as a pre-filled syringe that contains a frozen suspension that must be thawed prior
to administration.

Thaw each syringe before use, either in the refrigerator or at room temperature, following the instructions

in Table 1.

Table 1: Thawing Conditions and Times

Configuration

Thaw in Refrigerator

Thaw at Room Temperature

blister packs

Let each pre-filled syringe stand at
room temperature for between 10
and 20 minutes before administering
the vaccine.

Carton of Thaw between 2°C to 8°C (36°F to Thaw between 15°C to 25°C (59°F

1 pre-filled 46°F) for 100 minutes. to 77°F) for 40 minutes.

syringe in a . . )

blister pack Let each pre-filled syringe stand at If MRESVIA is thawed at room
room temperature for between 10 temperature, the vaccine is ready to
and 20 minutes before administering | be administered.
the vaccine.

Carton of Thaw between 2°C to 8°C (36°F to Thaw between 15°C to 25°C (59°F

2 pre-filled 46°F) for 100 minutes. to 77°F) for 40 minutes.

syringes in a i . .

blister pack Let each pre-filled syringe stand at If MRESVIA is thawed at room
room temperature for between 10 temperature, the vaccine is ready to
and 20 minutes before administering | be administered.
the vaccine.

Carton of Thaw between 2°C to 8°C (36°F to Thaw between 15°C to 25°C (59°F

10 pre-filled 46°F) for 160 minutes. to 77°F) for 80 minutes.

syringes in

If MRESVIA is thawed at room
temperature, the vaccine is ready to
be administered.

e After thawing, do not refreeze.
¢ Do not shake. Syringes should not be returned to the refrigerator after standing at room temperature.

o Pre-filled syringes may be stored at 8°C to 25°C (46°F to 77°F) for a total of 24 hours after removal
from refrigerated conditions. Discard the thawed pre-filled syringe if not used within this time.

e Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit.

o MRESVIA is a white to off-white suspension that may contain visible white or translucent product-
related particulates. Do not administer if the vaccine is discolored or contains other particulate matter.

2.3 Administration



Administer MRESVIA intramuscularly.

3 DOSAGE FORMS AND STRENGTHS

MRESVIA is an injectable suspension. A single dose is 0.5 mL.
4 CONTRAINDICATIONS

Do not administer MRESVIA to individuals with a history of a severe allergic reaction (e.g., anaphylaxis)
to any component of MRESVIA [see Description (11)].

5 WARNINGS AND PRECAUTIONS
5.1 Management of Acute Allergic Reactions

Appropriate medical treatment must be immediately available to manage potential anaphylactic reactions
following administration of MRESVIA.

5.2 Syncope

Syncope (fainting) may occur in association with administration of injectable vaccines, including
MRESVIA. Procedures should be in place to avoid injury from fainting.

5.3 Altered Immunocompetence

Immunocompromised individuals, including those receiving immunosuppressive therapy, may have a
diminished immune response to MRESVIA.

6 ADVERSE REACTIONS

In a clinical trial (NCT05127434), the most commonly reported (210%) adverse reactions were
injection-site pain (55.9%), fatigue (30.8%), headache (26.7%), myalgia (25.6%), arthralgia (21.7%),
axillary (underarm) swelling or tenderness (15.2%), and chills (11.6%).

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 to rates in the clinical trials of another vaccine
and may not reflect the rates observed in practice.

The safety of MRESVIA was evaluated in Study 1 (NCT05127434), a placebo-controlled, observer
blinded clinical study conducted in 22 countries that includes participants from North America/ Europe,
Central/Latin America, Africa and Asian/Pacific regions. A total of 18,231 participants received MRESVIA
and 18,181 received saline placebo (0.5 mL).

In Study 1, the median age of the participants was 67 years (range 60-108 years). Overall, 51.0% of the
participants were male, 49.0% were female, 33.6% were Hispanic or Latino, 61.8% were White, 12.0%
were Black or African American, 11.0% were Asian, 4.9% were American Indian or Alaska Native, 0.1%
were Native Hawaiian or Pacific Islander, 5.5% were other races, and 4.1% were Multiracial.
Demographic characteristics were comparable between participants who received MRESVIA and those
who received placebo.

Solicited Adverse Reactions

Local and systemic adverse reactions (ARs) were solicited in an electronic diary for 7 days following
injection (i.e., the day of injection and 6 subsequent days) among participants receiving MRESVIA
(n=18,160) and participants receiving placebo (n=18,098). Events that persisted for more than 7 days
were followed until resolution, but not to exceed 28 days after the study injection.

The percentage of participants who reported solicited local and systemic adverse reactions are presented
in Table 2 and Table 3. Solicited local and systemic adverse reactions had a median duration of 1 to
2 days.

Table 2: Percentage of Participants with Solicited Local Adverse Reactions Any Grade and
2Grade 3 Starting Within 7 Days* of Vaccination



MRESVIA Placebot
(N=18,154 — 18,156) (N=18,093 — 18,094)

Local Adverse Reactions?* % %
Injection Site Pain, Any Grade$ 55.9 13.8
Injection Site Pain, Grade 38 1.7 1.1
Erythema (Redness), 22.5 cm 2.0 0.6
Erythema (Redness), Grade 3, >10 cm 0.6 0.3
Swelling (Hardness), 2 2.5 cm 3.7 0.3
Swelling (Hardness), Grade 3, >10 cm 0.9 <01
Axillary (underarm) swelling or tenderness,

15.2 6.1
Any Grade'
Axillary (underarm) swelling or tenderness,

0.8 0.6
Grade 31

Abbreviations: Any = Grade 1 or above; Percentages were based on the number of exposed participants who submitted any data for
the event.

N = number of vaccinated participants with available data for the events listed.

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

Placebo is 0.9% sodium chloride (normal saline) injection.

No Grade 4 solicited local adverse reactions were reported.

Injection site pain grading scale: Does not interfere with activity (Grade 1); repeated use of over-the-counter pain reliever >24
hours or interferes with activity (Grade 2); any use of prescription pain reliever or prevents daily activity (Grade 3).

Axillary (underarm) swelling or tenderness grading scale: No interference with activity (Grade 1); repeated use of over-the-
counter pain reliever >24 hours or some interference with activity (Grade 2); any use of prescription pain reliever or prevents
daily activity (Grade 3).

= w +H —+

Table 3: Percentage of Participants with Solicited Systemic Adverse Reactions Any Grade and

2Grade 3 Starting Within 7 Days* of Vaccination

MRESVIA Placebo’
Systemic Adverse Reactions? (N_18’14;_ 18,153) (N_18’093/°_ 18,093)
Fever, Any Grade (=238°C / 2100.4°F) 2.7 1.3
Fever, Grade 3 (39.0°C —40.0°C /
102.1°F — 104.0°F) 0.4 0.2
Fever, Grade 4 (>40.0°C / >104.0°F) 0.2 0.2
Headache, Any Gradeg 26.7 18.8
Headache, Grade 3§ | 1.5 | 1.1
Fatigue, Any Gradef 30.8 20.0
Fatigue, Grade 3§ | 1.7 | 1.2
Myalgia, Any Grade* 25.6 14.4
Myalgia, Grade 3* | 1.4 | 0.8
Arthralgia, Any Grade* 21.7 14.0
Arthralgia, Grade 3* | 1.1 | 0.7
Nausea/vomiting, Any Grades 7.0 5.2
Nausea/vomiting, Grade 34 | 0.4 | 0.4
Chills, Any Grade* 11.6 6.8
Chills, Grade 3" | 0.6 | 0.4

Abbreviations: Any = Grade 1 or above; Percentages were based on the number of exposed participants who submitted any data for
the event.

N = number of vaccinated participants with available data for the events listed.

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

Placebo is 0.9% sodium chloride (normal saline) injection.

With the exception of fever, no Grade 4 solicited systemic adverse reactions were reported.

Headache grading scale: No interference with activity (Grade 1); repeated use of over-the-counter pain reliever >24 hours or
some interference with activity (Grade 2); significant, any use of prescription pain reliever or prevents daily activity (Grade 3).
Fatigue grading scale: No interference with activity (Grade 1); some interference with activity (Grade 2); significant, prevents
daily activity (Grade 3).

Myalgia and arthralgia grading scales: No interference with activity (Grade 1); some interference with activity (Grade 2);

+* = w +H —+
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significant, prevents daily activity (Grade 3).

Nausea/vomiting grading scale: No interference with activity or 1-2 episodes per 24 hours (Grade 1); some interference with

activity or >2 episodes per 24 hours (Grade 2); prevents daily activity, requires outpatient intravenous hydration (Grade 3).

v Chills grading scale: No interference with activity (Grade 1); some interference with activity not requiring medical intervention
(Grade 2); prevents daily activity and requires medical intervention (Grade 3).

>

Unsolicited Adverse Events

Incidence of unsolicited adverse events, serious adverse events, and medically attended adverse events
within 28 days of vaccination were similar in the groups that received MRESVIA or placebo. Unsolicited
adverse events within 28 days considered related to the study vaccination were numerically higher in the
recipients of MRESVIA (5.7%) than in the placebo recipients (4.4%), primarily attributed to events that
were consistent with solicited adverse reactions.

There was a numerically higher incidence of urticaria in the MRESVIA group than the placebo group
within 7 days post injection (8 and 2 participants, respectively) and within 28 days post injection (15 and
5 participants, respectively).

Serious Adverse Events

The median duration of safety follow-up was 311 days (range 1 to 585 days), and 96.6% of participants
had at least a 6-month follow-up duration after vaccination. SAEs throughout the study were reported by
7.8% and 7.9% of participants in the MRESVIA group and the placebo group, respectively. One
participant in the MRESVIA group had an SAE of facial paralysis with onset four days after vaccination
assessed as related to MRESVIA. Within 28 days and 42 days post vaccination, there was no imbalance
in reports of facial paralysis (including Bell’s palsy) between treatment groups. There were no other
notable patterns or numerical imbalances between treatment groups for specific categories of serious
adverse events that would suggest a causal relationship to MRESVIA.

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

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.

MRESVIA is not approved for use in persons younger than 60 years of age.

There are no human data to establish whether there is a vaccine-associated risk with use of MRESVIA in
pregnancy.

A developmental toxicity study was performed in female rats administered a vaccine formulation that
included approximately twice the amount of nucleoside-modified messenger ribonucleic acid (MRNA),
encoding the same RSV fusion (F) glycoprotein stabilized in the prefusion conformation, as in MRESVIA.
The vaccine formulation was administered twice prior to mating and twice during gestation. The study
revealed no evidence of harm to the fetus due to the vaccine (see Data).

Data
Animal Data

In a developmental toxicity study, 0.2 mL of a vaccine formulation containing 96 mcg of
nucleoside-modified mRNA per dose (a full human dose of MRESVIA contains 50 mcg of
nucleoside-modified mRNA) 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 fetal
malformations or variations and no adverse effects on postnatal development were observed in the study.
The developmental toxicity study revealed no evidence of impaired female fertility.



8.2 Lactation

It is not known whether MRESVIA is excreted in human milk. MRESVIA is not approved for use in
persons younger than 60 years of age. No human or animal data are available to assess the effects of
MRESVIA on the breastfed infant or on milk production/excretion.

The developmental and health benefits of breastfeeding should be considered along with the mother’s
clinical need for MRESVIA and any potential adverse effects on the breastfed child from MRESVIA or from
the underlying maternal condition. For preventive vaccines, the underlying condition is susceptibility to
disease prevented by the vaccine.

8.4 Pediatric Use

Safety and effectiveness of MRESVIA in individuals younger than 18 years of age have not been
established.

8.5 Geriatric Use

MRESVIA is approved for use in individuals 60 years of age and older. Of the total number of participants
(N = 36,412) who received MRESVIA or placebo in Study 1 (NCT05127434), 22,554 (61.9%) were 60 to

69 years of age, 10,972 (30.1%) were 70 to 79 years of age, and 2,886 (7.9%) were 80 years of age and

older [see Adverse Reactions (6.1) and Clinical Studies (14)].

11 DESCRIPTION
MRESVIA is a sterile white to off-white injectable suspension for intramuscular use.

Each 0.5 mL dose of MRESVIA contains 50 mcg of nucleoside modified mRNA encoding the RSV F
glycoprotein stabilized in the prefusion conformation (pre-F protein).

Each 0.5 mL dose of MRESVIA also contains the following ingredients: a total lipid content of 1.02 mg
(SM-102 (heptadecan-9-yl 8-((2-hydroxyethyl) (6-oxo-6-(undecyloxy) hexyl) amino) octanoate),
polyethylene glycol 2000 dimyristoyl glycerol [PEG2000-DMG], cholesterol, and 1,2-distearoyl-sn-glycero-
3-phosphocholine [DSPC]), 0.25 mg tromethamine, 1.2 mg tromethamine hydrochloride, 0.021 mg acetic
acid, 0.10 mg sodium acetate trihydrate, 44 mg sucrose, and water for injection.

MRESVIA does not contain a preservative. The rubber tip cap and plunger used for the pre-filled syringe
are not made with natural rubber latex.

12 CLINICAL PHARMACOLOGY
12.1 Mechanism of Action

MRESVIA induces an immune response against RSV pre-F protein that protects against LRTD caused by
RSV.

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

MRESVIA has not been evaluated for carcinogenic or mutagenic potential, or impairment of male fertility
in animals.

14 CLINICAL STUDIES
Efficacy in Participants 60 Years of Age and Older

Study 1 (NCT05127434) is a randomized, placebo-controlled, observer-blind, case-driven clinical study to
evaluate the safety and efficacy of MRESVIA to prevent RSV-LRTD in individuals 60 years of age and
older with or without underlying medical conditions after receipt of a single dose of MRESVIA. Study 1 is
being conducted in 22 countries and includes participants from North America/ Europe, Central/Latin
America, Africa, and Asian/Pacific regions and is designed to follow participants for up to 24 months after
vaccination.

Participants were randomized to a single dose of MRESVIA or placebo (in a 1:1 ratio). Randomization
was stratified by age (60 to 74 years; 275 years) and risk factors for LRTD, which were defined as

6



congestive heart failure (CHF) and/or chronic obstructive pulmonary disease (COPD) at screening.

The primary efficacy analysis population (Per-Protocol Efficacy Set) included 35,064 participants who
received either MRESVIA (n=17,561) or placebo (n=17,503), with a data cutoff of 30 Nov 2022. This
study population included 49.1% female, 50.9% male, 63.4% White, 12.2% Black or African American,
8.7% Asian, 5.1% American Indian or Alaska Native, and 10.6% other. Among patrticipants, 34.7%
identified as Hispanic or Latino. The median age of participants was 67 years (range 60-96 years), with
30.9% of participants between 70 and 79 years and 5.6% of participants 280 years. There were no
notable differences in demographics or pre-existing medical conditions between participants who
received MRESVIA and those who received placebo. A total of 7.0% had protocol-defined LRTD risk
factors (CHF and/or COPD) and 29.5% had one or more comorbidity of interest (COPD, asthma, chronic
respiratory disease, diabetes, CHF, advanced liver disease, or advanced renal disease).

Study exclusion criteria included history of myocarditis, pericarditis, or myopericarditis within 2 months
prior to screening; autoimmune conditions requiring systemic immunosuppressants (stable HIV-positive
participants were permitted); history of serious reaction to any prior vaccination. Individuals were not
eligible for inclusion in the Per-Protocol Efficacy Set if they received any other vaccine within 28 days
before or after administration of the study injection.

The primary efficacy endpoints were the prevention of a first episode of RSV-LRTD with either

22 signs/symptoms or =3 signs/symptoms starting 14 days after vaccination. RSV-LRTD was defined
based on the following criteria: The participant must have had RT-PCR-confirmed RSV infection and
experienced new or worsening of 22 (or 23) of the following signs/symptoms for at least 24 hours:
shortness of breath, cough and/or fever (=37.8°C [100.0°F]), wheezing and/or rales and/or rhonchi,
sputum production, tachypnea (=20 breaths per minute or increase of 22 breaths per minute from
baseline measurement in those who have baseline tachypnea), hypoxemia (new oxygen saturation <93%
or new or increasing use of supplemental oxygen), or pleuritic chest pain. If signs/symptoms could not be
captured, radiologic evidence of pneumonia with RT-PCR-confirmed RSV infection was also counted as

RSV-LRTD.

The primary efficacy analyses were performed when at least 50% of targeted RSV-LRTD cases had
accrued [which occurred after a median of 3.7 months of follow-up (range 15 to 379 days) when 20.2% of
participants had reached 6 months of follow-up]. Both primary efficacy analyses met the predefined
success criterion (lower bound of the alpha-adjusted CI of the VE was >20%). Additional analyses of
efficacy were performed after a median of 8.6 months of follow-up (range 15 to 530 days) when 94.2% of
participants had reached 6 months of follow-up after vaccination and met the same success criterion
(lower bound of the 95% CI of the VE was >20%). Analyses of efficacy for both timepoints are presented

in Table 4.

Table 4: Efficacy of MRESVIA to Prevent First Episode of Protocol-Defined RSV-LRTD

(Per-Protocol Efficacy Set)

Primary Analyses MRESVIA Placebo Vaccine Efficacy* Based
3.7 months median follow-up (N=17,561) (N=17,503) on Hazard Ratio (%)

n (%) n (%) (% CIt)
RSV-LRTD With 2 or More 78.7
Signs/Symptoms 15(0.09) 70(0.40) (62.8, 87.9)
RSV-LRTD With 3 or More 80.9
Signs/Symptoms 5(0.03) 26 (0.15) (50.1, 92.7)
Additional Analyses MRESVIA Placebo Vaccine Efficacy* Based
8.6 months median follow-up (N=18,074) (N=18,010) on Hazard Ratio (%)

n (%) n (%) (% CI})
RSV-LRTD With 2 or More
Signs/Symptoms 48 (0.27) 127 (0.71) 62.5

(47.7,73.1)




RSV-LRTD With 3 or More
Signs/Symptoms 20 (0.11) 51 (0.28) 61.1
(34.7,76.8)

Abbreviations: RSV-LRTD = Respiratory Syncytial Virus-Lower Respiratory Tract Disease; N = number of participants in Per-

Protocol Efficacy set; n = number of participants with protocol defined RSV-LRTD; CI = Confidence Interval.

Vaccine efficacy (VE) is defined as 100% x (1 - hazard ratio (MRESVIA vs. placebo)). The Cl for VE is based on a stratified Cox
proportional hazard model with Efron's method of tie handling and with the treatment group as a fixed effect, adjusting for
stratification factors at randomization. Stratification factors at randomization are Age Group (60 to 74 years or 75 years and older)
and LRTD Risk (Present or Absent).

T For primary analysis for RSV-LRTD with 2 or more symptoms, 95.04% CI where the alpha value of 4.96% was derived from the
Lan-DeMets approximation to the Pocock stopping boundary with an information fraction of 0.99 (85 out of total of 86 cases). For
primary analysis for RSV-LRTD with 3 or more symptoms, 95.10% CI where the alpha value of 4.90% was derived from the
Lan-DeMets approximation to the Pocock stopping boundary with an information fraction of 0.97 (31 out of total of 32 cases).

I For additional analyses for RSV-LRTD with 2 or more and 3 or more symptoms, 95% CI.

Descriptive vaccine efficacy analyses by age subgroup and for participants with at least one comorbidity
are presented in Table 5.

Table 5: Efficacy of MRESVIA to Prevent First Episode of RSV-LRTD With 2 or More
Signs/Symptoms by Subgroup (8.6 Months Median Follow-up, Per-Protocol Efficacy Set)

Subgroup MRESVIA Placebo VE*, %
Cases, n/Nt Cases, n/Nt (95% CI)
Overall (260 years) 48/18,074 127/18,010 62.5 (47.7,73.1)
60 to 69 years 32/11,193 77/11,146 58.8 (37.8, 72.7)
70 to 79 years 10/5,455 45/5,431 78.0 (56.3, 88.9)
>80 years 6/1,426 5/1,433 -20.0 (-293.3, 63.4)*
260 years with 21 comorbiditys 17/5,365 51/5,244 67.4 (43.6, 81.2)

Abbreviations: RSV-LRTD = Respiratory Syncytial Virus-associated Lower Respiratory Tract Disease

*  Vaccine efficacy (VE) is defined as 100% x (1 - hazard ratio (MRESVIA vs. placebo)). The Cl for VE is based on a stratified
Cox proportional hazard model with Efron's method of tie handling and with the treatment group as a fixed effect, adjusting for
stratification factors at randomization. All the VE analyses presented are descriptive.

Based on the number of participants in each subgroup.

VE cannot be reliably estimated due to the low number of cases accrued in this age group.

Comorbidities included in this analysis were chronic cardiopulmonary conditions, including CHF, COPD, asthma and chronic
respiratory conditions as well as diabetes, advanced liver, and advanced kidney disease.

16 HOW SUPPLIED/STORAGE AND HANDLING
16.1 How Supplied
MRESVIA is supplied as follows:

w +H —+

NDC 80777-345-90 Carton of 1 single-dose pre-filled plastic syringe in a blister pack containing
1 dose of 0.5 mL (NDC 80777-345-01).

NDC 80777-345-89 Carton of 2 single-dose pre-filled plastic syringes in a blister pack containing
2 doses of 0.5 mL (NDC 80777-345-01). Use one syringe per person per dose.

NDC 80777-345-96 Carton of 10 single-dose pre-filled plastic syringes, each syringe containing
1 dose of 0.5 mL (NDC 80777-345-01). Each carton contains 5 blister packs, and
each blister pack contains two syringes. Use one syringe per person per dose.

16.2 Storage and Handling

During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet
light.

Frozen Storage
Store frozen between -40°C to -15°C (-40°F to 5°F).




Storage after Thawing
Storage at 2°C to 8°C (36°F to 46°F):

o Pre-filled plastic syringes may be stored refrigerated between 2°C to 8°C (36°F to 46°F) for up to
90 days prior to use.

Storage at 8°C to 25°C (46°F to 77°F):

o Pre-filled plastic syringes may be stored between 8°C to 25°C (46°F to 77°F) for a total of 24 hours
after removal from refrigerated conditions. Discard the pre-filled syringe if not used within this time.
Syringes should not be returned to the refrigerator after being thawed at room temperature.

e Total storage at 8°C to 25°C (46°F to 77°F) must not exceed 24 hours.

¢ Do not refreeze once thawed. Do not shake.

Transportation of Thawed Pre-filled Plastic Syringes

Thawed pre-filled syringes can be transported at 2°C to 8°C (36°F to 46°F) using shipping containers
which have been qualified to maintain 2°C to 8°C (36°F to 46°F). Once thawed and transported at 2°C to
8°C (36°F to 46°F), pre-filled plastic syringes should not be refrozen and should be stored at 2°C to 8°C
(36°F to 46°F) until use.

17  PATIENT COUNSELING INFORMATION

Advise the vaccine recipient or caregiver to read the FDA-approved patient labeling (INFORMATION FOR
RECIPIENTS AND CAREGIVERS).

Prior to administration of MRESVIA:

¢ Inform vaccine recipient or caregiver of the potential benefits and risks of vaccination with
MRESVIA.

¢ Instruct vaccine recipient or caregiver to report any adverse events to their healthcare provider or
to the Vaccine Adverse Event Reporting System at 1-800-822-7967 and www.vaers.hhs.gov.

This product’s labeling may have been updated. For the most recent prescribing information, please
visit modernatx.com/products/mresvia or mRESVIApro.com.

Manufactured for:
Moderna US, Inc.

5 Vaughn Drive
Princeton, NJ 08540

©2024 ModernaTX, Inc. All rights reserved.
MRESVIA is a trademark of ModernaTX, Inc.
Patent(s): www.modernatx.com/patents
Revised: 12/2024



INFORMATION FOR RECIPIENTS AND CAREGIVERS

MRESVIA (pronounced em res’ vee ah)

(Respiratory Syncytial Virus Vaccine)

Please read this information sheet before getting MRESVIA. This summary is not intended to take the
place of talking with your healthcare provider. If you have questions or would like more information,
please talk with your healthcare provider.

What is MRESVIA?

MRESVIA is a vaccine to protect you against lower respiratory tract disease caused by Respiratory
Syncytial Virus (RSV).

MRESVIA is for people 60 years of age and older. Vaccination with MRESVIA may not protect all people
who receive the vaccine.

MRESVIA does not contain RSV. MRESVIA cannot give you lower respiratory tract disease caused by
RSV.

Who should not get MRESVIA?
You should not get MRESVIA if you had

e asevere allergic reaction to any ingredient in MRESVIA (see What are the ingredients in
MRESVIA?)

What should | tell my healthcare provider?
Tell your healthcare provider about all of your medical conditions, including if you:

have any allergies

had a severe allergic reaction after receiving a previous dose of any other vaccine
have a fever

have a bleeding disorder or are on a blood thinner

are immunocompromised or are on a medicine that affects your immune system
have received any other RSV vaccine

have ever fainted in association with an injection

How is MRESVIA given?
MRESVIA is given as an injection into the muscle.
What are the risks of MRESVIA?

There is a very small chance that MRESVIA could cause a severe allergic reaction. A severe allergic
reaction would usually occur within a few minutes to one hour after getting a dose of MRESVIA. For this
reason, your healthcare provider may ask you to stay for a short time at the place where you received
your vaccine. Signs of a severe allergic reaction may include:

Trouble breathing

Swelling of your face and throat
A fast heartbeat

A rash all over your body
Dizziness and weakness

Side effects that have been reported in clinical trials with MRESVIA include:

e Injection-site reactions: pain, underarm swelling or tenderness in the same arm of the injection,
swelling (hardness), and redness

e Fatigue, headache, muscle pain, joint pain, chills, nausea or vomiting, fever, hives, and facial
paralysis

10



These may not be all of the possible side effects of MRESVIA. Ask your healthcare provider about any
side effects that concern you. You may report side effects to the Vaccine Adverse Event Reporting
System (VAERS) at 1-800-822-7967 or https://vaers.hhs.gov.

What are the ingredients in MRESVIA?
MRESVIA contains the following ingredients:

e messenger ribonucleic acid (MRNA)

e lipids (SM-102, polyethylene glycol dimyristoyl glycerol [PEG2000-DMG], cholesterol, and 1,2-
distearoyl-sn-glycero-3-phosphocholine [DSPC])

tromethamine

tromethamine hydrochloride

acetic acid

sodium acetate trihydrate

sucrose

water

MRESVIA does not contain preservative.
What if | have additional questions?

If you would like more information, talk to your healthcare provider, or visit MRESVIA.com or call
1-866-MODERNA (1-866-663-3762).

Manufactured for:
Moderna US, Inc.

5 Vaughn Drive
Princeton, NJ 08540

©2024 ModernaTX, Inc. All rights reserved.
MRESVIA is a trademark of ModernaTX, Inc.
Patent(s): www.modernatx.com/patents
Revised: 12/2024
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ANNEX 1

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

mRESVIA dispersion for injection in pre-filled syringe
Respiratory Syncytial Virus mRNA vaccine

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each single-dose pre-filled syringe contains one dose of 0.5 mL.

One dose (0.5 mL) contains 50 micrograms of Respiratory Syncytial Virus (RSV) mRNA vaccine
(nucleoside modified) encapsulated in lipid nanoparticles.

The active substance is a single-stranded 5° capped mRNA encoding the RSV-A glycoprotein F
stabilised in the prefusion conformation.

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 indication

mRESVIA is indicated for active immunisation for the prevention of lower respiratory tract disease
(LRTD) caused by Respiratory Syncytial Virus in adults 60 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

The recommended dose of mMRESVIA is one single dose of 0.5 mL.

Paediatric population

The safety and efficacy of mRESVIA in children (from birth to less than 18 years of age) have not yet

been established. No data are available.

Method of administration

For intramuscular injection only.

mRESVIA should be administered preferably in the deltoid muscle of the upper arm. The injection
should be given using standard aseptic technique.



The vaccine must not be injected intravenously, subcutaneously or intradermally.
The vaccine should not be mixed with any other vaccines or medicinal products in the same syringe.

For instructions for preparation of the medicinal product before administration and special handling
requirements, 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

Appropriate medical treatment and supervision should always be readily available in case of a severe
hypersensitivity reaction, including anaphylaxis, following administration of the vaccine.

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 infection or febrile illness. The
presence of a minor infection, such as a cold, 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

Safety and immunogenicity data on mRESVIA are not available for immunocompromised individuals.
Individuals receiving immunosuppressant therapy or patients with immunodeficiency may have a
diminished immune response to this vaccine.

Limitations of vaccine effectiveness

As with all vaccines, vaccination with mRESVIA may not protect all vaccine recipients.

Excipient - 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 with other medicinal products have been performed.
Concomitant administration of mRESVIA with other vaccines has not been studied.
4.6 Fertility, pregnancy and lactation

Women of childbearing potential

This vaccine is not indicated in women of childbearing potential (see section 4.1). It is not to be used
in women who are or may be pregnant or breast-feeding.

Pregnancy

There are no or limited amount of data from the use of mRESVIA in pregnant women. Animal studies
with mRESVIA do not indicate direct or indirect harmful effects with respect to pregnancy (see
section 5.3).

Breast-feeding

It is unknown whether mRESVIA is excreted in human milk.

Fertility

No human data on the effect of mMRESVIA on fertility are available.

Animal studies with mRESVIA do not indicate direct or indirect harmful effects with respect to
female reproductive toxicity. Animal studies are insufficient to assess male reproductive toxicity (see
section 5.3).

4.7 Effects on ability to drive and use machines

mRESVIA has no or negligible influence on the ability to drive and use machines.

However, some of the effects mentioned under section 4.8 (e.g., fatigue, dizziness) may temporarily
affect the ability to drive or use machines.

4.8 Undesirable effects

Summary of the safety profile

The most commonly reported adverse reactions were injection site pain (55.9%), fatigue (30.8%),
headache (26.7%), myalgia (26.6%) and arthralgia (21.7%). The onset of most solicited local and
systemic adverse reactions was within 1 to 2 days after injection and resolved within 1 to 2 days after
onset. The majority of local and systemic solicited adverse reactions were mild in intensity.

Tabulated list of adverse reactions

The safety profile and the frequencies of adverse reactions presented below are based on data
generated in a global placebo-controlled phase 2/3 clinical study (EUDRA CT

number 2021-005026-20) with a total of 18 245 participants aged > 60 years who received one
injection of 50 micrograms of mRESVIA. The clinical study was conducted in 22 countries in Central
and Latin America, Africa, Asia Pacific, North America and Europe.

For information on the main characteristics of the patient population in the phase 2/3 clinical study, see
section 5.1.



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)

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

(Table 1).

Table 1: Adverse reactions following administration of mRESVIA

MedDRA system organ class Frequency Adverse reaction(s)
Blood and lymphatic system disorders [Very common Lymphadenopathy”
Immune system disorders Uncommon Hypersensitivity
Nervous system disorders 'Very common Headache
Uncommon Dizziness
Rare Peripheral facial nerve
paralysis (e.g., Bell’s
palsy)
Gastrointestinal disorders Common Nausea/vomiting
Skin and subcutaneous tissue disorders [Rare Urticaria?
Musculoskeletal and connective tissue 'Very common Myalgia
disorders
Arthralgia

General disorders and administration
site conditions

'Very common

Injection site pain
Fatigue

Chills

Common

Pyrexia
Injection site erythema

Injection site
swelling/induration

Rare

Injection site pruritus

* Lymphadenopathy was collected as “Axillary (underarm) swelling or tenderness ipsilateral to the side of

injection”.

T One participant in the vaccine group had a serious adverse event of facial paralysis with onset on Day 5
assessed by the investigator as related to injection. Within the 42-day risk window following injection, Bell’s
palsy and/or facial paralysis was reported by 2 participants in the mRESVIA group and 2 participants in the

placebo group. All 4 of these participants had risk factors for Bell’s palsy.
! Urticaria has been observed with either acute onset (within a few days after vaccination) or delayed onset (up to

approximately two weeks after vaccination) and may be acute or chronic (= 6 weeks) in duration.
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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.

4.9 Overdose

Overdose with mRESVIA is unlikely due to its single dose presentation (see section 4.2).

In case of overdose, it is recommended that the patient be monitored for any signs or symptoms of
adverse reactions or effects and appropriate symptomatic treatment instituted immediately.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Vaccine, other viral vaccines, ATC code: JO7BX05

Mechanism of action

mRESVIA is an mRNA-based vaccine encoding the membrane-anchored RSV-A F glycoprotein
stabilised in the prefusion conformation through changes to the amino acid sequence. The RSV-A
prefusion glycoprotein is antigenically cross-reactive to the RSV-B prefusion glycoprotein. The
prefusion F glycoprotein is the target of neutralising antibodies that mediate protection against
RSV-associated respiratory tract disease.

mRESVIA stimulates production of RSV-A and RSV-B neutralising antibodies and induction of
antigen-specific cellular immune responses.

Clinical efficacy and safety

Study EUDRA CT number 2021-005026-20 is an ongoing phase 2/3 randomised, observer-blind,
placebo-controlled, case-driven pivotal study that was conducted in 22 countries. This study evaluated
the safety and efficacy of a single dose of mMRESVIA (50 micrograms) to prevent RSV-LRTD in
adults > 60 years with or without underlying medical conditions for up to a year after single
vaccination with mRESVIA. Participants were randomised in a 1:1 ratio to mRESVIA or placebo.
Randomisation was stratified by age and comorbidities increasing the risk of severe LRTD (see

Table 2 and related footnotes).

The primary efficacy analysis population (referred to as the per-protocol efficacy set), included

35 088 participants who received either mRESVIA (n=17 572) or placebo (n=17 516). Most
participants were White (63.5%); 12.2% of participants were Black or African American, 8.7% were
Asian, and 15.2% reported ‘Other’. A total of 34.6% of participants were Hispanic or Latino.
Treatment groups were balanced according to race and ethnicity. Risk factors were balanced between
treatment groups.

There were approximately the same number of male and female participants (male 50.9%; female
49.1%). The median age of participants was 67.0 years (range: 60 to 96 years), with 63.5% of
participants between 60-69 years, 30.9% of participants between 70 and 79 years and 5.5% of
participants > 80 years. There were no notable differences in demographics or pre-existing medical
conditions between participants who received mRESVIA and those who received placebo. A total of
6.9% had protocol-defined LRTD risk factors [congestive heart failure (CHF) and/or chronic
obstructive pulmonary disease (COPD)] and 29.3% had one or more comorbidity of interest (see
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Table 2 and related footnotes). A total of 21.8% of the per-protocol efficacy set scored “vulnerable” or
“frail” according to Edmonton Frail Scale.

The primary efficacy endpoints were the prevention of a first episode of RSV-associated lower
respiratory tract disease (RSV-LRTD) with > 2 or > 3 symptoms between 14 days and 12 months post
injection. RSV-LRTD was defined by the following criteria: the participant must have had reverse
transcription polymerase chain reaction(RT-PCR)-confirmed RSV infection and radiologic evidence
of pneumonia or experienced new or worsening of at least 2 or more (or 3 or more) of the following
symptoms, lasting for at least 24 hours: shortness of breath, cough and/or fever (> 37.8 °C), wheezing
and/or rales and/or rhonchi, sputum production, tachypnoea (= 20 breaths per minute or increase of

> 2 breaths per minute from baseline measurement in those who have baseline tachypnoea),
hypoxemia (new onset oxygen saturation < 93% or increasing use of supplemental oxygen), pleuritic
chest pain.

The primary efficacy endpoints have been met (lower bound of the alpha-adjusted confidence interval
[CI] of the vaccine efficacy [VE] was > 20%), including VE of 83.7% (95.88% CI: 66.0%, 92.2%;
p<0.0001) against RSV-LRTD as defined by two or more symptoms. The other primary efficacy
endpoint against RSV-LRTD defined by three or more symptoms was also met, with a VE of 82.4%
(96.36% CI: 34.8%, 95.3%; p=0.0078). These analyses were performed after a median of 3.7 months
of follow-up. An additional analysis of efficacy was performed after a median of 8.6 months of
follow-up (range 15 to 530 days). A single dose of mMRESVIA met the same criterion as defined in the
primary analysis for the prevention of RSV-LRTD (lower bound of the 95% CI of the VE was > 20%).
Vaccine efficacy in adults > 60 years against RSV-LRTD with 2 or more signs/symptoms was 63.3%
(95% CI: 48.7%, 73.7%; number of participants in mRESVIA group was n=47 / N=18 112 and in the
placebo group was n=127 / N= 18 045) and against RSV-LRTD with 3 or more signs/symptoms was
63.0% (95% CI: 37.3%, 78.2%; number of participants in mRESVIA group was n=19 / N=18 112 and
in the placebo group was n=51 / N=18 045).

At the time of the additional analysis (median follow up 8.6 months, range 0.5-17.7 months), point
estimates of VE in the subgroup analyses by age, comorbidity and frailty were generally consistent
with VE of overall population based on the PPE Set (Table 2).



Table 2: Additional analysis of vaccine efficacy (VE) of mRESVIA to prevent first episode of
RSV-LRTD (with 2 or more symptoms) 14 days post-injection up to 12 months post-
injection by subgroups (per-protocol efficacy set)

mRESVIA Placebo VE, %

Subgroup Cases, n/N’ Cases, n/N” (95% CI)
Overall 47/18 112 127/18 045 63.3 (48.7,73.7)
Age group

60 to 69 years 31/11 219 77/11 170 60.1 (39.5, 73.7)

70 to 79 years 10/5 464 45/5 439 78.0 (56.3, 88.9)

> 80 years 6/1 429 5/1 436 NAT
Comorbidities*

None (0) 31/12 751 76/12 796 59.5(38.5,73.4)

One or more (> 1) 16/5 361 51/5 249 69.3 (46.1, 82.5)
Frailty status

Fit (0-3) 37/13 417 104/13 274 65.0 (49.0, 75.9)

Vulnerable/Frailty (> 4) 9/3 817 17/3 884 46.5 (-20.0, 76.2)

* Based on the number of participants in each subgroup.

TNA = not applicable due to low number of total cases accrued in this subgroup.

¥ Comorbidities included in this analysis were chronic cardiopulmonary conditions, including CHF, COPD,
asthma and chronic respiratory conditions as well as diabetes, advanced liver, and advanced kidney disease.

As shortness of breath is associated with more severe RSV disease, an exploratory analysis was
conducted. A total of 54 cases of RSV-LRTD with shortness of breath occurred: 43 in placebo
recipients and 11 in mRESVIA recipients.

Paediatric population

The European Medicines Agency has deferred the obligation to submit the results of studies with
mRESVIA in one or more subsets of the paediatric population in prevention of Respiratory Syncytial
Virus (RSV)-associated lower respiratory tract disease (LRTD), as per paediatric investigation plan
(PIP) decision, for the granted indication (see section 4.2 for information on paediatric use).

5.2 Pharmacokinetic properties

Not applicable.

5.3 Preclinical safety data

Non-clinical data reveal no special hazards for humans based on conventional studies of repeat
toxicity, genotoxicity and developmental and reproductive toxicity.

General toxicity

General toxicity studies were conducted in rats (intramuscularly with mRESVIA receiving up to
two doses that exceeded the human dose, once every 3 weeks or intramuscularly receiving up to
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4-dose administrations of related vaccine drug products 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 to evaluate the novel lipid component
SM-102 of the vaccine. Results suggests the genotoxicity potential to humans is very low.
Carcinogenicity studies were not performed.

Developmental and reproductive toxicity

In a combined developmental and reproductive toxicity study, mRESVIA was administered to female
rats 4 times intramuscularly at 96 micrograms/dose (twice prior to mating [28 and 14 days prior] and
twice after mating [on gestation days 1 and 13]). Anti-RSV antibodies 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, and maternal milk. There were no vaccine-related adverse effects on female fertility,
pregnancy, embryo foetal or offspring development or postnatal development.

6. PHARMACEUTICAL PARTICULARS
6.1 List of excipients

SM-102 (Heptadecan-9-yl 8-((2-hydroxyethyl) (6-0x0-6-(undecyloxy) hexyl) amino) octanoate)
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

6.2 Incompatibilities

In the absence of compatibility studies, this medicinal product must not be mixed with other medicinal
products.

6.3  Shelf life

1 year at -40 °C to -15 °C.

Within the shelf life of 1 year, stability data indicate that the vaccine is stable for 30 days when stored
at 2 °C to 8 °C and protected from light. At the end of 30 days, the vaccine should be used
immediately or discarded.

Once thawed, the vaccine should not be refrozen.

Upon moving the vaccine to 2 °C to 8 °C storage, the outer carton should be marked with the new
expiry date at 2 °C to 8 °C.

If the vaccine is received at 2 °C to 8 °C, it should be stored at 2 °C to 8 °C. The expiry date on the
outer carton should have been marked with the new expiry date at 2 °C to 8 °C.



The pre-filled syringes may be stored at 8 °C to 25 °C for up to 24 hours after removal from
refrigerated conditions. Within this period of time, pre-filled syringes may be handled in ambient light
conditions. Do not refrigerate after being stored at 8 °C to 25 °C. Discard the syringe if not used
within this time.

6.4 Special precautions for storage
Store in a freezer at -40 °C to -15 °C.

Keep the pre-filled syringes in the original carton in order to protect from light.
For storage conditions after thawing of the vaccine, see section 6.3.

Transportation of thawed pre-filled syringes in the outer carton in liquid state at 2 °C to 8§ °C

If transport at -40 °C to -15 °C is not feasible, available data support transportation of one or more
thawed pre-filled syringes in liquid state at 2 °C to 8 °C (within the 30 days shelf life).

Once thawed and transported in liquid state at 2 °C to 8 °C, pre-filled syringes should not be refrozen
and should be stored at 2 °C to 8 °C until use (see section 6.3).

6.5 Nature and contents of container

0.5 mL dispersion in a pre-filled syringe (polymeric barrel) with plunger stopper and a rubber tip cap
(without needle).

Pack sizes of 1 pre-filled syringe or 10 pre-filled syringes per carton. Each pre-filled syringe is
packaged in a clear blister.

Not all pack sizes may be marketed.
6.6 Special precautions for disposal and other handling

This vaccine should be administered by a trained healthcare professional using aseptic techniques to
ensure sterility.

Handling instructions for mRESVIA before use

The vaccine is ready to use once thawed.

Do not dilute the product.

Do not shake the pre-filled syringe before use.
The pre-filled syringe is for single-use only.

Do not use if the pre-filled syringe has been dropped or damaged or the security seal on the carton has
been broken.

mRESVIA is shipped and supplied either as a frozen or thawed pre-filled syringe (see section 6.4). If
the vaccine is frozen, it must be completely thawed before use. Thaw each pre-filled syringe before
use, either in the refrigerator or at room temperature, following the instructions in Table 3.

Prior to immediate use, single blisters may be removed from a carton of 1 or 10 pre-filled syringes and

thawed either in the refrigerator or at room temperature. The remaining blisters must continue to be
stored in their original carton in the freezer or refrigerator.
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Table 3: Thawing conditions and times based on pack size and temperature before use

Thaw instructions and durations

Pack size . Thaw Thaw
Thaw in . Thaw at room .
refrigerator duration temperature duration
g (minutes) P (minutes)

Carton or blister

of 1 pre-filled 2°Cto8°C 60 15°Cto25°C 45
syringe
Carton of
10 pre-filled 2°Cto8°C 155 or 15°Cto25°C 140
syringes

- After thawing, the vaccine cannot be refrozen.

- If the vaccine has been thawed or stored in the refrigerator (2 °C to 8 °C), let each pre-filled
syringe stand at 8 °C to 25 °C for between 10 to 20 minutes after removing from the
refrigerator before administering.

- If the vaccine has been thawed at room temperature (15 °C to 25 °C), the pre-filled syringe is
ready to administer. Syringes should not be returned to the refrigerator after being thawed at
room temperature.

- The pre-filled syringes may be stored at 8 °C to 25 °C for a total of 24 hours after removal
from refrigerated conditions. Within this period of time, pre-filled syringes may be handled in
ambient light conditions. Discard the syringe if not used within this time.

Administration

- Remove a pre-filled syringe from the blister.

- The vaccine should be inspected visually for particulate matter and discolouration prior to
administration. mRESVIA is a white to off-white dispersion. It may contain white or
translucent product-related particulates. Do not administer if vaccine is discoloured or
contains other particulate matter.

- With tip cap upright, remove tip cap by twisting counter-clockwise until tip cap releases.
Remove tip cap in a slow, steady motion. Avoid pulling tip cap while twisting.

- The vaccine should be administered immediately after uncapping.

- Needles are not provided in the pack.

- Use a sterile needle of the appropriate size for intramuscular injection (21-gauge or thinner
needles).

- Attach the needle by twisting in a clockwise direction until the needle fits securely on the
pre-filled syringe.

- Administer the entire dose intramuscularly.

- Discard the pre-filled syringe after use.

Disposal

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

7. MARKETING AUTHORISATION HOLDER

MODERNA BIOTECH SPAIN, S.L.

C/ Julian Camarillo n° 31
28037 Madrid
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Spain

8. MARKETING AUTHORISATION NUMBERS

EU/1/24/1849/001
EU/1/24/1849/002

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of first authorisation:

10. DATE OF REVISION OF THE TEXT

Detailed information on this medicinal product is available on the website of the European Medicines
Agency https://www.ema.europa.eu.
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ANNEX IT

MANUFACTURER OF THE BIOLOGICAL ACTIVE
SUBSTANCE AND MANUFACTURER RESPONSIBLE FOR
BATCH RELEASE

CONDITIONS OR RESTRICTIONS REGARDING SUPPLY
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
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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

ModernaTX, Inc.
One Moderna Way
Norwood, MA 02062
USA

Name and address of the manufacturer responsible for batch release

MODERNA BIOTECH SPAIN, S.L
C/ Julian Camarillo n° 31

28037 Madrid

Spain

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE
Medicinal product subject to medical prescription.
o 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 PSURSs 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;
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.
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ANNEX IIT

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

mRESVIA dispersion for injection in pre-filled syringe
Respiratory Syncytial Virus mRNA vaccine

2. STATEMENT OF ACTIVE SUBSTANCE

Each single dose pre-filled syringe contains 0.5 mL. One dose (0.5 mL) contains 50 micrograms of
Respiratory Syncytial Virus mRNA.

‘ 3. LIST OF EXCIPIENTS

Excipients: SM-102 (Heptadecan-9-yl 8-((2-hydroxyethyl) (6-ox0-6-(undecyloxy) hexyl)
amino)octanoate), 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 and water for injections.

See leaflet for further information.

4. PHARMACEUTICAL FORM AND CONTENTS

Dispersion for injection
1 pre-filled syringe
10 pre-filled syringes

5. METHOD AND ROUTE OF ADMINISTRATION

For single use only.
Read the package leaflet before use.
Intramuscular use.

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

Keep out of the sight and reach of children.

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

| 8. EXPIRY DATE

EXP (-40 °C to -15 °C)
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EXP (2 °C to 8 °C)

‘ 9. SPECIAL STORAGE CONDITIONS

Store in a freezer (-40 °C to -15 °C).

For additional information on shelf-life and storage, see package leaflet.
Keep the pre-filled syringe in the outer carton in order 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.
C/ Julian Camarillo n°® 31

28037 Madrid

Spain

12. MARKETING AUTHORISATION NUMBERS

EU/1/24/1849/001 1 pre-filled syringe
EU/1/24/1849/002 10 pre-filled syringes

13. BATCH NUMBER, DONATION AND PRODUCT CODES

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.
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18. UNIQUE IDENTIFIER - HUMAN READABLE DATA

PC
SN
NN
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

PRE-FILLED SYRINGE LABEL

1. NAME OF THE MEDICINAL PRODUCT AND ROUTE OF ADMINISTRATION

mRESVIA dispersion for injection
RSV mRNA vaccine
IM

2. METHOD OF ADMINISTRATION

Intramuscular use

3. EXPIRY DATE

EXP

4. BATCH NUMBER

Lot

5. CONTENTS BY WEIGHT, BY VOLUME OR BY UNIT

0.5 mL

6. OTHER
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B. PACKAGE LEAFLET
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Package leaflet: Information for the patient

mRESVIA dispersion for injection
Respiratory Syncytial Virus mRNA vaccine

vThis 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 mRESVIA is and what it is used for

2. What you need to know before you receive mRESVIA
3.  How and when mRESVIA is given

4. Possible side effects

5.  How to store mRESVIA

6. Contents of the pack and other information

1. What mRESVIA is and what it is used for

mRESVIA is a vaccine that helps to protect adults aged 60 years and older against a virus called
’respiratory syncytial virus’ (RSV).

RSV is a common virus that spreads very easily and causes respiratory tract disease in people of all
ages. RSV infection can be mild, with cold-like symptoms including blocked nose, cough and/or sore
throat. However, the virus can also cause more serious problems, such as lung infections and
pneumonia. Older adults are at risk of more serious complications that can lead to hospital admission
or even death.

mRESVIA activates the immune system (the body’s natural defences) to protect against lung diseases
caused by the RSV. The vaccine contains a substance called messenger ribonucleic acid (mRNA) that
contains instructions that the body can use to make the same protein present on the RSV. When the
immune system encounters this protein, it makes antibodies (substances in the blood that recognise
and fight infections) against it. If a person comes into contact with the RSV, the immune system will
recognise and attack the virus to help protect you against lung diseases caused by it.

2. What you need to know before you receive mRESVIA
Do not use mRESVIA
- if you are allergic to the active substance or any of the ingredients of this vaccine (listed in

section 6).

Warnings and precautions
Talk to your doctor, pharmacist or nurse before you are given mRESVIA if:

- you have ever had a severe allergic reaction after any other vaccine injection in the past.
- you have a bleeding problem or bruise easily.
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- you have a weakened immune system which may prevent you from getting the full benefit
from mRESVIA.

- you are feeling nervous about getting the vaccine or have ever fainted after any injection.

- you have an infection with a high fever. If this is the case, then vaccination will be postponed.
There is no need to delay vaccination for a minor infection, such as a cold, but talk to your
doctor first.

As with all vaccines, mRESVIA may not fully protect all people who are vaccinated.

Children and adolescents
mRESVIA is not indicated for use in children and adolescents below the age of 18 years.

Other medicines and mRESVIA
Tell your doctor, pharmacist or nurse if you are taking, have recently taken or might take any other
medicines.

Pregnancy and breast-feeding
The vaccine should not be used in women who are of childbearing potential, pregnant or breast
feeding.

Driving and using machines

Some of the effects mentioned below in section 4 “Possible side effects” like feeling tired and
dizziness may temporarily affect the ability to drive or use machines. If you experience such side
effects, wait until they have worn off before you drive or use machines.

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

3. How and when mRESVIA is given

mRESVIA is given by a doctor, pharmacist or nurse, usually as a single injection in the muscle of the
upper arm (deltoid muscle).

The recommended dose is 0.5 mL.

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.
Side effects that may happen after receiving mRESVIA include:

Very common (may affect more than 1 in 10 people)
- swelling/tenderness in the underarm (lymphadenopathy)
- headache
- muscle ache (myalgia)
- joint ache (arthralgia)
- pain at the injection site
- feeling tired (fatigue)
- chills

Common (may affect up to 1 in 10 people)
- feeling sick (nausea)/vomiting

23



- redness (erythema) at the injection site
- swelling/hardening (induration) at the injection site
- fever (pyrexia)

Uncommon (may affect up to 1 in 100 people)
- reaction of increased sensitivity or intolerance by the immune system (hypersensitivity)
- dizziness

Rare (may affect up to 1 in 1 000 people)
- temporary one-sided facial drooping (Bell's palsy)
- itchy rash (urticaria)
- itching at the injection site (pruritus)

Tell your doctor or pharmacist if you get any of the side effects listed above. Most of these side effects
are mild to moderate in intensity and do not last long.

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.

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 mRESVIA

Your doctor, pharmacist or nurse is responsible for storing this vaccine and disposing of any unused
product correctly. The following information is intended for healthcare professionals.

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 carton after EXP. The expiry date
refers to the last day of that month.

Frozen vaccine
Store in a freezer between -40 °C to -15 °C.

Keep the pre-filled syringes in the original carton in order to protect from light.

Within the shelf life of 1 year, stability data indicate that the vaccine is stable for 30 days
when stored at 2 °C to 8 °C and protected from light. At the end of 30 days, the vaccine should be used
immediately or discarded.

Once thawed, the vaccine should not be refrozen.

Upon moving the vaccine to 2 °C to 8 °C storage, the outer carton should be marked with the new
expiry date at 2 °C to 8 °C.

If the vaccine is received at 2 °C to 8 °C, it should be stored at 2 °C to 8 °C. The expiry date on the
outer carton should have been marked with the new expiry date at 2 °C to 8 °C.

The pre-filled syringes may be stored at 8 °C to 25 °C for up to 24 hours after removal from
the refrigerated conditions. Within this period of time, pre-filled syringes may be handled in ambient
light conditions. Do not refrigerate after being stored at 8 °C to 25 °C. Discard the syringe if not used
within this time.
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Transportation of thawed pre-filled syringes in the outer carton in liquid state at 2 °C to 8§ °C

If transport at -40 °C to -15 °C is not feasible, available data support transportation of one or more
thawed pre-filled syringes in liquid state at 2 °C to 8 °C (within the 30 days shelf life).

Once thawed and transported in liquid state at 2 °C to 8 °C, pre-filled syringes should not be refrozen
and should be stored at 2 °C to 8 °C until use.

6. Contents of the pack and other information
What mRESVIA contains

One pre-filled syringe of 0.5 mL contains 50 micrograms of Respiratory Syncytial Virus (RSV)
mRNA vaccine (nucleoside modified) encapsulated in lipid nanoparticles.

The active substance is a single-stranded 5’ capped mRNA encoding the Respiratory Syncytial Virus
glycoprotein F stabilised in the prefusion conformation.

The other excipients are SM-102 (heptadecan-9-yl 8-((2-hydroxyethyl) (6-oxo0-6-(undecyloxy) hexyl)
amino)octanoate), 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 and water for injections.
See Section 2 “mRESVIA contains sodium”.

What mRESVIA looks like and contents of the pack

mRESVIA is a white to off-white dispersion for injection (pH: 7.0 — 8.0).

mRESVIA is available in packs containing 1 or 10 pre-filled syringes.

Not all pack sizes may be marketed.

Needles are not provided in the pack.

Marketing Authorisation Holder and Manufacturer

MODERNA BIOTECH SPAIN, S.L.

C/ Julian Camarillo n°® 31

28037 Madrid

Spain

For any information about this vaccine, please contact the local representative of the Marketing
Authorisation Holder:

Belgié/Belgique/Belgien Lietuva

Tél/Tel: 0800 81 460 Tel: 88 003 1114
bbarapus Luxembourg/Luxemburg
Temn: 0800 115 4477 Tél/Tel: 800 85 499
Ceska republika Magyarorszag

Tel: 800 050 719 Tel: 06 809 87488
Danmark Malta

TIf: 80 81 06 53 Tel: 8006 5066
Deutschland Nederland
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Tel: 0800 100 9632

Eesti
Tel: 800 0044 702

Elrada
TnA: +30 800 000 0030

Espaiia
Tel: 900 031 015

France
Tél: 0805 54 30 16

Hrvatska
Tel: 08009614

Ireland
Tel: 1800 800 354

Island
Simi: 800 4382

Italia
Tel: 800 928 007

Kvnpog
TnA: 80091080

Latvija
Tel: 80 005 898
This leaflet was last revised in.

Other sources of information

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

https://www.ema.europa.eu.

Tel: 0800 409 0001

Norge
TIf: 800 31 401

Osterreich
Tel: 0800 909636

Polska
Tel: 800 702 406

Portugal
Tel: 800 210 256

Roménia
Tel: 0800 400 625

Slovenija
Tel: 080 083082

Slovenska republika
Tel: 0800 191 647

Suomi/Finland
Puh/Tel: 0800 774198

Sverige
Tel: 020 10 92 13

The following information is intended for healthcare professionals only:

This vaccine should be administered by a trained healthcare professional using aseptic techniques to

ensure sterility.

Handling instructions for mRESVIA before use

The vaccine is ready to use once thawed.
Do not dilute the product.
Do not shake the pre-filled syringe before use.

The pre-filled syringe is for single-use only.
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Do not use if the pre-filled syringe has been dropped or damaged or the security seal on the carton has

been broken.

mRESVIA is shipped and supplied either as a frozen or thawed pre-filled syringe (see section 5). If the
vaccine is frozen, it must be completely thawed before use. Thaw each pre-filled syringe before use,

either in the refrigerator or at room temperature, following the instructions in Table 1.

Prior to immediate use, single blisters may be removed from a carton of 1 or 10 pre-filled syringes and
thawed either in the refrigerator or at room temperature. The remaining blisters must continue to be

stored in their original carton in the freezer or refrigerator.

Table 1: Thawing conditions and times based on pack size and temperature before use
Thaw instructions and durations
Pack size Thaw in Thaw duration Thaw at room Thaw duration
refrigerator (minutes) temperature (minutes)

Carton or blister

of 1 pre-filled 2°Cto8°C 60 15°Cto 25 °C 45

syringe or

Carton of 10 pre- |5 o, g o 155 15 °C to 25 °C 140

filled syringes

- After thawing, the vaccine cannot be refrozen.
- If the vaccine has been thawed or stored in the refrigerator (2 °C to 8 °C), let each pre-filled
syringe stand at 8 °C to 25 °C for between 10 to 20 minutes after removing from the

refrigerator before administering.

- If the vaccine has been thawed at room temperature (15 °C to 25 °C), the pre-filled syringe is
ready to administer.

- Syringes should not be returned to the refrigerator after being thawed at room temperature.

- The pre-filled syringes may be stored at 8 °C to 25 °C for a total of 24 hours after removal
from refrigerated conditions. Within this period of time, pre-filled syringes may be handled in
ambient light conditions. Discard the syringe if not used within this time.

Administration

- Remove a pre-filled syringe from the blister.

- The vaccine should be inspected visually for particulate matter and discolouration prior to
administration. mRESVIA is a white to off-white dispersion. It may contain white or
translucent product-related particulates. Do not administer if vaccine is discoloured or

contains other particulate matter.

- With tip cap upright, remove tip cap by twisting counter-clockwise until tip cap releases.

Remove tip cap in a slow, steady motion. Avoid pulling tip cap while twisting.

- The vaccine should be administered immediately after uncapping.
- Needles are not provided in the pack.
- Use a sterile needle of the appropriate size for intramuscular injection (21-gauge or thinner

needles).

- Attach the needle by twisting in a clockwise direction until the needle fits securely on the

pre-filled syringe.
- Administer the entire dose intramuscularly.
- Discard the pre-filled syringe after use.

Disposal

Any unused medicinal product or waste material should be disposed of in accordance with local

requirements.
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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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Very common (> 1/10)

Common (1/100~ <1/10) Uncommon (1/1,000~ <1/100)
Rare (1/10,000~ <1/1,000)

Very rare (< 1/10,000)

FHHICEN T, BIFOSITEEEOmWVIEICR L (R 1),

& 1 FAEEROERIG

MedDRA s BRI X748 S BRI

Mk LY o RkEE Very common U o SEE*

S RbEE Uncommon W EOE

PR R B Very common | B
Uncommon FENMED

Confidential Page 4



Moderna mRNA-1345

1.6 BN R EREZERIAR RSV Older Adult
MedDRA 22 E Bl K548 S Bl R IG
Rare RAPEE AR (~LRRER 72 &) T
B Ml Common =0 -
FERE ¥ & OV TRk B Rare e
I EAS R K OVE GokEL Rk b Very common | % A%
B EiR
—f -« EHFEE R XORGEALOIREE | Very common | JEESHHALATR
Common &R
TR ALBE
TR AR R
Rare FEHHEALZ 9 PR

* U L oSEERL, THESHERAL & RO EIER SUZER ] & LTRSS LD TH D,

i AEIBEOHERE 1| B, RRIEL OBTEN B 2 L IRBR B TERICFAM S - B2 HEHL Th 2 Hinifk
JES, 55 HBEICRIE L7, B5% 42 A0V A7 HRINIZ, ~UVRRE & U8 X3 B i g 23 A B
D2 B KR Z2ARFED 2 BIIHE SNz, 2D 4 BIRBEIN~IVFREO U X7 EHF%2H LT\,
HRBIL, A EEAEALUN) JUERM (RGN 2 BELUN) OBERH Y, I HICRRIMD
AMEsOXEE (6 HMLLE) OBERH D,

-

BSOS 5BEV O

= H G DO EBRICRE DD H D FERERETHZ LITEETHD, ik, EELD
NRET 4y hEVRTDONT U AEMGINCE=F Y T2 LN TED, EEEFEIT, B
SOSREEDI D56, Appendix V {279 national reporting system 3@ U CTHET 2 L 9RO B
Al

49 BEkE
AFNTHEBEEHRAICH D 7=, ERGOEEMIZEV 42 THEM),

RGO b NG EE, SRS RIS OERCEIR DA HE 2 B U RO A3 5
B LTS AITEDISEY 2R ERIE 21T 5 2 &,

5 REFMREE
5.1 ENFHEE

e

43 %H « Vaccine, other viral vaccines., ATC ==— K : JO7BXO05

"
N

Confidential Page 5



Moderna mRNA-1345
1.6 DR 5 R A B DR RSV Older Adult

VEHIES T

AAFNE, 7 BESNOEFIC L EEAIEEICZEMI T RS VA NVAY T Z AT A DIRE
W FHES R a— RT2mRNA #5802V 7 F 0 CThd, RSUANAYT X AT A DF
BHILECFHESX R0 B X, RS UANVAYST XA T B OMERTILEF IS LI E L7
PURMEZ R, BERTLE FBES 37 BT FPUEOIERITUR Th 0 | PRHURR L DOFFE
IZED RS U A VARG K DR i 2 T 0T %,

KANL, RS VA NAY T Z AT A KO B OPFHURICE K OGRS SEA9 2o r: e 8% 2 3
%j«%o

[ R ) A 2 & 22 e

Study EUDRA CT %5 2021-005026-20 1%, #ETH O 2/3 #H, W{EA(, BlIEEEMm, 77 &HR
KPR case-driven iRER CTH V| 22 » ETHEM iz, ARBRTIL, AH (50 ug) Z H[EIEFREL
7ot%. 60 ik LL LD FERER B O A HE A R D72 VAT W T, RS U A L AJERYRT L 2 TRGERE
(RSV-LRTD) D FPRIENR K Ntz 1 FMFE L7z, #REiE. AFIXLT T BRI 1:1 O
FE CTEMER L INT, BEAITFE L CEEZ LRTD U A7 2N S 5 0HAREICE - T
ERe L (3 2 ROVEZSR),

TR NERRATEER (RBRSENEEHE B A U7 A DT R RAE ) 1, K2R L7tk
Bt (n=17,572) KO 7 BRZHERE LIRE (0=17,516) Dt 35,088 fil4 Eie, #BRE DL
<IEHBAA (63.5%) THY ., R22%BPBAUIT 7V HRT AU TN, 8T%NT VT N, 15.2%H
[ZDfh) WG Sz, WBRED I D 34.6%0E A=y 7 I T T R Thoto, 1R
TIX AL ORIEIZE S WRE OSAANEETH Y . U A7 R H8RE O 04 b BEREEER T
ETHoT,

BAE & OB EITIFIEREL TH O . B 50.9%, N 49.1% Th - 7=, HERE OF
O FRAENL 67.0 7% (FPH: 60~96 1%) TH Y. 60~69 w7’ 63.5%., 70~79 ) 30.9%. 80 LA
BB 55%TdhoTz, ARAIZBRE LIBRE L 7T 2R 2B LB O T, N DREHER
RrtE-CBE R I 72 22 B TGER D DR o T, BRETC 6.9%D BB A 2N IEBR S i i i 8 C 3%
EN7ZLRTD Y 27 W7 [H otk A4 (CHF) KOV T EMEZEMEME SR (COPD)] 24
L. 29.3%7% 1 DL EOPHFRBEZA L Tne (& 2 KOHEEZZSR), 7o, 1BBREKFHEE
WA LA T SR EM D 5 5 21.8%75Y Edmonton Frail Scale (2 & ¥ vulnerable X[ frail &
HIE STz,

BMEO EERARE B X, 8% 14 B0 D 12 5 A ETOMIZ, 2 2L EXE 3 UL BRER AR
» 5415 RSV-LRTD OHIEIFIAED TF5 T - 7=, RSV-LRTD [ZLL FOHEAEIZ LV EFRE SN
WHRER Y A 7 —BHHL (RT-PCR) A THER S 472 RS U A LV AREGE, 7D X BRA I
K DMROMEFRIIILLT D 5B 2 DLl E (UL 3 DL E) OIER O 72 7238 B ST ALY 24 I
UL ERefES 2 - BOId, Wk /5824 (37.8°C LA L), Wil 7 & /S HEeE 7 5. VR,
BERENL (F55 20 [EILL EXUIAR—R T A VTR Z AT 25813 —Z2 7 A b sy 2 [|L

Confidential Page 6



Moderna

1.6 ML R MRS 2 AR

mRNA-1345
RSV Older Adult

o) | AKERR A (FBRREAFEEDHT2IZ 93%LL T & 722 50y, eRfifa O &) . i

R L g T

FE A FIVEREEE (V2 FrofF80ME [VE] OFBKE o 2785 L-EEKE [ oF
BRAS 20% %8 2. %) TR ST, 2 DL EOJIERDFE® 55D RSV-LRTD (%95 VE IX
83.7% (95.88% CI : 66.0%, 92.2%. p<0.0001) T -7z, 3 DL LDOFERDFD Hi15H RSV-
LRTD (Zx}9 % D EZE 72 A 2RI H &2 S 41, VE 11 82.4% (96.36% CI : 34.8%,

95.3%. p=0.0078) T o7z, T OOMENTIX, BEFIEOFIAE 3.7 » ARICE I NIZH DT

HbH, BT,

BEAHIEI O YLE 8.6 » At (HiPH 15~530 H) (TAHZMEDBANMENT 3 56 S

Too AFNOH[EERRIL, RSV-LRTD O PRI T EEMENT TEH SN2 U ML - Lz
(VE @ 95% CI O TR 20% %2 5), 60 mklh EORRAIZIST D 2 DL Lo, fEtk & 14 5
RSV-LRTD (Zxf9 % U 7 F AT 63.3% (95% CI : 48.7%, 73.7%. AKI#E - 47/18,112 1], 7
7/ AREE 0 127/18,045 ) TH V| 3 DL EOME ERZFE S RSV-LRTD IZ%13 % VE 1%
63.0% (95% CI : 37.3%, 78.2%. AFHIEE : 19/18,112 B, 7 Z & AREE : 51/18,045 ) TH 7=,

BINEATIRE S GBEFEIRT P ol 8.6 » A . &iPH 0.5~17.7 » A) 2B WT, k. PHEER, &
OWEFIEZ X D7 70— T fif#ht TD VE O s HEEMIL, JRBRFE i FHE IS L 7= A 2h g
SIBRERNICE S ARER O VE Efih—E L Tz (3% 2 8H),

=2 BEERE14BEMS 125 ARETIC2 DLUEDERARDH 5N 5 RSV-LRTD D HIEFEED
FRAICRT HAREDT I FoBEME (VE) OYTJIL—TREM@EN CERERAEECES

LE=AMEINRER)

AF PA RN VE. %

YITL—7 5. n/N* %, n/IN* (95%CI)
I 47/18,112 127/18,045 63.3 (48.7,73.7)
G8

60~69 7% 31/11,219 77/11,170 60.1 (39.5, 73.7)

70~79 7% 10/5,464 45/5,439 78.0 (56.3, 88.9)

>80 15 6/1,429 5/1,436 NAT
iRER 5

7L (0) 31/12,751 76/12,796 59.5(38.5, 73.4)

1o E 1) 16/5,361 51/5,249 69.3 (46.1, 82.5)
Jess

fit (0-3) 37/13,417 104/13,274 65.0 (49.0, 75.9)

frail (% vulnerable (>4) 9/3,817 17/3,884 46.5 (-20.0, 76.2)

* BT TN —TF OWRE LN EES L,

+ NA= KU 7 7N — T CIIRERE RN DN D472 L,

i CORNTIZE N5 O RIL, CHF, COPD, M., 12MERelemil, BEIRR, EITIFRE, TR
B L oBELEETH B,

Confidential
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Moderna mRNA-1345
1.6 DR 5 R A B DR RSV Older Adult

BT LV EIEDO RS VA LVARBLEEEL TWA -, EERNEITZ1T-o7-, BYINEZES
RSV-LRTD MR - R E 1L 54 Bl CThH -7 (77 vREE 43 F], AAIRE 11 51),

RROM EEER LI, AR S 2@ E % Ly /NEBIREHE (PIP) OIREICHES &, /NEDES
LM 235 & 5 AHK|D RSV-LRTD TRHICEET 2Bt RO HEBE 2 1B L7 UNE~0ff
FAZOWTIT 42 THEBMR),

5.2 EYEREFHIRE

PAY AR

53 JFEEREKEZEEHET—4

A G0, @GR R OVERE I AR B 20k LS x| JERRT — & Tide k
\ZRET 2 BRI 7 fa Bt 1338 D B AL,

AR

—EEMERBRIET v P CEM SN, AEIEE FA~OBREEAE ARG ETEK2E GHEES
Ll ED), XFZREET 2 7 FUoRB AR K 4B QEBITEIC1E) HRNEKE L, —if
P R ONAT Wt D $% 5 BB DR IE J OTBE. 6 ONC — @ e QSR D FE R A O Z5 (L (FRRER
BN, VEMALE Y b RS T A F URER, 7 ) O AU EET) BEEE N, &
B, b MOk 2B WREMEDMEN D L A2RIE LTV B,

im0 AR

T 7 F L OFHRIBE R SM-102 Z 39 272, in vitro O in vivo 18522 e Bk % i L 7=,
ZORER, v M3 2B RTREMITIETF IR 2 &R STz, 23 AR PR 13 520
L7Z2hyo 7T,

A G A T

GRS A TR MERRBR IC I W T AAIZIET »~ M2 96 pg/lFI T 4 [BIFHTAINE S L7 (ECHT 2 8] [28
KON 14 B, 23E% 2 B DAEgR 1 ROV 13 HHD. HTRS UA L AHURIE, RELHTD & 3 ERE
TORHA21 HEETHEMICAEL, ERE, WA OIS UFE LT, oSk
RE. MEHR. IRRGVESUTIREM ORE R OHAEBROR BT DT 7 F Bl LA ER AT
D BRI DT,

Confidential Page 8



Moderna mRNA-1345
1.6 DR L 5 R PR B FOER RSV Older Adult

6 HEFIFAENE
6.1 HmE—E

SM-102 (T X T H2-9-4 )L 8-((2-E REF LT I)6-A4F V-6-(T7 LT 2 ILAFL)~F L)
T )AT B R AT V)

a L AT u—)b

12-PAF 7 A )bsn-7 U k3-8 24k (DSPC)

12-VI U A RA Jbrac-7 U Eu-3-2 ¥R Y =F L7 Y 2—1-2000 (PEG2000-DMG)
ke X ZE—)b

ko A & E— LIERRE

[LaL

(317l NUR VNV 1]

AT a— A

E SRV

6.2 BEEER

Pl e 2R 2 F2lE L TV W GG ARl ZMOERME LRG L TIR LR,

6.3 REFHERUVEZEARM
—40°C~—15°C T 1 4,

BRI 1 FEORICBW T, BT —Z 12X 0 AFNTIEL T 2°C~8°C THRE L7=HAIZ30 H
MZETHDZENRIILTVD, 30 HEOREK TR, AANIE GIZHEHAT 20 EEST LM
N D,

— PERRTR U7 A 2 FRRE LTI B2,

AH| % 2°C~8°C DB MR Li=HA . AMHEIZ 2°C~8°C TOH LU Vil IR 2 fidk 9 % &4
ERH D,

KA % 2°C~8°C TxMELI-LGE. 2°C~8°C THRETHMENRH 5, FFHEIZIE, 2°C~8°C TD
H LV ME AR SEH# SN TV A MEN D 5,

TV 7 4V R U PR, WIESMEBEL H LTt 8°C~25°C Tkl 24 FFREIRE T 5 Z &
MNTED, ZOHENTHIIE, L7 4NV R U PRBEENRSEET TR Z LN T

Confidential Page 9



Moderna mRNA-1345
1.6 DR 5 R A B DR RSV Older Adult

Do —E 8°C~25°C TR LI-RIFHWIR LW T &, FERMNIE Shiniga, v >
VITBERET D &,

6.4 RELOFRGEIEEIE

—40°C~~15°C DB HIE CIRE T 5,

T 74N R TR, T D DI O AN TZIREETIRE T 2 &,

T 0 T2 B LT B ORE SR OV T, 63 HEZSHT D Z L,

IFBIEA TR GFF 5D T 7 o 7 N Y 2 P2 i R RE T 2°C ~8°C Tk 75 44

—40° C~—15°C CTOWENRA[RERGEA. THETIIELNET — XIS &, M0 L
T4V RV U ERIRIRIRAE T 2°C~8°C DIRJE Tk 35 Z EMA[RETH D Z LRI I T
W5 (30 HRE OB ZBIFKN) .

— AR XA, RIRIRAE T 2°C~8°C THE SN L7 4V Ry U UGB LTI b
T, FHHET2°C~8°C THRETHHLEND D (6.3HEZZH),

6.5 BRRUAEY

0.5mL ODSEIENFHEEINT-T L7 4V R Y vy (RU~—MA L)L) Thy, 530 % —
A Ky R=RK T AR v v P& (B L),

IAITI0OARD T L7 4NV R o POF 1B LAY X, BT 0 RV ) oy
WTER R T ) A2 —alETEBNZ S STV 5,

ETOUIEY A ANRHIRS N DD TIEARW,

6.6 EERUVZOMOKFRIGEIESEIEA

AT % LR 5 720000, A2 1 7= BEIR AL & - CIERHAT A AV T 5 S5
REThHD,

ASFIE Al D Bl v
AFNIMREHE T I ATRETH D,
AFN 2R L TR B0,

RN L7 4V R ) PR TiER B0,

L7 4 RV VR EEROAEZBRIE LTS,

Confidential Page 10



Moderna mRNA-1345
1.6 DR 5 R A B DR RSV Older Adult

LT 4N RV U URETFELITHEE LIZSGE. I Eotex2 7 0 — W03 L T
WAHEAITEHEHA L TE A b 2euy,

AFNZT. BB UIFEHRFHD T L7 4 )V R Y P LTHER RSN S (6.4 HEZBM),
ARPHHE SN TWDGEE, HEHANCERICRET 2L ERND L, &7V T 4V R U
FARTCRET D B0%, HERIEN XUEISIE T, £ 3 ORI 2 &,

FERERNCIE, IARAIZ 0RO T L7 4V R Y OB ASTFHNS T Y 2K —Z2 B TERY
HL., BHBRENXIIRETHRET A ENTE S, O DOT U A —%, TOHICANTIRET
AR S R CERE 2 T D B H 5,

& 3 BAEYA ARVERAIOEEICED BREERUEH

fRE R E R U AR EFRE
atya4 X 7 7
ARERTHE | TR ERcRE | A
%) (5

FL T 4N R v 20C~8°C 60 15°C~25°C 45
T 1ARNY O XIE X

TY RS —
FLT 4R v 20C~8°C 155 15°C~25°C 140
IOARAY 15

- fRER. A EGR L TR bR,

- AHFIN=ER (15°C~25°C) TR I NG, 7V 7 4V R U U D3R TREDRETH
Dy VIR THEINZT L7 4V RV ) P2 FOWMBEICE L TR 7R,

- VU T4V R PRSI B ERY H LT, 8°C~25°C THFEH 24 BB E T D Z
EMTX 3, ZOHMBNTHIE., L7 4N RV VPR FEIRONELIMETERO S = &2
FRETH D, ZOREMNICHEHINARWEES, V) U DIEETL 2L,

551k
- LT ANKRVY T ETYRAE—=LED T,

- BN, RANCHT R ER GO LA R H R CHERT 5, AL A A7 kD
4 FORBIETH Y, AEULEEHORE R OKT& ETHEN DD, ARIPNEE LT
VWBBEREDIORFREENTOBHAT, BT L THA LR,

SRy v TR BIEICLT, RERED IO ARSI A, Kl vy T RIRD S
TEIE. ORBBIEE & bICBIoEBARVE S, Bo< h LRELEBETT I,

- v TS LR, ARIRELICRET S L,

- RIS EERTORN,
Confidential Page 11



Moderna mRNA-1345
1.6 DR 5 R A B DR RSV Older Adult

- HANTESICE LY A AOREES Q1 A= IEN L OWED AT 2 L,
- HEREEIVICORNRD BNRLEEZE L, L7 4V RV T LoD LEET D,

EEEFHNNICERT S Z L,

%, V7 4V RV U U UIREETL L,
#

KAl H OARFN ST FEIEEY) L, kOBt -> T35 2 &,

7 HEERGEXRE
MODERNA BIOTECH SPAIN, S.L.
C/ Julian Camarillo n° 31

28037 Madrid

Spain

8 HRIETEARES
EU/1/24/1849/001

EU/1/24/1849/002

9 MIEAKZER XKZIPEHH
WIEKZRH - 2024 428 H 22 H

10 AXEDHETH
AANZBE T DM, RONEIRSTO Y = 7% 4 kb (https://www.ema.europa.ecu) THER T 5,

Confidential Page 12



Moderna mRNA-1345
1.7 [FFEREZS— &R RSV Older Adult

1 REERMR—ER

AFNECAFIOFRFERZS E LT, 77V ARHERAKOT Ly 7 2 B —fEH OIEEX 1%
IRFER 1.7-11RT, £z, T O ORI IGEZ IR 5,

Confidential Page 1



Moderna mRNA-1345
1.7 [RIFEREZhS— &R RSV Older Adult

x 1.7-1 RERMA—E

R5E4 TAVRETHIEVY Y (PEELE) 77U ARGER TLyrAE—HEA
—fk% RS VA /L ARNA U7 F FHHLZ RS YA NVAT 7 F o FEHAZ RS YA NAT 7 F
(B#ERS) | RS VA NVADORBARIRELF HEY R B (RSV-A i ERIF % 7378, RSV-B @lAHITF % | (RS VA /LA PreF3 i)
22— 9% mRNA) LRI E)
St TFF - Dy oSt 7 7 A PRt TS0 e AI AT T A RS
PHREAIZIER | RS 7 A /L AT L B BYSED T B OMFd~OREB A L 2 H ALK OIIRICE T |RS 7 A VAT & BIRYED T

5 RS VA NAERK &5 TRGEREEO T
O60 i LL EDOFEIZEIT D RS U A VAT L DIk
JED T B

WA SCEERR | — 2024 4 3 J 2024 4F 11 H
/S HETHEH

Confidential Page 2



* %2024 | HEAT (530%. FHEEH)

*2024F10HET (FE2HR) SALIWRATIF VLR BFEEmR I RES
Bk MR T, 2~8C TR EMFHIRIRIEAE 876313
*ERIMERS : 361 A BRIRSVAIARDIFY .

| | GSK
W) A E =5
4V 535 3::
RIS - AREXVY Intramuscular Injection

AR

3

N EEERY

H) BE-EHSO0HE AE &S [30500AMX00280

ICEDERTAE

AR5ERA%E | 2024%1A

2. FETELYE (FRHEEEZT3T LB TELE)

2.1 HoDHBRERELTWNEHE

2.2 T RHEEBIIIDP o TVNAZ ENHL I E

2.3 BHIDRAICE>TT T 74 5F v —2B LI EDHS
ZENHS D EHE

2.4 FRICBTA2E DI », FHEM 2175 2 EANELS 2R
BlchsHH

3. WEOHERUER - R

3.1 WEOHE
FENE RMARCERERAEY 5 25, FURMANIHEER
ZDNAHEHZBHAL T, F¥A4=—ZANLAY—JI#H (CHO)
Miaic XKD EELEN7ZRST A LA (Respiratory Syncytial
Virus) ORBERMUIGHEEZRELIBEY VNI H
(PreF3) fiREMBM L, REAZMAFTEHL 2%, HHEER
LicbDTH b, HHERABKIE, 7T sEEESamonella
minnesota R595#R D REMMOIEMAETY FBETH 537 ¥
ME-4-F I ARZFRY LI EY FA (MPL). EkiCEET Bt
KQuillaja saponaria Molina®il iR % 84 U T8 & hff
HMEFYHHR=Y (QS-2]) RUENSEZILETHIRY—4
P62 BASET VanNY b EEET 5,
B, FRERETRETY Y OFERES (WYFI B 2(E
HALTWwa,

3.2 ¥Rk
Hi IR B & B RE R R TEM R OAANZ0.5m LA IC RO B S
EEAT Do

HRFE 4 7 Ly A —fHEH

BRES RS~ 1 )L APreF3#i/&120ug

Fuana—2Z2KAM (14.7mg). KUV
~N— 180 (0.18mg), U YEEZIKFEHV Y
2 (0.29mg). U VEE=H Y v L (0.26mg).
MPL (25ug). QS-21 (25ug). YF L *A
VARZ7FI0a) >y (500ug). IVAF
o—)b (125ug). ®K) VEE—IKFEF )T AL
(0.15mg) U YEE—/K#EA Y 74 (0.54mg).
b+ hU A (4.4mg)

byl

3.3 SFIDHEAR

Ty AE—HER | 7Ly 7 AT

ke AR AR

B 0 Wi iR 4T Al
R A = & HE R
AIFE - IR |ETHER LA Z, 1l
BXx2Y 2EE~H
BB

ABXzRET sEE~
s Om®

pH #6.3 (BREE)

REEL R 4

4. FHEEXISFNR
RSO A ILRIC K BHEFHEDTFFh

* %6, FZERUEAERE
AN 2 GHERARESBTER L. 60/LLEDHE 50
PIEDRSY A VA & BRBYUENTIELS B ) AT PR EE
Z6N5EI1C1E0.5mL 2 HANICERT 5,

7. BERUVEERICAAET IR
* %71 BEURE

S0 LLEDRS Y A )V R & 2RBEENTEIELT 2 ) X7 B
EEZONBEEIE. UTO LS 2REDEE2IET, (9.1.1.
9.2, 9.32H]
- BERER. B OMEER, BRI BEFER
- PRI
- R ESUI MR ER
- BB
- BRLSL T, EEDAROBEM VD EERDIE

7.2 ARIOMROFEEEICET 27— 73 {o T,

7.3 [EIFEEE
EMBDE RO LEHEI, DT 7 F 2 LEIFICERMT S
ZEWTES, [14.2.121]

8. EEGEFNIER

8.1 AFN. [FHEMEEMRA] RO [ENEMEEEE]
mUTHERTA L,

8.2 HEMEICOVWT, BMaNcK TR, RERURE (R,
BER2SE) IC& - TREREZHARSZ &,

8.3 WhEMiE I MEEIC, B OBR A EE . BRI
fIEHRICESL, £k, BHBROREERICHE L. RFORE
RIS FHOZE. E5ICHEEHA, MREORELERZRE LS
B, ERPICEMOREZZIAES5HFIICHSESZ &,

8.4 U/ FrEMERIERMZICENFICEIZDAERE2 &
MEREMBREE LTEMDBD DB EBH D, LM
S AHEE ZRT B0, FEHBEISEEIESEHIZELE L
THEMEDREZBETHIIENEE L,

9. REDHRZHEIZDEICAHIZER

9.1 BFEEIRE (BEOYBIZITSICIRL. IREETHE)
HEMEPROVTIADICHELE T 2 LRHSNHHEE. @E
RERCHEE 2R L BERCEM#ET O W2 H{mITV.
FHEMOBEE, BIRE. AR O LT 2HAZTL,
FEZHEIGL LT, ERELTEMTSZ L,

9.1.1 DRMEFRKE. BRKAE. FREAR. MRERBSFORE
KEEHIRE

(7.1, 9.2, 9.32H]

9.1.2 FHEE CEER2HUAICEROB SNIERUTEH SR
BED7 VI F—ERSEREELEC ENHDE

9.1.3 FHIDMABCHLT. PUIF—ZETEIBENDHZE

9.1.4 BEICEROEFDHZE

9.1.5 MIMRMAMEPHREREZE I 5E. NABRREZRETL
TV E

APPSR O KD B ENDH 5.

9.1.6 BECREFTZDBHNETNTVRERTIEREICEXE
REAZFEDELNNDE

GABIMHRAR 2 20 TV S HENE I RBERZ O WS 3,
FHENIA T 2RBICEVET T 2BENWDH 5,

9.2 BREMEZEISE

BEHiEFREETH S, (7.1, 9.1.12]



9.3 FfiaEE=EZEI5E

BEEFRETH S, [7.1. 9.1.12H]

% %9.5 TR
R IIEIR L C WA ARE O H 5 &Iz, FHEE EOR
WML ERME 2 EE S EHE SN A EEICOABET S &,
IR ERE L T W A ERE O H 2 40113, HRE T £ T
BEEHT S ENEE LW, [15.130H]

% 9.6 157LIE
FHEE LOEREROCBARBOEREEZEZRE L, BAOM
A E G v i R R

* %9.8 SHE
BREICY > Tk, PRS2EEITL. HEEEOBBIRE
BHDICBET S E, — RIS, AFBERESERN LTV S,

1. BRI
ROBIRERHS5DONZZENDHZHDT, BEZ 71TV,
REDNRD 5NIGEITEY 2 NEZITS 2 &,
11.1 EXBEIRIG
vavd, PFI745FY— (WFNLHEERH)
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14.1 ZRANFOFR

14.1.1 AANIATHERERNICHANT 52 &

14.1.2 HEEFONA 7 IVNICERIBRAR 2 28BEFEA LA,
MREBAIONA TV ZIENTHEVWEDITE LRV IEY, 24
ICIBRT BT &,

14.1.3 FARBIITIMEAT S & THATERVIESIE.
2~25CTHRE L., 4D BB L2 bDIET 52 &,

14.2 ERIEERFOFR

14.2.1 =580

(M FEE R > VIIHHEEEBICR DL 5 2 L.

Q) EARNCIIEE ZREE. S0, BYORAZOMOERE I
PEWREL, BREZRO-0ORERALEZVW &,

BV EAlzmOT7F L ERALTEELZWVW &, [7.3801]

14.2.2 $ERELRII

M AFNIFRPIES OAIER U, R RES. BIRPIES UL
PESHE LW &,

Q) EERAIZ. BE. EHEAmTEd s,

Q)HEEHMIE 7 LI — L THEEL, F—8MICRELTERET S
ZEIRETFB L.

(4) FHANESHC Y 72 > TE M - SRSEANOREZ BT 5720
DToEIcEET ST &,

CHERHAMESHCRA2ES T, M. %, BSOHAT
MBICERELZVE S, SHEEEICH L CHEY AR R R
ETHI &,

- HHEEITERAI 2T B 2 &

CEHEERIALLEE, WREFALDIMROWG % #7215
BREBSICHEZREE, UzPZATEFTSLI &,

% %15, ZOMDEE
15.1 ERRERICE D ER
HiRENRE LARRIERCAMRY 2 GG T 7F Y (7Y
N NMERI OEKRREBICBWT, 77 F VB (355761) T
7S REE 17710]) ICHARTEREEOHEMARD 5N TW
%Y, [9.55H]

%k %17, BRERAIE
17.1 BHMERTREMICEIT H5HER
17.1.1 EFHERESEIERE RSV OA=ADJ-0065£5%)

60RE L D (2496661, HAAN10386% &) Z#WRICBEESHR TS

AN E L. AF 2 HANERE L ZBOEMERUCREEE

T U722 AREBROFEFMIEE Td 5 AHI L 75 1 A2 | [EHEEE.

BHIORSVY — X & TROHRRIMFN (FEFRNT) BRERIOEBVT

H D\ RST AN RBGIC K B FROEREBFITR T 2 ARH OB A RRE

ENtze AARANEFITRSY AL AR & 5 FREEBOKEFIIASN

Bhotz. £y BIRKGHIEE TH A AA NI T T A2 | EHEER. &

HDORSV Y — X U THREDRS ™ A L RS & B 2k IR, 88 D |t

T HARAOE L. RIOEBY TH-o7z

AR EEEZIORE (FEEYHLEL) OHREICK P2 REEHEZIT

272879 BT 5. HEREILIOBIRISFHIAE362.2% (547/8794)

ThY. ENH60.9% (535/879f). F1BE7.5% (66/879%1). IEARS.5%

(48/8790) TH o7z Fizy 2EHMORIKIGFHIAE249.4% (434/879

Bl) THO. ExbOIE. HEH33.6% (295/87961) . AARE28.9%

(254/879f1) . FEIE27.2% (239/879) TH -7,

F]) FTREERIZ. DR EBIODDOTRE#REZ &2 Lo TFRE
FER/ B A 24RE I DL EFEE 9 5 2 & I3 LL Lo RREERA
AR BRI T B C & LER:

TRGEEER ¢ IR OFR A I EENN. Bk H R ST A,
MRS (BY)n) OFFHFEBISUIREM

TRERIE - WIBOFRAET I, B E/ WO EFOH
FRFEBL U, MRIREL20ME /53 DL b, B HE A O EME SUZET
(B S RIHIEE AS95% K1 S UE R — 2 T A M AEA95% K1 D52 1390%
PIF). BEMROREESHHE

AR EI, D < & B 2D ORISR/ BIEA 24 DL b
BT a2, Nddn L1 DDOMRMEER/#EE D £ bl
DOEFRER/BUED 24D ER 95 2 & LEH

IR BSAEIR /B © 1) O NEEER/BUE I 2. RE/ER. H
SEE

SERER/BIE | BRI - 1T S, Y. ROFA. BHE. BN
R

2

K1 RSUAIWRICKZDBREICHT 2EME (PRAEN (EZEE) .
F—9Hv b T02F4F1E) *
AFIE 77 AR A (%)
N [ n [norT N [ n [T (A fICT]
TRERBICHT 2AME (EZEHHER)
82.58
12466 | 7 1.0 | 12494 40 5.8 [57.89. 94.08]
SHEMIREERICTT 2HEME (BIREHEER)
71.71
12466 | 27 3.9 | 12494 95 13.9 156.23, 82.27] =9

N BHOERES. n EEISHLBEICRSY A LV ADY 78 4 FARY/
NIIBORBGEIC & 5 TREEREB IS RESRBOMERER A A5
NIZEEGIEL. n/T @ 1000 NFEEH 72D DRSY A L ARG X 5 NRER
BRAER T IR EFER, Cl: EHEXHE

E1) BHIORSVY — XU TRED T, BRI O FRIEIX6.74 A

2) Wang-Tsiatisi®c & 2F@%ax FV . A EFRTE = o EE Ml E E
DOFENTCIEWRI96.95%ClA H i, EEEIOZERBERE @ HEICIO
TRR{EA20% % E[E %

#3) mE95%CIEHE

17.1.2 EFHREISENEEHE (RSV OA=ADJ-01855%)

BB 259 5506 60K OH [AHIE386f] (HAAN37H%

GU). TR ARBEG (HAANIMIZET)] ROORE LoF [AH]

BE3BLHI (HAA3BGIZET)] ZRRIC, BREERT T A BREBE

EME UTco ARBETIE, AH 2 HHANERE L BEOBRE 2T 250

DL 607 D& O 5 In s % 60 L _ED#FH TORBINE & ik LU TIES

HERRE L. BHREEE T 5500 L60RAROH OB RMN K URE

2 FHE L7z

RO FEFEEE TH 5 BMEEBEHFT 5506 Lo0AKHOH

D 60FLL EOEFE T B ARANEHEREL» HBEORST ALV ADOY TS

A FAXEBOFFIFUA O E A PIFAEM (GMT) HROHUABE R

(SRR) #ZIEK20EBVTH Y FHED PHRES Nz,

AEEREEZAHE (BENELET) OHICE 2 ReERELT> 7.

EREIRIGERIOEBD TH 7.

L) BHEEEBE. FANCHE LARST A VA K BBYHEICRET 5 )
AT DENEEZSNBIEROKE LI BIERE (BERE, 2
MDMERE. M, BEBRREOIREFRE) LE#H

2) FURIGERIE, AR 28] » Ao PRIFURm o 80
RERPAUEL L OWERE OEE L ER

3) JELHEEHEL, graphical testing procedure TERE S N7zallfié -
T. GMTHOMRIEEXEO EEA 1.5 R Th D »DSRRED
MEEHEXE O LRA 0% R TH 5 Z & LEH



xK2 @1 »BEDOGMTEERUSRRE (Per-Protocol Set)
GMTH*V SRRZH
RSV-AFFIHT A 0.83 -6.47
(ED60) (95%CI [0.73, 0.95])| (95%CI [-12.05, -0.94])
RSV-BHFIHL A 0.80 -7.15
(ED60) (95%CI [0.71, 0.911)] (95%CI [-13.34, -0.94])
CI : [Z#EXE
1) FAGUAMOFREE U AEEO BRI (6050 Eo#E /18RS
%ET 550 L0 AR OH ; ABCGMTHIZ, #AMHERS
NP AM 2 IS EE R E UT. B2 EEER. #RANEE
BSINIZR—ZT A > OFHIGUEMEEZHEE E LIZANCOVAET
UIC &k D EH)

H2) FURISERORMZE (60 LoE —BiEERE2E9 5505 L 60
WA DOE ; mH95%ClidMiettinen and Nurmineniic & 0 &
H)
R3 EEIBBOEHREIRGORERRRE (WIFNHOFEIRHTORIRE
Ant10%IUE)
B ERE AT 550m% .
ssomraon | ORAOH
N=379 B
n (%) n (%)
BEIMAORIRIG (&1k) 288 (76.0) 237 (62.5)
SRR AR 285 (75.2) 232 (61.2)
TESHERAIALHE 55 (14.5) 46 (12.1)
SR IERR 44 (11.6) 29 (7.7)
25H0RIKIE (&) 204 (53.8) 154 (40.6)
R 136 (35.9) 90 (23.7)
AR 122 (32.2) 80 (21.1)
S 105 (27.7) 80 (21.1)
BA R 79 (20.8) 49 (12.9)
N: HENHD2WEHES. n: D & IHRREHE L -PBRER
18. EFNFIE
18.1 1EFEER

AANCEENDHRSY A )L APreF35if (RSVPreF3) &, RSV AL AD
REHEY VNV ED—DTHhDHFY N7 B O R A FIT LA RS % R
RIDRMEY VN VEBETHD . 7YY P THBHAS0eE EBIC
BT 28T RSYANAY T YA TARUBHMHFIEE . WO
RSVPreF3R RICDAGHE THRIIUGE 27589 2. Ch b OHURRRNZ
TR T O M SR IS & DFHAHRS Y A W ADY T 5 4 TARUBOEGE
LB TREBREDTIICHFS T HEEZO5N5,

20. BURVLEDEER

20.1 AMERIEMRIE. EELTRET A2 &,

20.2 o THESEALDIZ. REPELLLTWEIBENFHLDT, f#
HAlinzE,

21. RGBSR
B ) A7 EHEEZRED L. BYICEET S &,

22. a
DA 7V (GRNARFR0.5mL 1ARTRMT)

23. EZENHK
1) Dieussaert I, et al. : N Engl J] Med. 2024 ; 390 : 1009-1021
2) Papi A, et al. : N Engl J Med. 2023 ; 388 : 595-608
3) Ferguson M, et al. : Clin Infect Dis. 2024 ; (doi : 10.1093/cid/
ciae364.)
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https://jp.gsk.com
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Step 1 #f&
UTOEDEEHBLET . N TIVE2EBYIET

OTRE YA BAERAM (ASO1e)

@ FFHBAZRAR0.5mL  BLE xe

| DD —— P

Q@ HEA7Ia-I . - \

KRR S RN TV E A, s AT
REHHNRERERIEL TR,

2% [ KEKRFRTHEE L 2— (CDO) K BIREM LR

- BEREAOXEHIZ. BAREHICREARET. .
A R B, BEOHA TRMICEELLNES., A (15E) o8
BEBEICHL CEYLSHRET AL, el Xt
- $HRIS. HEEEOERPEREERLUTREL #E<COkg | WE<6Okg | 25mm(1f>F)*
TLEEL, #EB0~70kg | HEE0~70kg | 25mm11>F)
- RRERSICER T A IR ICERT A8Hd TR #E70~118kg | HE70~90kg | 25~38mm(1~1.54>F)
LTz, {£E=>118kg #E>90kg 38mm(1.51/>F)

*FPIRICLOTE.A6mm (5/81 > F) ZHBTHB/ADBVET.
CDC. The Pink Book-14th Edition(2021)
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@ Pfizer
*20244F3 HGT (BB2hR. ZheeZi s, FIEAH)
202441 H 1ERL

002
BAREBRDEES
876313

B & 2~8C DAIVARITY F4E
BMLIR - 24 SRR R

A RS VAR TOF

CULES TNCE e A

P IR sz

ABRYSVO® intramuscular injection

) EE-EMEOLLEICLYFERTLL

ARES | 30600AMX00014
BRSERAsE

2. BEFELE (PHEEZRTLILNBEETHLE)

2.1 o EE L TNDE

2.2 WELRAMWIRBIZON - TS Z LB SNRHE

2.3 KBIDORBCE-TTF 74 T7F 0 — %222 eRNHDHT
E BN

2.4 LRUCHT 2E DT, THHFEEITS 2 & A RS ZRBICH
e

3. WZOBMERUHHAM - K

31 EEOME
ARHNE, PR RLAI K ORI © 72 5 o BRI 2RE 6 % DNA
B2 IEM L TF v A =— X b Z 2 —FREL (CHO) #fa L v pEsk &
TVIZRST A NV AH T 7 —TA (RSV-A) @A RIFZ 737 BHUR O
RS A )V AH T 7 )V—TB (RSV-B) @& HIFY 37 BHR %= 2%
hrna~ 797 0 —CRMBICLERZINZ TRA L, BURELE
Li=bDTh b, FHEMATL. EHAK (BR) 22 i
FELTZHDOTHD,

3.2 #Amk
U R % 25 FIVA R PR C U IR % O ARFNIX0. buL IR DR & &
RSN
WRoEs 77U ARG
I RSV-ARARIF % > /37 E 0. 06mg

RSV-BRLGAIF# > /<7 B 0. 06mg
haA&ZE—)L 0. 1lmg, hv AKX E—/LHEEHE 1. 04mg, K5
Al B 11, 3mg, D-~ > = h—/L  22.5mg, ARV Y /L3— K80
0.08mg, #Efk7"hU A 1. 10mg

3.3 HEIDMHK
— 77U R RIGER 77U R ARAGER
R PRl S PR R i
BYYLY ) T DI
LIS A A BV T C VAR L
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BB
(PRI L4 (BARTR)
5% )
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W, REIOA T I~ DO REBISIZ T L Y FEA S i biign
WBIRIZBATT 22 LI2LvBE6ND Z Enb, ARAIOBEFERK14H L
PIZHAE L2 FLIRIC B W TR, TRIRA~DOHURDEATHA 43 TRWNF]
MR ®H 5, [17.1. 18]

(60 LLEDFEIZE T BRSV A LRI & BREEED T

*5. 3 AAIOREOREEEICET 57— 2L TR,

*6. AERUVAE
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PR RLA & B VR PR A CYafiftk | IiR24~ 361 O 4TI, 1[8]

0. 5mLZ i NI BERE S 5,
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D,

1. RERUBEICEET 3FE
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1.1 BENRE - EE
AANIITIR28~ 36 DN EEFET 5 Z & WEFE LV, AR OREGHRR
BRIZIUWN T, IEHR28~ 368 IC KN & Hef L 72 A IS BN L 0 &
VMR SN TW5, [17. 1. 13 8]

(BhResti@)
1.2 BERIIIR AR AR LR 5 2 L, [14. 1.3, 14.2. 1ZH]
1.3 FEIRFEE

EEIAMIEE L FBOIZGEAICIE, thov 7 F o LRFICERET 2 2 &
NTED, [14.2. 48]

8. EELGHEAMIE

8.1 AANT T PR =ML MO TEMIBA M 2EH ) (SR L
THATDZ L,

8.2 PR IOV T, HREANC LT RZ. MIERORE (2. B
PE) ISk o THRFIREEZFI~D Z &, [9. 12 ]

*8. 3 Wt . O SUTRFES T, BRI 7 E B ik
. BEREM 2 TRICR D 7o, R OREERICEEL. R
Fr D BEFOSRLHIH DL L, & HITmEA, KO RE RERE B
LB 8Icid, dRNCEMOBREEZ T 5 &) FEcmbEs 2
&

8.4 U U T U HREE A XUTHREA I SIS T K 2 DRMERG & S e L
HEMRL & LTRMRH LD 2 ERH D, K L S
BT Do, PERLR —ERFRITE S5 57 & Ui oS o
WREBET L2 EREE LY,

9. HEDERZHIHEICEAT HIE
9.1 HIEEIEE (BEEOHEETSICEL. FBREETIH)
PR DR DONTINICEY T D LBD DAL, @ERRRE
MOREZZE U, 8 O 5 Ol 2 fHE 12T TRAEE
FEOVENE, BISR, ARECOWT SRR EZITV, FEEiE
KIS EC, EELCHERETSZ L, [8.28HH]
9.1.1 IVMRIBAE. REEEZET HE. RARREEETLTL
5%
BARNERERN O BB ZNRH 5,
9.1.2 XFIORAIZH LT, FULXF—%ETD2EThOHIE
9.1.3 BEICREFTEDZHALIATVEERVEREICEXRMER

BEAEEDENNDE
9.1.4 DERMERKE. BRAE. FRESE. IREEZOERES
EHYDE

(9.2, 9.3&]



9.1.5 FHHEECTERER2IBUNICRBOASNI-ERVEHERES
ERTULX—REREELECENHDE
9.1.6 BEITEZOBREDHSH
9.2 BiReEEZHYSE
BREEEE CTh D, [9. 14511
9.3 FFiREEEZHY 5%
BREEEE CTh D, [9. 14511
9.6 =FLIR
TRERE L OA MR OCRFLREDO AL BB L, RILOMkHREX
ik ERET 2 2 &, B MR A~OARFOBITIIRH TH 5.
*9.8 EkhE
BRI BTz~ T, MRF 2 EEITATV, R ilE OERiREL 1
DCBET DL, — IS, AREEMET LTS,

10. ¥EEA
10.2 BERERE (BFRISEET S &)
HAIA BRsIEA - HEE o - Sl T

A O VTSR A A | B RS MOBEBE R ST | bR R OB PR 1
I F BY T QWM L AT | R THS,
WHERIE B & 277 Y | KAl & ORBEBIETH B &
TGRS T 7 F DUFRFURIC X % St 78

BT 5 LOBERHS,

1. BIRIG
WORIIENH bbb ZEBNH LD T, BEEHmoIATV, BE
DERD BTG A IITEE) R LB E1T D Z &y
1.1 EXHEIRRE
2avy. TFI7473F0— (WTHBER)
*11.2 Z DB
(ERA~NDREHREICEDIFERRUVERICEFBRSVAIILREREA

ETEHTRERBEDF
10%8 EY 10%AT Y
JRPFTER Fhin (40. 6%) ALBE, FEAR
(HESHERAL)
TR R FEE (31. 0%)

i - BHER P9 (26. 5%)
LD BRARRBRIC IS T, A H KR OVEBIES T &0 REBLZINE 7 5 IUE U7 BIROG O %8
BElE

(B0RELLEDFEICE 1T HRS Y A LRI & B REFAEDF )

L0RA L™ 195~ L0 = 1kl
Rk Vo pr———
(EEAHAD)
e e

12) ERREBRICIB VT, BT SR OYEFIRE T L 0 IUE L2 RIS DR BLEIE

13) EERRBRICIB VT, B AREIC X IE L RISUS DR BEI S

14, ERALOIE

14.1 ERFREBFOEER

1411 A TOVICEST SN T EREMARUSMIER L v &y

14.1. 2 BT OFREMARS T INTZ 2 U o DICEREE5E5 L .
PURRAIZ G0 A TCERABMAREEE MR 2%, 770
v—uay FREMLUIAALTEZEO V) VY R OVER G A5 LI F %,
PoL D EMERH LHIEL CREBICEMT L L, BVIRER
W ok,

14.1.3 FBBESCOICEREEZEE LLEEOT Y VU ER
L&, [1.250]

14.1. 4 FRRNEREA O S SHI T 5, PRI AW o S EHI
AN V220 2 &

14.2 ERIIEEFOEER

14.2.1 2V U PICIRER - 7T 25 (0. 5nL) #3452 &, [7.2
2]

14.2.2 FARBIITIHEHT D Z L, TITHEHTERWEAIR. 15
~30CCTHRTF L. JHRLARFRILLNICAE 92 . AR ORI HRE L
A ARIP

14.2. 3 ARNCRL TRE RS BROEALN 72N 2 & 2 AR CHEE L.
BHENPROONEHATIEHEH LAV &, FAEORITHECER
Th b,

14.2.4 KFZMOD 7 F o LIRELTHERE LW &, [7.353H]]

14.2.5 @, LRE=AMICHRNERT S 2 & #IRN, BN, BT
~OFERIITDRN &,

14.2.6 A% - #RFEA~ORBERET 72O TREOMITEET D2 &,
(1) SHRITHANEREICE 2R ST, Mt M, BEOMN KN TR
ZEBE LRV E D B o L CEY RS RAIET D 2 &,
(2) PhETERLZRET 2 2 &

(3) EHErERIA L7 & & WIROH ARCMIK DM 2 I & 13H
HicktathE, MaZx i 2L,

17. BRKRAHE
17.1 BHHERUVREMCET 5
GHBF~NDHEBREICE IFERKRUVIERICHEFBRSVA LR EREA
ETHTRERBED T
17.1.1 EF#£REIHERER (C36710085ER)
C36710087 BRI, ATHR P AAKI 2 $4HE S 7= (e 72 B O A L
7ILIRICIBN T, ABIORST A LA (RSY) %A L 4 5 EFEHEE o
ZRICE oL TRABESHE MA-LRTI) O TBHICxT 23, &2k
T O s, W ONT BRI 3\ TARKI D 224 K UM% SR % 3T
i 2B, ZhisER, BiERL, —HEMR, 77 BARRHER
BTh D, HIR240E~361E OHARILIR CH D HIRE OHEZ L2
49 LA T DR ITIR 21 0 1D CEEAEAIZE 0 AT, AFIUT S
TR A BB L2, BetT —2 0y 47 B (20224E9
H2B) T, EAEAFI D SHIERIEOBRE A T T LR ZIME
IXE AR D DB 46201 & & 12735805 (ARFIFE : 3682/, 7T &R
B 1 367641) , IEBRIROBERE A 52 T Lo BB & A Lo S
IXE AR D DB 43451 & & 1eT7128%] CRFIFE : 357061, 7T &R
BE - 3658%) Th o7z, IRBSEHRE O R SINE OF i o o dufil
1529, 0% (DA : 1458 ~4Tn%) . (MR AL O YufEIX31. 303 (HiPH -
24. 0i~36.9#) Th-oiz,

itk LIRS INE ORI RTREA EL™ (2B T, 200 FEH
HRWEEE E © 9 B RSVAJRIA & 3§ HMA-LRTI™ Ol %+ %
U F BN (VE) P 3% 90 H IS TREE 22 s D L VES) &
itz & e oz, RSVE RN & 35 B OMA-LRTTH? b ioii4 %
VEIX, 4180 H % TOT T OFEAMiIE L THEaHH 22 sk thILHE™ %
it= Uiz, VEZRIKOFATR LT, [6.1, b5.28M]]

D ARSI Th D, 2140 AT E CICI|ERE O M Sz B OB
ZRAT T REBLBINE NS A LTz, XY B X~ 7 UIZ OMORSVEER &35 F
77— F VPR EER LT IRBRFEMFEE 2 D O ERARIEMLA e,
A% 180 A A 12 20mL/ kg % M 2 DL 2 52 1 TV RV OF R TORMGEHT-
FLIRBINE & &,

RSVZ JFUK & F-HMA-LRTI %, EFRAEBIOZZ A E L, WG AR Y A 7 —BlHRE
(RT-PCR) "CRSVEGMEAHERE L. PERERER GEVIFEIL, Sp0, <95%, BaiPER) D
WD LL EEAT 5 L@ Uiz, RSVA IR & 9% i FE OMA-LRTTIZ, RSVAJFIR & 5
DHMA-LRTIDJEHER i 7= L. & BT, FEFICHOIER  Sp0, <93%, Milfimmlt == 7
SUTN TR 2435 | ABERE] 288 2 % TCU~ DI UL IE RIS/ Bk R O W08
OLLEEHATHEER LI,

VEZ AAI O BE[RIBERE 4 52 1T = REBL BN 00 & A4 L2 SLIR BN 1231 5 sEAtiE B
DT Z ' RPEUTT D ARIFEORRE ) 2 7 bR EEFR LT,

BN EFGE B OFFH 72 JEHE « EFEM O FIRA20%% LH 5, 7Zeds, #
LR 02132 A o FEIfEHT OFERTH 0 | 2081 H oo EIFEHT T2 0 2 ZEHIE A
DHEHI0A REEOFERD 5 BT IH CTYRER I ILHE i 72 U 7o 55 1B &
P52 L& s,

2

13

4

F1 R ~OREE 0 IC L DB INE TR 54465 A £ TORSY
% JEK &3 AMA-LRTIIZ %13 A VE

AFHIFE (1) TR REE (H) VE (%)
ATAIG R 5 LIPS ESIE LIPS ESIE (EHEIXE)
3495 3480
A1%90 H 24 56 57.1 (14.7, 79.8)
%120 A 35 81 56.8 (31.2, 73.5) "
A:4%150H 47 99 52.5 (28.7, 68.9) "
44180 57 117 51.3 (29.4, 66.8)

R RIARAT 0 FEfiti K 020 O EHFFMIE A O EIC L DGO L EIEE BB L, AEHI0R K
SLCIEFINI99. SWERIK R, 2 AL LA O FFAMIRE AL CIL 97, 58%EHHK I & 7% L7z,
A=1%90 B RER OVENFRTZBIE U7 AER 2Rl B B A it 72 S 7e v o 727280 %1208
AR DVEDFEHT I X FRRITTd 5,

a

b



22 MR~ DOREBIIE I X D LIRS 1B 545465 H £ TORSY
RN &35 @ E OMA-LRTLIZ %35 VE

AFE () 77w ARRE (1) VE (%)
AR A TR 1% LIPS E TS (xR ¥
3495 3480
%90 H 6 33 81.8 (40.6, 96.3)
#1201 12 46 73.9 (45.6, 88.8)
%1501 16 55 70.9 (44.5, 85.9)
%180 H 19 62 69.4 (44.3, 84.1)

RS RAT O F i o 22 O FE A B O EIC L DR O L EMEE B E L, AE%I0H B
JCIEFIRI99. 5% HEK R, 2 AV LARE O RPN 2 CIE M RI97. 58%{= HE X % R L7z,

a

BIRAT D EEAIIE B Cd 5 2210 H ~360 H O3 T ORI A C

a) TRBRIEBERERG O RSN OIENRE R IED < &/ H O Rt S 14 32438 UL 2858
Al : AKIRESIOBI, 77 & AREEB66HI, 2818 LA E323H Al - AKIFELO30%, 77 & ARELOT0
B, 32iLA 36ILLT « AFIRELST261, 77 & ARTELS3961, 361EE A « AHKIEE3HI, 7Tk
REESHITd o 7o, IRFRIBERRIF O ATIRIE 4233638 8 2 O REBL B INE 70 & L LU
INFZ VN TRSY 2 SR & 9% 6 OMA-LRTI O FE B 1372 < VEIZFIH SR dso 7,

RAM - BB L0 B B IR SR AOS K OV
HPEOER 2 KON LT, LS R O RS O HG O EIFEE
DREITBENS PEETHY , BN H2~3HTHE L, A
WZINE TRIBOSIERIE Sh Tz,

6 REBIZINE LV BT HEECHE SN RPN SOS K VR D
FROFEBUIRDL

BB GEEEIS (%))
DRSVZ R MA-LRTI D% VE 3R LT,
ZRRETD WA HVER K3ITR o e —
- Lo (FFATBI%K : 3663) (FFAT B « 3639)
FK3 IR~ ORRBIIZIC KL DAIRBINE BT H4EH120 H ¥ TORVE —
IR &+ ZMA-LRTLI %t B VE TESHEA S 1488 (40.6) 369  (10.1)
ah - SR T B 24 (7.2) 8 (0.2)
AFIRE () 77 ARE (Bi) VE (%) FPYRRy—
W | BRTEROI | ARSI (9. 1T FERHALATIR 21 (6.2 5 02
3495 3480 38°CLL LT 94 (2.6) 107 (2.9) "
A1%210A 70 127 44.9 (17.9, 63.5) & 1688  (46. 1) 1594  (43.8)
%240 76 133 42.9 (16.1, 61.6) R 1134 (31.0) 1004 (27.6)
#2701 82 137 40.1 (13.0, 59.2) TEL 732 (20.0) 700 (19.2)
14360 H 92 156 41.0 (16.2, 58.9) A" 972 (26.5) 623 (17.1)
I 424 (11.6) 382 (10.5)
Yﬁ%ﬁ%%*@ﬁm%ﬂi‘ﬂﬂ%@ﬁfﬁ}ﬁﬁﬁligd < %B%%T@?Llj‘z‘hg Dﬁuj: 287 (7A 8) 254 (7' 0)
MEITIBT D446 5 H £ TORVEFR &+ HMA-LRTL R O & D ey 12 (L2 17 (L3

MA-LRTID PN %4 HVER F4 M KSR L=, [7. 153 H]

Fod IRBRERBAE N O BB INE OERE S EE S < ER M TOIER
~OREBNGIEIZ L D ILIEBIMNEF BT D 4%6 % A £ TORSVEJH
L AMA-LRTIIC %9~ 5 VE

S iﬁ%ﬁ%&&ﬁ%@ﬁ%ﬁ AFITE 75 R VE (%)
BN OIFIRE (1) (1) (95%{= HE X [H])
243 L 12878 Aif 6 13 55.1 (-26.6, 86.0)
%90 H 283 LA 13238 ATl 4 22 81.1 (44.4, 95.3)
323 LA 363 DL 14 21 34.7 (-34.6, 69.3)
243 L4 12838 ATl 10 20 51.3 (-8.9, 79.7)
#1200 2838 LA b 323 A 7 26 72.0 (33.8, 89.8)
323 L F363H LA T 18 35 49.7 (8.7, 73.2)
243 LA 1283 Al 17 23 28.1 (-40.7, 63.9)
%150 283 LA - 323 Al 10 31 66.5 (29.9, 85.3)
323 L F363HLL T 20 45 56.5 (24.8, 75.7)
2438 LA 1283 A 22 27 20.7 (-44.6, 57.0)
AE1%180H 283 LA 13238 ATl 11 35 67.4 (34.2, 85.0)
323 LA 363 LU 24 55 57.3  (29.8, 74.7)

a) TRBRIEHERRIG O {8 BN ORI R FE < 450503 [ O fRHT ok G5 B3 2438 LA_1-2838
Al : AKIREIOBI, 7T & AR EEB66HI, 2818 LA E323H Al - AKIRELO30%, 77 & ARELOT0
B, 32iLL 36ILLT « AFIBELST26, 77 & AREELS3961, 36iEE A « AHKIEE3HI, 7Tk
REESHITd o 7o, IRFRIBERRIF O STIRE 4033638 8 2 O REBL B INE 70 & i LU
INFZFTRSV 2 SR & 3 HMA-LRTI D 5B 72 < VEISL H & e o 7=,

5 1RBERBERRRE O REFL 2N OITRYRIE LI LS < S 4R < it
~OREIGRIEIC L D ILIEBINE IR T 54564 H £ TORSVE R
L3 B & OMA-LRTLIZ %3 A VE

SR A iﬁ%ﬁ%%&l&#@%ﬁ AFIEE PAZA N VEAA(%)
BINF DIEYR R (51 (#1) (95%fHE X )
2438 LA 1283 A 4 11 64.6 (-19.4, 91.8)
AE1%90 283 LA - 323 Al 1 11 90.6 (35.0, 99.8)
323 L E363HLL T 1 11 91.1 (38.8, 99.8)
243 L4 12878 Aif 7 15 54.6 (-18.3, 84.3)
E1%120H 283 LA - 323 Al 2 13 84.0 (29.4, 98.2)
323 LA 363 LU 3 18 83.7 (44.1, 96.9)
2438 LA 1283 A 10 17 42.8 (-32.4, 76.6)
%1500 283 L4 13238 ATl 2 16 87.0 (44.8, 98.6)
323 LA 363 LU 4 22 82.2 (47.6, 95.5)
243 LA 1283 Al 11 19 43.7 (-24.6, 75.8)
/E1%180H 2838 LA - 323 Al 2 18 88.5 (51.8, 98.7)
323 L E363HLL T 6 25 76.5 (41.3, 92.1)

a) RISUGE LTRESh T4
b) FFAMif% - 3638

(6O LLEDEIZH T BRST A ILRIZ & BRELEED T

*17.1.2 ERHERFEMAFER (C3671013545%)

C367101338BR I, 60m% LA EDOREAIZI N T, AFIORSVEJRIN & 95
TRIEHER (LRTI-RSY) DTS DA 80, SR O 4
YA 2B, £hEskitn, MIELL, —EE5R, 78R
KRR TH B, HEHEARRALOLE L BEREE AT AL
L2 1O CIEVEZICEND A1 | AHI LT T 2R & Bl L=,
REMT —F Ty bA T ARG (20224E7TA 140) T, EAELEIY 1+
I SIIRBER OB A 52 T LIZIRBRSINE 1L A AR b OBNHE 2315
B % G te342845) (AAIRE : 1721561, 7°F BAREE : 1706961) TH-
Too FRNTHIE UTo AL BOS e OV BOG % K E L (670861) K
OVA AR (461451) D—EB O IRER FE Hi RS R 0> SN 716951 (AHIRE :
363061, 7 &ARRE : 353901) TREAM L 7=,

AR - ERNCFE L7 BT I BT 200 EEA SR MIE
A5 H, BPIORSVFEITHICHE Shiz2 2Ll ok E A4 5
LRTI-RSVEY i i3 HVEE) 13, #iatiie i sh iy (MIRpc
%9 DVEDOEHHX R O FIRA20%% F[E1%) &= Uiz, ZEAM
FHGIE H T H B I ORSVIATIHNC @S S -2 oLl EOSEREAH 5
HLRTI-RSV (#1%H1) K OB3-2LL eI % 49 HLRTI-RSVIFY (13
Bil) A ONC B A DMERTAIE B D15 TdH 5 i ORSVITATIIC S
SNTRSVEEIN &35 AVEIFaafi B (ART-RSV) ™ (F1%&M1) o

BRI DVEE RTITR LTz,

7EL) LRTI-RSVZ, SEIRFEBLE 2257 A LLNIC R O WL [k, winks, wagkpEd:, &
YU SUTIEEN /200 (1453 R 25 8L B Il SUIRER~— 2 5 o > D IFE
735 15D NN OFHRFEBUTE] O WS 2oL E I3 L EE AT 5,
RT-PCRCRSVESMED e E S AL72 FRGEHR BT, W CH BT BRI PR BRI 231 B
A THERET 2 LER LT,

112) VEZ SR ORSVIRA TN #5 S 7= 3-ME A W15 610 77 £ RBEIC X3 2 AKIREOH
XU A7 WAELEF LT,

113) ARI-RSVA ., JEIRFEHLH 57 HLANICIR ORISR (R, S, Sk 5k,
Wi R PE AL S BB OB BIRE B ST HIE) OWT up 1oLl & A § % RT-PCR
CRSVBAHED e & AL 72 BEREIR IR FE C L [R] U AR ARIOI R LS PP 2R R A8 1 H &
A THEET 5 &g LTz,



KT 605l EDRRA~DREEN L (T L DRSV & JFIA & 3 2 I ER AR R

IR HVE
AT (1) 77 REE () VE (%)
AT A AR R AR SRAT X G515 (fExp)
16306 16308

EEA R A
2928 EOER A AT
5 LIRSV 1% ] 11 33 66.7 (28.8, 85.8)
3L EDRERE A
B LRTL-RSVA3& (] 2 14 85.7 (32.0, 98.7)
G
ART-RSVAHIFE 41 ‘ 22 ‘ 58 ‘621 (37.1, 77.9)

a) RN O FEN I K DFHEDO L EME A B E L. LRTI-RSVIL {196, 66%(5 X 4 /r L7z,
ART-RSVIL W {UI95%5 5 X [ 2 7= L 7=

A 605k L DR K 0 FET H RIS S AU SRR K
OCEHE MO FRRERIT L, TSGR OEH D HG 0
TIEE ORI TRE NS HFHEETHY | BENH1~2H THLKL
7=

#8 60 LA LD LV B B IS SV BSOS K OV sy

P D FLOIEELRDL
ARFITE 75 REE
A 14 FEBLIEL Rl FEHLBIK
(GBI [%]) GFEBHFRE %)

e Sesifvazsr 3621 382 (10.5) 3539 212 (6.0)
TSN EE 3619 97 (2.7) 3532 23 (0.7)
TR AL IR 3619 88 (2.4) 3532 16 (0.5)
38°C LA LD FE 3619 51 (1.4) 3532 51 (1.4)

% 3621 562 (15.5) 3539 508 (14.4)

G 3621 465  (12.8) 3539 415 (11.7)

L 3621 124 (3.4) 3539 132 (3.7)

5 P 3621 367 (10.1) 3539 297 (8.4)
PR 3621 272 (7.5) 3539 244 (6.9)
g 3621 32 (0.9) 3539 30 (0.8)

R 3621 213 (5.9) 3539 183 (5.2)

a) RIRIG L LCTRIES -4

*18. EipEEIE

18.1 {EAF
ABFNCEENDRVD2OD FEHE YT I N —TTh HRV-AKL N
RSV-BOZREALBAHIF Y v /37 B & ANEERET 5 Z & TRSVOE
LA ATHEIE DF & 2 3 7 BT D50 B D A8 S L, FnpLRss
PEAE SN DY, RSVOIRELARTEIEDF 2 7 BTk % ik
JIRSVIRLPLERE A T 570, AL IS 1T B AKIOBEREIC X 0 pEAE
SENFHFFRIIBITIR E L CUHAERKOILEORSVICE 5 TR
ERBOFHICEE LY, 605 EOFITIUNTIE, AHI ORI X
RS S P RIEIS A DSRSVIC & D FRGERBO TR %59 %10,

20. LV EDEE
BESERNZ L, o TS E- b0k, EHLRNZ L,

21, EBEH
EH ) A7 EHEEE 2 RED L, WIS D L,

22. A%
A TV [ (BRESAK 0.5nL) AY 7 L7 4L K
UL Y 1V VR E]

*23. EERK

1) SMES TR (03671004385 (20244E1 A 18 H KR,
CTD2.7.6.7)

2)  [ERSHLEF AR (C3671008745R) (20244F1 A 18 A 7&kER.,
CTD2.7.6.1)

3)  [ERSHLEF IIFARRER (C367101334BR) (20244E3 A 26 A 7&kER.,
CTD2.7.6.1)

4)  FEERIRABGES (2024451 H 18 A7&FR, CTD2.6. 1)

5) McLellan J. S. et al. : Science. 2013 ; 340 : 1113-1117

6) Liljeroos L. et al. : Proc Natl Acad Sci USA. 2013 ; 110 :

11133-11138

7) Ngwuta J. 0. et al. :Sci Transl Med. 2015 ;7 (309) :

309ral62

8) Walsh E. E. et al. : J Infect Dis. 2004 ; 190 : 373-378
9) HBUEBAFSOMHL (20244F1 A 18 A 7EE., CID2.5.1.3.3)

10) ERIRAOAZIME (2024453 H 26 H KR, CTD2.7.3.2)
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25. RIREGHT LDTE
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26. WEHRGTEESE
26.1 EERSET

7 7 A4 VA att
WO X AR 2 AR3-22-7
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202X4EX AR (56 1 BR)

H B 8 57 B
876313
TANART 7 F UK
frik © -40~-15T EMFHRFEE
ARHAM < 6 A RS A JLARNAT 7 F >
" ® N ~ ~%
ILUVAET BhiEsuyy
mRESVIA® Intramuscular Injection Syringe
LB NWIVE T3 AR
E)ER - ERSOLHEIC LY EHTAZ L S TERE 1

2. BEREYE (FHEEE2BT 3 EFEETEVE)

2.1 BIGLRBERLTWAH

2.2 ERGAMERII»D o TWA I LI LY

2.3 BHOEFEoTTF 74 9F V22 L2 ehdb
CENHS 2 %H9.1.3, 9.1.58H]

2.4 FRICEIFAEDIEIL. FHEMZT)  LAFEY IR

Bichra

3. SUEOBER UM - HR

3.1 BEEDBE
RST A VA DB BRI RENFMSY Y7 HEa2— F¥ 580 %
EUHADNAZ W TS L-RNAZ R L, S 2ok
LR7MREF BTIHAT B,

3.2 Mk
AHFNZ, 0.5mLPICKROEFEEHT 5o

W7i% LAVAETHEYY VY
RSY A N ADOBEHZEILFIEY ¥ 52 {2 a—F 0.050mg
sad 4 AmRNA
ANTEFHY-9-4 NV &-((2-e FRFvFN) (6- 0.54mg
FFV-6- (T Y FIYVTFV)IANFIN)T IS
¥ VB AT IV (SM-102)
AVAFE—V 0.24mg
1,2-YAF7 04 V-sp-#") £ B-3-k A K21 ¥ 0.14mg
(DSPC)
N 1,2-Y3IY A M Vorac-7") £0-3-2 bF ¥ HY 0.10mg
LF L ¥ #1) 2—v-2000 (PEG2000-DMG)
rexyEe— 0.25mg
[ =B L % 1.3 1.2mg
KRS 0.021mg
FERRF by & 205004 0.10mg
HEEE 44mg
3.3 HH DMK
W7t% LAVAETHEYY VY
FF - B (| BRZAA~RERAOBERTH 2.
pH 7.1~7.8
BREEE |#1(ERMEECTT S 1)
4. PHRER(IRNFR

RS™ 1)V R 2 & B BAFED TS

5. RHEERIIHHRICEET 38
5.1 RFOEOFHHEICHT 57— 7 X ESATVERW,

6. AZERUVAR
605 LA LT, 1H0.5mLZ AR ERT 5,

7. BERVARICEET 238

7.1 FIRFETE
FERGASLEE L B Hak, o w 2 F v LRIEICERT 2
TENRTE B, [14.1.180E]

8. EEALEAMNIE

8.1 AFNL, [T BHEHE MBI | B OFT Bl 92 hta 2 9 1 L e
LTHERTAZL,

8.2 HEMEFICTOVWT, EHMATICLTMZ. BIRRUZEICL
THRBEREZARE 2 L, [9.12H]

8.3 WM E T FOMEH T, BHY H 1882 8 k8T,
EMSEZHERICREDL, T4, ElBoRMEERICHEL, B
RO R Sk RO ZE., EHICHHA, TVWhASORY

8.

9.

9

9.

9

9.

11

ZEREZLZHAICE, ER»rCEMOBEEZZITAL IS
HilcmsEarz i,

4 77 F EREHEIERSICESICL 2 0AEREZ &
MEREMERFE LTERBIEDODRAZ LD S LI
X rtEEMITALD, BN —ERNEELELRELALE
THEMZOWRBEHBET A LPEI LV,

. HEOHERERTHEICHT2EE
A BEEIEE (BREOHEEITO KL, ZEEET3E)

BEEFMEPROCTA»ICEYUYT S LBDOhBHAICIE, &
HERBRUHEZMREL., DERUCEMAT O 2 HE T
W, FHEROLEE, BIRE. AHEIC2WTH442BRAzE
o, AEZHEEICHBALET EELTERTA I L, [8.28H]
1.1 BECRERL2OBHFEEh TV RERVERE ICEX
MRERLENDEF VWV EE

AHN T ARIEREVETTA2BED D5,

A2 DENERERER. BREAR, FREAR. NRARKBFORER

RBERTHE
[9.2, 9.3&H]

1.3 FHEETEEH2ALUAICEADS ShAERVLEMR

BEOD7UNX—ERIERERBLLC LY H5E
(2.3, 9.1.58H]

1.4 BECHTOVhADBREDSH 3%
.5 FHOEAICH LT, PLILX—%22T35Th065%E

(2.3, 9.1.3&H]

A6 MMRRDEPREREEZ AT 25, MREREZKITL

TW3E

HAPIHERIC S Y LS 2 BEIDH 5,
2 BEEREEATSE
BEHEERE TH 5. [9.1.28H]

3 HRAEREZR T 5F

EMEREELETH S, [9.1.28H]

8 e

EMICHzo T, BZEZMEEICT V., BEME ORNCIRE
ZHACRBT AL, —#IC, AFEEENETLTW S,

. BIRIS
KROBIRIEAH bbb I LD DHOT, MBEZETHITT,
REHVRD oA, HYRLEBEEZITI L,

1.2 ZOORIRE

10%2L L 1~10%FK3 | 0.1~1%K# | 0.1%FKH

MifEss & U ¥ | FEshE AR - B
/SRR N

HRERRUE SR

Ll Bl - WY
BRI & T C ARE
AL T

EERB LT | MAEY. BEY
s e LRI

—f - ST | ESEEEY, | A IR
B IR BA | #E5Y, BE TEAT AR AL -
DRB TR, SR

a) R RRIC B\ TET HEbc X ) UK L 28 Bt o T80 R



14. BHALEDIEE

14.1 EREEFOIEE

14.1.1 #EiE%

(D AR, Y L CTHEE (2~8TC) TH100% IdHEiE (15~
25C) TRIA0 T TR 5 2 & o F 72, MR ICTHR L2
WZE, HilLTOMBBRIIHOGHEICR S 2w &,

@) AT TH L, HHE, EEL T2~8C THIE30H M. 8~
25C Tl E24MMEAET 52 ENTE S, ZOMRMPMIZHHEL
HOHEIL BEETLIE, 2. WTFhoBa b AN
T AZ L,

@) EAFICHERICELTBL I &,

@AEA RSN L,

GY AR ZMLOT 75V ERELTHEE L2V &, [7.15H]

(6) AHN Z MDA LIRA L7720, HNRLY LAanI &,

(MRS ) ¥ IR IR R B LA w2 L % BB TR
L. REZHEDLZLDOFMHL AW &,

@) AKAIEAREZEH LTV AR WD, Y)Yy IDxy v 7okt
L6EBIMEHTAZ L,

14.1.2 @SR

(1), R AMICHANERLT S 2L, BIRM. BN BT
ANOFIIT bRV L,

(2) Mk - MRSEANOFEL BT 57O PO EIEETHI &,
CHERHANERICESE ST, i mE. 50T

FARICEDEL 2 W X 9 BHEREION L CEY 28R 2
ETHIE,
CARGE T AT A 2 &,
CTESEIERIA L7 L & BUORORZ R MO S N7z
LERIE DI EHE, BUEPZ THENT LI L,

17. ERPREZHE
17.1 BEHHRCREMICET 2558
17.1.1 EEHERSE I/ TR (mMRNA-1345-P30156%)
601 L E OB % P RAICEHMITE E R T T b R B A i L. AF %
A5 A IS B AR L 22 R 0 AR YE (35,0886 9 & H A A81441) J U4 4
T (18,24560, 9 B HARNAL3H) % 574l L 720 ARDMERFMIEHE & LC, #
FEIAH 2 512% Ath T TIZ22XE3 2 LU EAEIR /#2588 5 L A RS
AV ARG X B T AGER A (RSV-LRTD) ™ o ) [ 548 o F Bl (1%
FPAGE ) . % ORI o0 B PEITR 35 HE (RSV-ARD) 2 0 4 [l 58 9iE O
B (T3 2 B ETMIA H) 2 5746 L 720 ARBRO L EMAT R TH 5 P H
TENTEE R (F—% 71y M+ 7 2 20224E11H30H) I2B W T, 22 RSEIR
S BAED RS 5N AHRSV-LRTD. K U32LL Bk Bkt b b
RSV-LRTDODF Bl 3 2 5122 2 183.7% (a AL B MIM95. 88%
fEHEXT © 66.0, 92.2) K 182.4% (a A HMIH96.36% EHEX [ : 34.8,
95.3) (R1)THY. FaHE LIk (7 2 F 2 A0 a ik
BIX O FRWHEA20%% 10 %) &7z L7z, 72, RSV-ARDDT-Bjj
W29 B A RhPE1X68.4% (95%FHEAX [ © 50.9, 79.7) THo7co HANE
HCid, #1140 %2512 1# F TIZRSV-LRTD. RSV-ARDD %3]
XA SN o T HRIRAT I 2L 0 BB o rp gL fili B OSHIPH 1%, ZhE
N3.75 AR U15~379H B TH - 72V,
RAERGTH M GRS H b &) OB T Hil X 2 #efiz1ro 7
18, 1748012 33\ T Bl SR o> Rl SIS FE BU B 1258 3% (10, 591/18, 17141)
THH. E%DDIIIENRS5.9%(10,161/18, 17061) . Wi oo IEME 13 EF
15.2%(2,764/18,16861) . B (i) 3.7% (673/18, 169%1) I OSHLBE (F&4%)
2.0%(364/18,16881) Tdh > 720 72, 4L MEOEIBUSTE B 1347 .4%
(8.613/18.17161) TH V. 4 b Did, $#£9730.8%(5,589/18,167#1), B
9526.7% (4,856/18, 1671) K Ui 9 25.6% (4,655/18, 167H1) Tdh - 7=
GEBIRENTEE 7 — % 71 v b+ 7 1 20234:4)J130H) o
1 RSV-LRTD®EF X, RT-PCRIZ X WRS™ 4 )V A J&GeAshle il X 7z
LT BT 09 5220 13320 UL EOSER R OB BIIEBLUULE LA
24MFRILL EFERET 5 2 & & L7z B L OF L3 58 [37.8TC
PLk]L WO T H RO USRS b T . WS, M
I (2000 43 BA B G N — 2 5 4 ¥ THEIFRZ AT 55813 — 2
T4 Y20 o) . AREE S fE (9 3% SR AT 7212
93% LN F & 72 B A, BEHEAHG O 72 7 A A R RN Wk
KU B, JEIR A BEASHERTE 2w E 12k, RT-PCRT
RS A )V ARG AHER S, XA T 2O Ao b b Y é
IZRSV-LRTD & i L 720
11:2)RSV-ARD®EF#E. RT-PCRIC X YRS™ £ )V A EGensfg il S, DL
T0 ) B1DLL EOSER BAEOFHIFEBL T TEAL 2485 B DL i
THI L Lk, AP S, WEEDE. RE[37.8CLLL]. B
i, B (2011 / 43 Db SE N — 2 5 4 ¥ CTHIIR 2 A 5541
N=AF A H 520/ 5P EOBIN) . ARFESE ME (523K S 235 72

WZ93%LLF & 72 27 BRFEABFE OFT 72 e M ST RETE OBEI) o Wik

R, WL RIS, EE, R SR

F1 MR E» 512 Ak T T2 I3 L EGERBE» 310 &
N B RSV-LRTDWIMISHE DT B2t 3% 7 27 F ¥ A %0 (AT
(EBENT) . F—% F v b+ 720224E11H30H)

ARFI#E 75 R
(N=17,572) (N=17,516)
20 PLLIEIR Bl A%i230 5 A RSV-LRTD
20 PLRAEAR B 23320 5 B RSV - _
LRTDOMM DS & 7R, n(o) | 00 % (03D
N = RIS T 27 F VAR (%) 83.7
(a PR TIHI95 . 88% 15 HEIX 1) (66.0, 92.2)
3O LU LSEIR Bl Ati2%0 5 L HRSV-LRTD
3O UL RAEIR S B AR Y S5 HRSV-
LRTDO#FFAEAS A S N AEFEL (%) 3 (0.02) 17010
NI = FIHAZIED LT 7 F AR (%) 82.4
(o AR T 196 . 36% 15 WX [H]) (34.8, 95.3)

INRRZPOEE =4

)T 7 F AL 100 % [1 - v — FIEmRNA-1345% 7 52 R)] (%) & L
T2 T2 F VATIVER OSE OASHEK ENE. WEAE 2L o RGBT (AR R IX 45 B O
LRTD®D V) R 7 HF O ) THAE L 72 Cox kI N — FEF V& HWTH
W7o b, ¥4 7 —% (A—B I E U A XY 57— %) IZEfron# TILY
Weotze Fow BEREE. 7y M TSI BT A4 X2 b ORISIEBI K
3 { Lan-DeMetsi %% B 4% (Pocock ) DI BLIZ & 0 551 L 72,

18. FExhIRIE

18.1 1EFAH#RE

KHNE, RSY AV A OBAHILEALFRE Y > N7 Ea—FF X7 LA
¥ NBfii X v v Y v —RNA(MRNA) 2 A L72IREF /BT 2 aH7
%o MRE T 7R TIC & ) mRNAZSE BRI % E S -, Mk
WZHEBLL 72RS™Y A v A DRUVE TR EALFRE & > 28 7 BU eI X v 44
EHUE & LT E . RST ANV AY T A 7 AR OBHAGUEIGE, i
NZRST A W AFHE & ¥ 28 7 BN 22 1R~ OV X — THIE F [ C D4Ry
HETHIN K% O CD8F E THIRIS 5253 SN Do TN OV RIG 2 50
PEIREDOFED, RSY A NV AN X B EYHED TR HFE5 T EZbND,

20. BURV EDEE

20.1 HMEBE B IGEL L TRAFT 5 2 &

21, EERRMG

211 PEahY A 7 A RIETI 2 RE O b WYNIFERT 2 2 L.

22. A%
YU ¥y 0.5mL 1K

23. XEXW
1) Wilson E, et al. : N Engl J Med. 2023 : 389 : 2233-2244

24, XHGEKRERVHEHVEDES
TN - VoSO RARHE BN 5 —
T105-6023 HUHBIEDOR /MU T H 1L
7)) =AY 0120-793-056
MM 91 00~17 : 30CEHALH - WLtk H &£ <)

25. RERfEFT LDER
AANIPRBAGH DX R & 137 5 % CEAEHEFRIGR) -

26. REHRTEES
26.1 SEEARSETT (BAA)

EFIVF I\ UBARH
T105-6923 BRFEBEEAE./PINT B1EIS

RSN



Moderna mRNA-1345
1.82 ZIRENIIZIE (R). HIEAOHE () & ZOREMRIL RSV Older Adult

1 FEEXIEIHR (F) . AZERUVHAH=Z () LZDERTERN
1.1 FEEXIETHIR (F) L ZDERTERM
1.1.1 BEXIEIHME (F)

mRNA-1345 OFHESITZIR (B) ZUTOLEBVEE L,

RS 7 A )L AT L B IEYGIE DT

112 ZEEXITHR () OFRERML

mRNA-1345 |3, RSV 7% 17 A (RSV-A) #k (RSV-AA2 #K) ([ZHIRT DT > 1 —B D
RSV OB ERIEEF # v /3 E % a2 — KL/ LNP A mRNA V7 F o THDH, FZ U378
FICRAATES & B A RSO 2 FEOMIENFET 2, MAERTEIL, MEERMIE~OMHEIEL
{b% i@ U CTE FMRA~ORAZRET S, FZ /37 EX, RSV-A KRSV 7 %17 B

(RSV-B) Djlih 7% A4 FTHRAFENREL . 7 2/ BESIEIROK) 90%R3[F—CTh 5, @A ik
X, PRPIREZFETHZ L NMONTVWEETOZE h—7%4 L, RSV IEFE%OTFIHT
RISE DO FEIFER)TH 572N L7z (Crank et al 2019, Graham 2019, McLellan et al 2013,
Ngwuta et al 2015),,

mRNA-1345 [, HRGEISE R OESEINE 275 L, RSV-A KO RSV-B & 19 5 Hifk
DEAZFET D, MA T, RSVF & /37 ERRA) 72 CDA Btk 1 Bl L/ S—T fifld (Thl) K
Y CDS PRI ENE T Ml (CTL) OfFELTEMEALEZ 725 L, v A LV A RYSHIE 2 PEbR 4
%o T OIEFEFIZ L Y. mRNA-1345 28 RS ¥ A /L AIZ X B IRYYE DFRIE 2 T 154 5 0 B
WHIfFE LD,

AANZ ST EBILFE S 2/3 MR (mRNA-1345-P301 7kBR) TiE. BBRFEMFHEEICES L
To A PR ST REE ] (35,088 f51) D 5 6, H:FE 14 BiE05 12 A% £ TOIRIEF] 4 % 41Z,
RS 7 A )V AJEGIZ L D FRIEF A (RSV-LRTD) OHIEFRAED TF (EEFHEEE) . K ORI
OB ERE . (RSV-ARD) OWIEFIED TBL (EEARIKFHIEE) 25 L7z, £D
FE. 2 OLLEIEIR 35880 545 RSV-LRTD D3EIEFIE mRNA-1345 BET O, 7T &R
BECSSBITHY . 77 8RITHT 2D mRNA-1345 O U 7 FUHHHE (100X [1—~H— Rt

(mMRNA-1345 5t 77 &) (%)] 13 83.7% (o diZEEZ M 95.88%CI : 66.0,922) Th-o7z, F

7o 3 DLLEIER 378D H i1 H RSV-LRTD OFESEHIE mRNA-1345 BET 3 5, 7 B REE
TI7HICTHY ., 77 BRIZKT S mRNA-1345 DT 7 F 50T 82.4% (o FREE 14 i
96.36%CI : 34.8,95.3) Th 7o, ZNDHITWT NG HERNIHIE LI ERE (V7 F - HOMED
o FHEEML CT O FRREA 20%% kA1 %) Zii7- L7z, £7-. RSV-ARD O FRhICkt+T 607 FF
ZhPENE 68.4% (95%CI : 50.9,79.7) TH -7,

7k, ERERAERIEE 2/3 FARBRIC IV T H AR AR CIEBR I M I & L 7oA 0 R
XU NI o7 b DD, mRNA-1345 OHEEFER Day 29 (238D HALTZ R RIFURIGE X, SME B
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Moderna mRNA-1345
1.82 ZIRENIIZIE (R). HIEAOHE () & ZOREMRIL RSV Older Adult

BRFE TR BN P RIPUARISE & RO EA-Ch o7z, KEF 1 FHER (mRNA-1345-P101 7%
Br) Tk, BANEESEE (6070 L) (2 mRNA-1345 100 pg ZHEHEE L& 25, HH
DAOFEGEH 7 FRPUAISE D FFE S e, 2D ORIEFHEORE RIS, AAANTH mRNA-
1345 DA ZPENIIRF S iz,

TRMEIZOWNT, 2 ORER CIXRIME L NEFEORFERIUSFRO iz, LT,
—@BETH Y, BENLFEETH o, P01 R TOLEMEORERIX, BANEM & 2RE
HT—H& LT\,

PLEX V. mRNA-1345 OZhEEXITIZNE (2) % RS VA NV AIZKDREGUED T E%EL
776

SE Xk

Crank MC, Ruckwardt TJ, Chen M, Morabito KM, Phung E, Costner PJ, et al. A proof of concept for
structure based vaccine design targeting RSV in humans. Science. 2019;365(6452):505-9.

Graham BS. Immunological goals for respiratory syncytial virus vaccine development. Curr Opin

Immunol. 2019;59:57-64.

McLellan JS, Chen M, Joyce MG, Sastry M, Stewart-Jones GB, Yang Y, et al. Structure-based design of a
fusion glycoprotein vaccine for respiratory syncytial virus. Science. 2013;342(6158):592-8. Erratum in:
Science. 2013 Nov 22;342(6161):931.

Ngwuta JO, Chen M, Modjarrad K, Joyce MG, Kanekiyo M, Kumar A, et al. Prefusion F-specific
antibodies determine the magnitude of RSV neutralizing activity in human sera. Sci Transl Med.

2015;7(309):309ral62.

1.2 BHERUH=EZE () EZDRTIEMR
1.21 BERVHE=E ()
mRNA-1345 OHEROHE (8) Z2UTOEBVEE L,

60 LA EOFIZ, 18 0.5 mL Z i NWNICHERET 5,

122 HBAERUVA=E () OFRTIRN

KIEH 1 FHERER (mRNA-1345-P101 3BR) Tid, AME RS #E (65~79 %) Z X4
FEHIFA D mRNA-1345 & (12.5. 25, 50, 100 2 Tr200 ng) % H[EIFGRANEERE (0.5mL) L7-&
Confidential Page 2



Moderna mRNA-1345
1.82 ZIRENIIZIE (R). HIEAOHE () & ZOREMRIL RSV Older Adult

EOZRMER O RVEA M Lo, B5FE 1 » A%, RSV-A JX OV RSV-B (Zx19 % R IAAm X
ETOHERTLES L7, mRNA-1345 @ 25, 50 LU0 100 pg BEM CHUAMIXRIRE CTH - 7=

23, 12.5 pg BETITAR <, 200 ug BETIE@m D o 7o, BHGRSERTHERICMEZIZFE A EA LN
Molz, FEEMICINZ., SEREORISEMET T 7 7 A Vb L, mHE (T7hbH 100 &
V200 pg) 1E. A& (F72b5 12,5, 25 KUN50 ng) (S TREE RIS O F BUERE A3 7> -
Tme T XD RFHEGIEINE R ORGS0 7 7 A VDR T U ZADF RIS E | R Z LR
B¢ 5 EBEHL RIS 2/3 FERBRICHETPI2 720 . mRNA-1345 50 pg D H[REERE IR S 7z, B
MIEFE L A 2 SRS 2187 — 2 1%, SKES 1 AR (mRNA-1345-P101 #X8R) THME A
FEFFAERR N (18~49 1%) ZXRIiTbZ2 » A KN4 » ARG To 2 [BE L3 B HO
mRNA-1345 U 7 F LV BREOFHEN S AL TR Y | BEREEEK AL CH, HEEER &
THLIE ARG B L72Ro T,

EIBRILFEE 2/3 FARR TlE. 60 kL EORA Z X512, mRNA-134550 pg (0.5 mL) % Hi[Alf
WNEERES 5 Z & & L, #Br#E % mRNA-1345 #3077 B REEC 111 OFIE TEESIC DH
Fio, EEEFHGE AL, B 14 HEDD 12 5 AR E T2 2 DXL 3 DB etk /B3 780
A5 RSV-LRTD HJEIFEJED T BHIZ%S 95 mRNA-1345 DT 7 F 580 L Uiz, 25X 3 DL
IR A AR D B4 D RSV-LRTD FIHIFAEIZF51F 5 mRNA-1345 BFED 7 T B RBEIxT 5 U
7 F AR, FIEI 83.7% (o FHHEZ 1] 95.88%CI : 66.0,92.2), 82.4% (o FH4E% Mif]
96.36%C1 : 34.8,95.3) T& Y, mRNA-1345 OFMEN RSz, 7ods. AARAPEERE ClRERE
B F =S LA MR A X M EAR 0 o 72 H DD, mRNA-1345 OFEfE% Day 29 (12388
BV PRIHUARIRNE L, AME RS TR b PR AIRE L ARRE Ch o7z, £, &R
PEIZDUNT, mRNA-1345 50 pg O HRHEFEIL, FE RIS DI BB D> & FOSJRYE A ATHE
T, BT 7 7 A VHIFRWRRTH Y . HARNER TOR LML RIT LMD R &
—HBL W LRI,

72k, KRE 1 MHREE (mRNA-CRID-001 #%) Tl%., mRNA-134550 pg O HEHEREIZ LY
Thl %A b A L &FEAET H RSVF Z /X7 B CD4 ik K OY CD8 [tk T Ml 235538 S
D2 LR EA, HEEGE ORILHTR S 7,

PLEX D, mRNA-1345 OFEROHE (£) %2 [60 MLl L& 2, 15 0.5mL & RN
95, &L,
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Moderna

183 B EORE () ORTHEIL

mRNA-1345
RSV Older Adult

1 EELDIE () OXRERNI

BEEEOEE (B

BUEIRIL

2. PEFEANIE M E (THi#EREE 0T D 2 LY TRVE)

2.1 DR AE R L TVWDHE

22 BHERAMEBIZI N> TS Z ERHLNRE

23 REIDORFNCESTTF 74 TF o —2 B L2 RNHDHZ ENHL
M7 [9.1.3, 9.1.5, 11.1 ]

24 LEICHEBIFAEDIEN, THEEREZIT

T EBAREY IR EICH HE

TRIEREE LR, T
By mi s g TR S —
2} OY Company Core
Data Sheet CCDS0002
(LLF, CCDS) (23
DERE LT,

5. BRESUTRIRICBE T H1EE
5.1 AFIOHROFHEIEICEET 27 — 2136 Ty,

CCDS ICHSXEEL
7.

7. BiELOCHEICEET A EE
7.1 [FHEFEEFR

EEIN ML L RO 7=
%, [14.1.1 28]

i, oo T s F o L RIRHCEERE TS Z LT

TE WP S it A M O
BN B0 0 F o OPEfE
MR AR DIRAT SCED
MEA EoEE] omW
STV T (BFF2F
2 A 28 Hf 3425
0228 % 5 &) IZHOx
RE LT,

8. R FARMIER

8.1 AFNL, TPRHHfE MR f O NEMPEAEEMEE) (12
R+ L,

LT

8.2 MRHEFEF (T OVNT, HARAT
) ko THREERIREEZHA~D 2 &

TR, RIEL R
[9.1 /]

(&2,

L4I117

8.3 WRHEMEHE I DI T, BN B IE MR R T SRR
EIHRICRD, £, %@%@@% EHLCHEE L, %%@ﬁﬁﬁf&@
FIHOZEAL, S HIZEE TOWNAFEDREERZ & LI285E1203,

HRINNTIERI OB R 23T 5 L ) FANCmbED Z &,

8.4 U 7 F ML 2 XATHARR (ZIESIC & 2 D RIVEROR 2 3 T i A 2R A
PREST &L LTERMDR D ODOND Z LD D, KM K DEEE 28T 2
7o, PR —ERF T b 572 & L LT o RB 2 Blg T
LTENEELLY,

AFNL, BT SN
BURI R O 31 1 A 52 it
SERRICYEML L CHRE 3
DT EMBRRIE LT,

T B EE R S A R Al K O
TE S B 52 e LA | 2
DEEE LT,

TR R S fi KA e OF
T MR A S Jit LR
g.( ’_./:E_’[/t_o

CCDS K OaIK D ifsft
LEORHEHIZFESEH
E LT,

9. FFEDE REATHHICHT HIER

9.1 HFEEEES HROHM 2T I L, HEEETHH)

WREEREE DR DO WTNNICEEYS T D LB DDA, FEEEIRRE K&

[ONIN=Rd PN ﬁﬁ&@%@‘ BOHWT 2 EEIZATV, TR O M

£¢\wﬁﬁ HHAMEIZOW T3 21TV, FEEMEICE- B
EBLTCHRET S Z &, [82 5]

9.1.1 WBEIZRIEREDZEN 2 SN TV DE KON E 1T R R
EREDEHE BN D H

KANZKT 2 RIBINEMET T 2B ZND0H 5,
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Moderna
183 #M EoEE () ORERM

mRNA-1345
RSV Older Adult

(9.2, 9.3 &/

9.1.3 TRIHARE CHIER 2 HUNICHRD H b T-FH K OEHERIE %D
TUNAX =% IOIEREZE LT ENHLE

[2.3, 9.1.5, 11.1 ]

9.1.4 WMEIZTVNADEEDH HFH

9.1.5 AKIORSICRI LT, TUAXF—% 2T 5BFhObrHE

[2.3, 9.1.3, 11.1 &}4]

9.1.6 IM/MRIBAESCEEEFE 269 28, JrbeERIEZITL CWDF
RANEREIC LY T2 B8FNNnd 5,

9.2 BRI EL AT LH

BREEEETH D, [9.1.2 BH]

9.3 HikmEREL AT 2%

BREEEETH D, [9.1.2 BH]

9.8 rlinE

PEREIZ 87z o Tk, MIREZEEICITV, g O EL 471
BT HZ b, —fRiIC, AFEEMETLTVS,

BEELFOEE (B B ERHL
9.1.2 DRI A BRI, B R, IR, MR BSOS R AR | WA 325 B0 2 S
T5%F DEHRE LT,

TE WP St A | A
SEHRE LT,

TE M B R 52 s B AH L 2 H
DEHRE LT,
TE 1 el 52 e L | 2
SEHRE LT,
— BRI EEELE L
THRE LT,
E 1 el S e L | 2
SDSEERE LT,
E 1 e S e B | 2
SEHRE LT,
— PR EEREE L
THRELT,

11. BIE&
WORIIENH BN DZ ENHDHDT, Bl
D ONTLEEICE, BURAEEITY L,
11.1 ERAREIG

vav s, THF74 7%y — (OWTRLHEEARF) [2.3, 9.13, 9.15%
iy

TATV, BRE DGR

—WRHINC D 7 F T
RIS 2 LR
EZi, BELIEGE
WCIXEE R E - L
LDERENND DL Z LD
b, oOU 7 F o Ou
MXEEZBZEBIHREL
7=

11.2 % O ORI

10%24 1~10%KH | 0.1~1%FKHE | 0.1%EKHE
MEB LY | WRERER - fR
VRRREE EEA R
iR R B FIEpRaR 4 T R
H e FEL - MM 2
&R L O U ARE
T Lk I
EMRB X | A Y, B
ONE ARk | five
— o AHPE | EFHAET | TS ERALALBE
ERBIOEE |9, Ey o, |9, EHREAr
ERAL AR RE E AR - RS

A FEEL Y

a) BRARERBRICI W CTHEA HEKIC J 0 IR L 72 RIS DS B EE

ERELLF S 2/3 tHFER
RIS EHREL
776
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Moderna
183 #M EoEE () ORERM

mRNA-1345
RSV Older Adult

BEEEOEE (B

BUEIRIL

14. A ELOEE
14.1 FEHNEFEEFEOEE
14.1.1 BEFERS

(1) BEARTIC, Y L CmEE (2~8°C) TH 100 4y, UTHEIE (15~
25C) THI40 0 TR A 2 &, E72. MR ICHER LW
L, IR TOMERITHBEIZE S 20V &,

1]

CCDS I[ZHDXHREL
776

() AT CHIUE, Mo, HE L T 2~8CTHE 30 HIf. 8~25C
ThE 24 FRET 22 M TE 5, ZOHBWIZHER L2 WEGEAIT,
BESLHZ L, T, WTNOBAELAHIRINICHERT 5 2 &,

3) FEHRNCFIRICE L TR Z &,

4) AHNEFRS RN &,

(5) AR ahoU 7 Fr LIRALTERLRN &, [7.1 K]

(6) AR ZMOBALIRELIZ0 ., WRLZY L &,

L, BEZRDEZLOIIEHA LN &,

(8) AFNIRFAZEH L TR, ) PDxy v 7244 L5
EHIZERT D Z L,

14.1.2 BEREEL

I TR L,

(2) HfE - MREA~DOEEEZBET 572D PRt RICEET D Z &,

- FHRIIFANERICE S E ST, MR, 0E. BEOHA THLERICE
ELRWE S, SRS o L CGEUARHEEZRET D 2 L,

© MRGEITEHNL A RET D Z L,

(7) FEHENZ U o DR IR E SR OZE L e 2 & % B CHER

(1) @%, LRI mAaNERE TS 2 L, BRI, BN BCR A~

CCDS [T XFHIEL
72 £T2. UIF D
ZEMICET DA K
74> (WHO. TRS
No 962, Annex3) @
HELIZHEV . mRNA
M ZfRRE & LT
T HRAFSIFITKRTT D
Minimum Release Limit
(MRL) Z=HEE L,
MRNA #HiE D HIE N T
HHZEEMHER LT,
MRL OHEEIZH W
MRNA #iE DK K
WX B> X OHEEME
X, FIHAIREZR 3T
D722 TEMERRBR R | S
>5<,

CCDS [CHxzFE L
77

CCDS IZHDXHEL
7=

CCDS IZHDXHEL
7=

CCDS [CHxzFE L
77
CCDS |2 XHEL
7=

CCDS [ZHEDEHRE L
7=

CCDS I[ZH-ox, *

7=, U F UK D—
W E L CRREL
77

U7 F B O — iy
FEHEE LTHRELE,
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Moderna

183 B EoREE () ORTEHEIL

mRNA-1345
RSV Older Adult

BEEEOEE (B

AR ERYL

s ERESERIALZE & WIROFASLMBOWFAZ LN THE A
il atkE . Mz r2 THEF T2 2 L,
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Moderna mRNA-1345
1.9 — AL FRCER D 3CE RSV Older Adult

1 —ROBTRICERIXE

KAV, AR RAIEENGR T Edm H TH Y . — AP (JAN, INN) (22725 SCEIE72
Uy,

B, AMFRIRAIELREIC ST 5 TELEAIZ, [RSTYALVARNATY I F ) Thh,
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Moderna mRNA-1345
1.10 #HE - BIEZOEEEEEHOE LD RSV Older Adult

1 BE-BHEZFOEEETEHODFELD
(k%4 -84 |RS AL ARNATZFo

His=, RS A-ZRNAT 7 F i, RSV A7 (respiratory syncytial vims, RSV) OBESEEEFES - B o— FT HoRNAT®H 5. *
Zhee - ZhAR RS 7 A WA X HBESFEDTPh
R - HE 60 MLl Eo#FiC, 13 0S5mL #HRAIcERET 5,

Confidential Page 1
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Moderna

1.10 3K - B3RS

mRNA-1345

DIETEHEEEROE LD RSV Older Adult

BIEEEE DFRE

il Je OF

HEY - oy

(JFUR) RS VA L ADEERIZE(L F Y /37 B % 22— K42 mRNA
(A = AL AETHEYY Y (RS VA NADBAERIZEN F Y Xy
'E % a— F9 % mRNA % 0.050 mg/0.5 mL &47)

ATz, IBEF ki (LNP) ZHAW/ZmRNAUZFo 7Ty h 74— TH
LB PR EZa— F1T2 mRNA V7 F oz An=aRBoE Lz R,

aEE (EEERS5EMN)

LR D BRFE B
B L
IR B P
7wk 1 10.3 mg/kg > 150 pgh
i > 5.2 mg/kg > 150 ug"

* :mRNA & LT
D4 3% 6 MM KA RS EERER Q BEEME TR 4 B#RE) OfEFRICHES<

BRMEE (RERSEN)
BE BE | BEER: | EEiE

v

DR | | me | agE) | ggE) | P

Fv b | 3~4Mm/ | FHAN | K150 | 150 B GO OFTBE R OV IE, (RIR -
238D H . B G ORNE S B

DGR REMEER R YA S hA
HEIN, N - IR - BIREEO
BN, BWEEALOIEE, U o3
DR, 5L OIRE MRS

ﬁz,i
o S, U SR FE SN K
ONRA MRS AE, s GRIBIAR
JEIBH Y > XER)  oOfia 8 FEMEAR
T, B REMATE AN, A
ZERUL RO v S —HFaE R
WP OFT R S [EEMIME T ET
V2B & 2 W R & 7R L
7
*:mRNA & LT
DDay 1, 15 XT829 H DN d Day 1, 15, 29 K143
LLFIZ, mRNA-1345 Z W2 OFER 2=,
s EHERS5EN)
B P B 5B WG D BT B
7 b T N >100 ug? (>0.40 mg/kg?)
i N >100 pug" (> 0.40 mg/kg?)
* : mRNA & LT
D 3 M R P G R e O JFERBR (2 %5 : Day 1 218 22) OfEHRICHESL,
2D Ty MEEZ250g & LT- L X O G EHEE
Confidential Page 2



Moderna mRNA-1345

1.10 3 - BERE R EREEROE & RSV Older Adult
FaMENE (RERSSEH)
®y5 | 85 BEE* | mBHE _
f.
L T Ty S I ERPIR,
Fw bk | 2E/ | AW | 0. 98 98 ¥ B E S O RLBE L O
3D (0.39 mg/kg?) B HGERNL D P IE SO (2 B
T HEERMRAMA T, 5
LI RE L BEE 3 2 AR M
OV BRAR AR S0 AT AL
*:mRNA & LT
D Day 1 T8 22
) Fy MEEX250g & L7- L & 05 BB
10%2A & 1~10%A55 0.1~1%KM | 0.1%KR
MRS LY >8R IERE - M
PAEEE e
e R b GEP P R
H R B - M@k o
6 g%g;v&?@ U A S
ik s =
HERRBLON | Bk o, BN
AR FER
—i% - BHEER | EHEAERE | R
K OBEEERAL O |9, JgH 9, B |9, EHAAE
HE £ IE - WAL © 3
AR
a) BERRBRICB W CET BRI X 0 INE LRSS D F BRAEE
s EBTNF - D SRSt A A
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Moderna mRNA-1345
L12 IRfTER—E RSV Older Adult

B3 (EVa—IL3) - REICEIEIXE HRHEN-—E

RS _ _ _ A
- 54 b oA RIS | WA |
3 3k (EY=—/13) : MBICHT b L
3.2 T —H XITWEE
3.2.8 JRE
3.2.8.1 — xR
3.2.8.1.1 _ [3.2.8.1.1 Nomenclature {mRNA-1345 RNA} - - - ERali]
32.8.1.2  [3.2.8.1.2 Structure {mRNA-1345 RNA} - - - ERali]
3.2.5.1.3  [3.2.8.1.3 General Properties {mRNA-1345 RNA} - - - ERai]
32.8.2 ik
3.2.8.2.1 3.2.8.2.1 Manufacturer(s) {mRNA-1345 RNA} - - - Sl
3.2.5.2.2 3.2.S.2.2 Description of Manufacturing Process and Process Controls {mRNA-1345 RNA} - - - Sl
3.2.5.2.3-1 [3.2.S.2.3 Control of Materials - Starting Materials {mRNA-1345 RNA} - - - Sl
3.2.8.2.3-2 [COA-6380 Aldevron , PN 10707 - - - FEA
3.2.8.2.3-3 |QER-0344 BSE TSE - - - Sl
3.2.8.2.3-4 |QER-0381 BSE TSE - - - Sl
3.2.8.2.3-5 |QER-0714 BSE TSE - - - Sl
3.2.8.2.3-6 |QER-0715 BSE TSE - - - Sl
3.2.8.2.3-7 |QER-0716 BSE TSE - - - Sl
3.2.5.2.3-8 |QER-6509-COA - - - FEA
3.2.8.2.3-9 [QER-6510 CoA - - - Sl
3.2.8.2.3-10 [QER-6511 CoA - - - Sl
3.2.8.2.3-11 [QER-6512 CoA - - - Sl
3.2.8.2.3-12 |QER-6513-COA - - - Sl
3.2.S.2.3-13 {3.2.S.2.3 Control of Materials - Raw Materials {mRNA-1345 RNA} - - - Sl
3.2.5.2.4 3.2.S.2.4 Controls of Critical Steps and Intermediates {mRNA-1345 RNA} - - - Sl
3.2.8.2.5 3.2.S.2.5 Process Validation and-or Evaluation - h Process Validation {mRNA-1345 RNA - - - R
3.2.5.2.6-1 |[3.2.S.2.6 Manufacturing Process Development - Process Char. {mRNA-1345 RNA} - - - Sl
3.2.5.2.6-2 [3.2.S.2.6 Manufacturing Process Development - Manuf. History {mRNA-1345 RNA} - - - Sl
3.2.5.2.6-3 [3.2.S.2.6 Manufacturing Process Development - Comparability {mRNA-1345 RNA} - - - Sl
3283 Fetk
3.2S8.3.1 3.2.S.3.1 Elucidation of Structure and Other Characteristics {mRNA-1345 RNA} - - - A
3.2.83.2  [3.2.8.3.2 Impurities {mRNA-1345 RNA} - - - ERai]
32.8.4 JRIEDE R
3.2.8.4.1 3.2.8.4.1 Specification(s) {mRNA-1345 RNA} - - - Sl
3.2.5.4.2-1 |[3.2.5.4.2 Analytical Procedures {mRNA-1345 RNA} - - - Sl
3.2.8.4.2-2 |3.2.S.4.2 Analytical Procedures - % Capl {mRNA-1345 RNA} - United States - R
3.2.5.4.2-3 [3.2.S.4.2 Analytical Procedures - %PolyA Tailed RNA and %Tailless {mRNA-1345 RNA} - United States - R
3.2.5.4.2-4 |[3.2.5.4.2 Analytical Procedures - Appearance {mRNA-1345 RNA} - United States - R
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3.2.5.4.2-5 |[3.2.S.4.2 Analytical Procedures - Bacterial Endotoxin {mRNA-1345 RNA} - United States - R
3.2.8.4.2-6 |3.2.S.4.2 Analytical Procedures - Bioburden {mRNA-1345 RNA} - United States - R
3.2.8.4.2-7 |3.2.5.4.2 Analytical Procedures - Identity {mRNA-1345 RNA} - United States - R
3.2.5.4.2-8 |3.2.S.4.2 Analytical Procedures - Total RNA Content {mRNA-1345 RNA} - United States - R
3.2.5.4.2-9 |3.2.S.4.2 Analytical Procedures -mRNA Purity and Product-Related Impurities {mRNA-1345 RNA} - United States - R
3.2.8.4.2-10 |3.2.S.4.2 Analytical Procedures -pH {mRNA-1345 RNA} - United States - R
3.2.5.4.3-1 [3.2.S.4.3 Validation of Analytical Procedures {mRNA-1345 RNA} - United States - R
3.2.5.4.3-2 [3.2.S.4.3 Validation of Analytical Procedures - %Capl {mRNA-1345 RNA} - United States - R
3.2.5.4.3-3 [3.2.S.4.3 Validation of Analytical Procedures - %PolyA-%Tailless {mRNA-1345 RNA} - United States - R
3.2.5.4.3-4 |[3.2.S.4.3 Validation of Analytical Procedures - Appearance {mRNA-1345 RNA} - United States - R
3.2.5.4.3-5 |3.2.S.4.3 Validation of Analytical Procedures - Microbiological Tests {mRNA-1345 RNA} - United States - R
3.2.5.4.3-6 [3.2.S.4.3 Validation of Analytical Procedures - Identity {mRNA-1345 RNA} - United States - R
3.2.5.4.3-7 |[3.2.S.4.3 Validation of Analytical Procedures - Total RNA Content {mRNA-1345 RNA} - United States - R
3.2.5.4.3-8 [3.2.S.4.3 Validation of Analytical Procedures - mRNA Purity {mRNA-1345 RNA} - United States - R
3.2.5.4.3-9 [3.2.S.4.3 Validation of Analytical Procedures - pH {mRNA-1345 RNA} - United States - R
3.2.5.4.3-10 |[MQR-0519 Final Report- Endotoxin Method Qualification for Drug Substance PN 40144 CX-032753 - - - FEAT
3.2.5.4.3-11 |[MQR-0544 Report Final Filtered Drug Substance Bioburden Suitability for CX-032753, PN 40144 - - - FHA
3.2.5.4.4 3.2.S.4.4 Batch Analyses {mRNA-1345 RNA} - United States - R
3.2.8.4.5 3.2.S.4.5 Justification of Specification {mRNA-1345 RNA} - United States - R
3.2.8.5 TEE T S SN
3.28.5 3.2.S.5 Reference Standards or Materials {mRNA-1345 RNA} - | - - l R
3.2.8.6 P X OiAe %
3.2.5.6-1 3.2.S.6 Container Closure Systems {mRNA-1345 RNA} - - - Sl
3.2.8.6-2  [QER-1252 Drawing MIL0O010L1721599 CA REV2 PN-20595 - - - FEAT
3.2.8.6-3  |QER-9711 21147 Drawing - - - Sl
3.2.5.6-4 MST-TR-0235 Extractables and Leachables Risk Assessment for Commercial Vaccine Production - - - FEAT
3.2.5.6-5 MST-TR-0293 _ Drug Substance Simulated Leachables and Leachables Screening Summary - - - FFA
3.2.5.6-6 MST-TR-0459 Product Equivalency Assessment for Extractables & Leachables - - - FEAT
3.2.8.7 ZENE
3.2.8.7.1 3.2.S.7.1 Stability Summary and Conclusions {mRNA-1345 RNA} - - - FTAlG
3.2.8.7.2 3.2.8.7.2 Post Approval Stability Protocol and Stability Commitment {mRNA-1345 RNA} - - - A
3.2.8.7.3  [3.2.8.7.3 Stability Data {mRNA-1345 RNA} - - - it
3.2.P %) (LMX-100)
32P1_ |BAR O
3.2.P.1 3.2.P.1 Description and Composition of the Lipid Mixture {LMX-.} - - - IR
32.P.2 B 5 D RE A
3.2.P.2-1 [3.2.P.2.1 Components of the Lipid Mixture {LMX-.} - - - FTAlG
32.P2-2_[3.2.P.22 Lipid Mixture {LMXJ; - - - Il

Confidential Page 2



Moderna mRNA-1345

LI2 IR B —5 RSV Older Adult
N7y _ =
N 5 4 b on e e e A
3.2.P.2-3 3.2.P.2.3 Manufacturing Process Development {LMX-.} - - - Sl
3.2.P.2-4 3.2.P.2.4 Container Closure System {LMX-.} - - - Sl
32.P3 Bilbey
32.P3.1  [3.2.P.3.1 Manufacturer(s) {LMX- "\ - - - ERali]
32.P3.2  [3.2.P.3.2 Batch Formula {LMX-Jilf} - - - ERali]
3.2.P3.3 3.2.P.3.3 Description of Manufacturing Process and Process Controls { LMX-.} - - - FTAlG
32P34 3.2.P.3.4 Control of Critical Steps and Intermediates {LMX -} - - - A
3.2.P.3.5-1 |[3.2.P.3.5 Process Validation and/or Evaluation {LMX-J’} - - - A
3.2.P.3.5-2 |[PV-VAL-RPT-0009 Process Performance Qualification Summary Report SM-. LNP (PN 50074) - - - AT
3.2.P.3.5-3 [PV-VAL-RPT-0066 - Process Performance Qualification for SM- LNP Kit E (PN 50074 - - - A
32P3.5-4 PV-VAL-RPT-0089 - Process Performance Qualification for SM-iLNP manufactured at - _ i i T4
(PN-50097)
3.2.P.3.5-5 [PV-VAL-RPT-0113 - Process Performance Qualification for SM-. LNP Kit 8 (PN 50074) - - - Sl
3.2.P.3.5-6 [PV-VAL-RPT-0161 Process Performance Qualification Summary Report for LMX4 PN 50150 - - - Sl
3.2.P.3.5-7 [PV-VAL-RPT-0168 - Process Performance Qualification for LM X manufactured at (PN- - - - Sl
32.P4 Ik =2
- AL [ - - -] -
32P.5 Pk
3.2.P.5.1 3.2.P.5.1 Specification(s) {LMX4 - - - Sl
3.2.P.5.2-1 |[3.2.P.5.2 Analytical Procedures {LM X} Introduction - - - Sl
3.2.P.5.2-2 [3.2.P.5.2 Analytical Procedures {LMX-Jll} Appearance - United States - R
3.2.P.5.2-3 [3.2.P.5.2 Analytical Procedures {LMX-Jll} Lipids identity, content, purity - United States - R
3.2.P.5.2-4 [3.2.P.5.2 Analytical Procedures {LMX-Jll} Particles size - United States - R
3.2.P.5.2-5 |3.2.P.5.2 Analytical Procedures {LMX- pH - United States - R
3.2.P.5.2-6 |3.2.P.5.2 Analytical Procedures {LMX- Osmolarity - United States - R
3.2.P.5.2-7 |[3.2.P.5.2 Analytical Procedures {LMX-Jllll} Residual solvents - United States - R
3.2.P.5.2-8 [3.2.P.5.2 Analytical Procedures {LMX-Jll} Bacterial Endotoxins - United States - R
3.2.P.5.2-9 |3.2.P.5.2 Analytical Procedures {LMX-Jlll} Bioburden - United States - R
3.2.P.5.3-1 [3.2.P.5.3 Validation of Analytical Procedures {LMX-Jll8} Introduction - - - Sl
3.2.P.5.3-2 [3.2.P.5.3 Validation of Analytical Procedures {LMX-Jllll} Appearance - United States - R
3.2.P.5.3-3 [3.2.P.5.3 Validation of Analytical Procedures {LMX-Jl} Lipids identity, content, purity - United States - R
3.2.P.5.3-4 |[3.2.P.5.3 Validation of Analytical Procedures {LMX-Jl} Particles size - United States - R
3.2.P.5.3-5 |3.2.P.5.3 Validation of Analytical Procedures {LMX-Jl} pH - United States - R
3.2.P.5.3-6 [3.2.P.5.3 Validation of Analytical Procedures {LMX-Jl} Osmolarity - United States - R
3.2.P.5.3-7 |[3.2.P.5.3 Validation of Analytical Procedures {LMX-Jll} Residual solvents - United States - R
3.2.P.5.3-8 [3.2.P.5.3 Validation of Analytical Procedures {LMX-Jlll} Bacterial Endotoxins - United States - R
3.2.P.5.3-9 [3.2.P.5.3 Validation of Analytical Procedures {LMX-Jll} Bioburden - United States - R
32.P54 _|3.2.P.5.4 Batch Analyses {LMXJJ} - - - ERI
32.P5.5 _ |3.2.P.5.5 Characterization of Impuritics {LMXJJL - - - ER
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32.P.5.6_ |3.2.P.5.6 Justification of Specification(s) {LMXJJIL; - - - Rl
32.P.6 AR i S TR HE) BT
3.2.P.6-1 3.2.P.6 Reference Standards or Materials { LMX-.} - - - FTAlG
3.2.P.6-2 Lipids Reference Standard Certificate of Analysis - - - ST
32.P.7 v B OWike -
3.2.P.7 3.2.P.7 Container Closure System {LMX-.} - - - IR
32.P.8 LZEME
32.P8.1 _[3.2.P.8.1 Stability Summary and Conclusion {LMX-JJ} - - - #Ffiff
3.2.P.8.2 3.2.P.8.2 Post-approval Stability Protocol and Commitment { LMX-.} - - - FTAlG
3.2.P.8.3  [3.2.P.8.3 Stability Data {LMX-i} - - - I
32.P H%&| (mRNA-1345 LNP)
3.2.P.1 R B OB
3.2.P.1 3.2.P.1 Description and Composition of the mRNA-1354 Lipid Nanoparticle - - - | 3
32.P.2 B BHTE DR A
3.2.P.2-1 3.2.P.2.1 Components of the mRNA-1345 Lipid Nanoparticle - - - FTAlG
32.P2-2  [3.2.P.2.2 mRNA-1354 Lipid Nanoparticle - - - ERali]
3.2.P.2-3  [3.2.P.2.3 Manufacturing Process Development {mRNA-1345 LNP} - - - ERali]
3.2.P.2-4 _ [3.2.P.2.4 Container Closure System {mRNA-1345 LNP} - - - ERai]
32.P3 ik
3.2.P.3.1 _ [3.2.P.3.1 Manufacturer(s) {mRNA-1345 LNP} - - - A
32.P3.2  [3.2.P.3.2 Batch Formula {mRNA-1345 LNP} - - - A
3.2.P.3.3 3.2.P.3.3 Description of Manufacturing Process and Process Controls {mRNA-1345 LNP} - - - Sl
3.2.P.34 3.2.P.3.4 Control of Critical Steps and Intermediates {mRNA-1345 LNP} - - - Sl
3.2.P.3.5-1 [3.2.P.3.5 Process Validation and/or Evaluation {mRNA-1345 LNP} - - - Sl
Process Performance Verification Summary Report for LNP-.-AR02 (PN 50129) - PV-VAL-RPT- -
3.2P352 | 509 - - - aFA
3.2.P.3.5-3 [Process Performance Qualification Summary Report for LNP-.-AROZ- 3 PPQ - PV-VAL-RPT-0239 - - - A
32.P4 NG D% P
- 7R L [ - - S T
32P.5 B D& PR
32.P.5.1  [3.2.P.5.1 Specification(s) {mRNA-1345 LNP} - - - ERali]
3.2.P.5.2-1 |[3.2.P.5.2 Analytical Procedures {mRNA-1345 LNP} Introduction - - - FTAlG
3.2.P.5.2-2 |3.2.P.5.2 Analytical Procedures - Appearance {mRNA-1345 LNP} - United States, Spain - Al
3.2.P.5.2-3 |[3.2.P.5.2 Analytical Procedures - Identity {mRNA-1345 LNP} - United States, Spain - Al
3.2.P.5.2-4 |[3.2.P.5.2 Analytical Procedures - Total RNA Content {mRNA-1345 LNP} - United States, Spain - A
3.2.P.5.2-5 |3.2.P.5.2 Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - A
3.2.P.5.2-6 |3.2.P.5.2 Analytical Procedures - *RNA-IMS LNP } - United States, Spain - A
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3.2.P.5.2-7 |3.2.P.5.2 Analytical Procedures - Particle Size and Polydispersity {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.2-8 |3.2.P.5.2 Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - STA
3.2.P.5.2-9 |3.2.P.5.2 Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.2-10 [3.2.P.5.2 Analytical Procedures - Osmolality {mRNA-1345 LNP} United States, Spain - R
3.2.P.5.2-11 [3.2.P.5.2 Analytical Procedures - Bacterial Endotoxins {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.3-1 [3.2.P.5.3 Validation of Analytical Procedures {mRNA-1345 LNP} - - - Sl
3.2.P.5.3-2 |[3.2.P.5.3 Validation of Analytical Procedures - Appearance {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.3-3 [3.2.P.5.3 Validation of Analytical Procedures - Identity {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.3-4 |3.2.P.5.3 Validation of Analytical Procedures - Total RNA Content {mRNA-1345 LNP} - United States, Spain - A
3.2.P.5.3-5 |3.2.P.5.3 Val of Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - FEA
3.2.P.5.3-6 [3.2.P.5.3 Validation of Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - FEA
3.2.P.5.3-7 |3.2.P.5.3 Validation of Analytical Procedures - Particle Size,Polydispersity {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.3-8 |3.2.P.5.3 Val Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - ST
3.2.P.5.3-9 [3.2.P.5.3 Validation of Analytical Procedures - {mRNA-1345 LNP} - United States, Spain - FEA
3.2.P.5.3-10 [3.2.P.5.3 Validation of Analytical Procedures - pH {mRNA-1345 LNP} - United States, Spain - FEA
3.2.P.5.3-11 [3.2.P.5.3 Validation of Analytical Procedures - Osmolality {mRNA-1345 LNP} - United States, Spain - R
3.2.P.5.3-12 [3.2.P.5.3 Validation of Analytical Procedures - Bacterial Endotoxins {mRNA-1345 LNP} - United States, Spain - FEA
3.2.P.5.3-13 [3.2.P.5.3 Validation of Analytical Procedures - Bioburden {mRNA-1345 LNP} - United States, Spain - FEA
3.2.P.5.4 [3.2.P.5.4 Batch Analyses {mRNA-1345 LNP} - - - Sl
3.2.P.5.5 [3.2.P.5.5 Characterization of Impurities {mRNA-1345 LNP} - - - Sl
3.2.P.5.6 3.2.P.5.6 Justification of Specification(s) {mRNA-1345 LNP} - - - Sl
3.2.P.6 TEE T S SN
32.P.6 3.2.P.6 Reference Standards or Materials {mRNA-1345 LNP} - - - ERali]
32.P.7 Pt M OiAe %
3.2.P.7 3.2.P.7 Container Closure System {mRNA-1345 LNP} - - - Sl
32.P.8 LZENM
3.2.P.8.1 3.2.P.8.1 Stability Summary and Conclusion {mRNA-1345 LNP} - - - FTAlG
3.2.P.8.2 3.2.P.8.2 Post-approval Stability Protocol and Commitment {mRNA-1345 LNP} - - - FTAlG
3.2.P.8.3  [3.2.P.8.3 Stability Data {mRNA-1345 LNP} - - - ERai]
3.2.P #UA| (mRNA-1345 DP)
32P1_ |BAR O
3.2.P.1 3.2.P.1 Description and Composition of the Drug Product - - - Sl
32.P.2 B 5 D RE A
3.2.P.2-1 _ [3.2.P.2.1 Components of Drug Product (2) - - - ERali]
3.2.P.2-2  [3.2.P.2.2 Drug Product - - - ERali]
3.2.P.2-3 3.2.P.2.3 Manufacturing Process Development - {Manufacturing History} - - - FTAlG
3.2.P.2-4 3.2.P.2.3 Manufacturing Process Development - {Process Characterization} - - - FTAlG
3.2.P.2-5 3.2.P.2.3 Manufacturing Processing Development- {Comparability} - - - FTAlG
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3.2.P.2-6 3.2.P.2.4 Container Closure - - - Sl
3.2.P.2-7 3.2.P.2.5 Microbiological Attributes - - - Sl
3.2.P.2-8 3.2.P.2.6 Compatibility - - - FEAT
32.P3 bl
3.2.P.3.1  [3.2.P.3.1 Manufacturers - - - ERali]
3.2.P.32  [3.2.P.3.2 Batch Formula - - - ERali]
3.2.P3.3 3.2.P.3.3 Description of Manufacturing Process and Process Controls - - - FTAlG
3.2.P34 3.2.P.3.4 Controls of Critical Steps and Intermediates - - - FTAlG
3.2.P.3.5-1 [3.2.P.3.5 Process Validation and-or Evaluation - Shipping Validation - - - FTAlG
3.2.P.3.5-2 |3.2.P.3.5 Process Validation and-or Evaluation - - - FTAlG
32.P3.5-3 |EXT-19309 Summary Report Process Validation JJLUDP-100-AR02 (RSV) PFS - - - ATl
32.P.4 IINF D% P
3.2.P.4.1 3.2.P.4.1 Specifications - mRNA-1345 - - - Sl
3.2.P.42  [3.2.P.4.2 Analytical Procedures - mRNA-1345 - - - Sl
3.2.P4.3 3.2.P.4.3 Validation of Analytical Procedures - mRNA-1345 - - - Sl
3.2.P4.4 3.2.P.4.4 Justification of Specifications - mRNA-1345 - - - Sl
3.2.P4.5 3.2.P.4.5 Excipients of Human or Animal Origin - mRNA-1345 - - - FEAT
3.2.P4.6 3.2.P.4.6 Novel Excipients - mRNA-1345 - - - Sl
32P.5 B D& PR
32.P.5.1  [3.2.P.5.1 Specifications - mRNA-1345 - - - ERali]

3.2.P.5.2-1 [3.2.P.5.2 Analytical Procedures - mRNA-1345 - - - A
3.2.P.5.2-2 |3.2.P.5.2 Analytical Procedures - {mRNA-1345} - Spain - A

3.2.P.5.2-3 |3.2.P.5.2 Analytical Procedures - Container Closure Integrity {mRNA-1345} - Spain - Al
3.2.P.5.2-4 |3.2.P.5.2 Analytical Procedures - - Spain - A

3.2.P.5.2-5 |3.2.P.5.2 Analytical Procedures - Particulate Matter - Spain - Al
3.2.P.5.2-6 |3.2.P.5.2 Analytical Procedures - Sterility {mRNA-1345} - Spain - el
3.2.P.5.2-7 |3.2.P.5.2 Analytical Procedures - Total RNA Content - Spain - Al
3.2.P.5.2-8 |3.2.P.5.2 Analytical Procedures -Deliverable Volume {mRNA-1345} - Spain - el
3.2.P.5.3-1 [3.2.P.5.3 Validation of Analytical Procedures - mRNA-1345 - - - ERali]

3.2.P.5.3-2 |3.2.P.5.3 Validation of Analytical Procedures - {mRNA-1345} - Spain - AT

3.2.P.5.3-3 |[3.2.P.5.3 Validation of Analytical Procedures - Container Closure Integrity {mRNA-1345} - Spain - Al
3.2.P.5.3-4 |3.2.P.5.3 Validation of Analytical Procedures - - Spain - el
3.2.P.5.3-5 |3.2.P.5.3 Validation of Analytical Procedures - - Spain - el

3.2.P.5.3-6 |3.2.P.5.3 Validation of Analytical Procedures - Sterility {mRNA-1345} - Spain - el
3.2.P.5.3-7 |3.2.P.5.3 Validation of Analytical Procedures - Total RNA Content - Spain - Al
3.2.P.5.3-8 |3.2.P.5.3 Validation of Analytical Procedures - Deliverable Volume {mRNA-1345} - Spain - AT
3.2.P.5.3-9 |3.2.P.5.3 Validation of Analytical Procedures - - Spain - el
3.2.P.5.3-10 |3.2.P.5.3 Validation of Analytical Procedures - - Spain - el
3.2.P.5.3-11 |3.2.P.5.3 Validation of Analytical Procedures - Identity - Spain - Al
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3.2.P.5.3-12 [3.2.P.5.3 Validation of Analytical Procedures - particles size - Spain - R
3.2.P.5.3-13 |3.2.P.5.3 Validation of Analytical Procedures - purity - Spain - FEA
3.2.P.5.3-14 |AST-CMO-0501 MVR-110721 Endotoxins mRNA-1345 PFS Report - - - S
3.2.P.5.3-15 [AST-CM0-0502 MVR-109941 Sterility mRNA-1345 PFS Report - - - Sl
32.P.54  [3.2.P.5.4 Batch Analyses - mRNA-1345 - - - A
3.2.P.5.5 3.2.P.5.5 Characterization of Impurities - mRNA-1345 - - - Sl
3.2.P.5.6 3.2.P.5.6 Justification of Specifications - mRNA-1345 - - - Sl
32.P.6 Y i S TR HE) BT
32.P.6 3.2.P.6 Reference Standards - - - R
32.P.7 v B Ok
3.2.P.7-1 3.2.P.7 Container Closure System - - - Sl
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3.2.P.7-3 EXT-19448: BD Catalogue Number h Applicable Documents - - - Sl
32.P.8 LZENM
32.P.8.1 [3.2.P.8.1 Stability Summary - - - ERali]
3.2.P.8.2 3.2.P.8.2 Post-Approval Stability Protocols and Stability Commitment - - - FTAlG
3.2.P.83  [3.2.P.8.3 Stability Data - - - ERai]
32.A Z D
3.2.A.1 BTG i R% M OV i
3.2.A.1-1 |3.2.A.1 Facilities and Equipment { i - - - FTAG
3.2.A.1-2  |3.2.A.1 Facilities and Equipment { B - - - ST

32.A2 SNSRI B D 22 A A

3.2.A.2 3.2.A.2 Adventitious Agents Safety Evaluation - - - IR
3.2.A3 ANl

3.2.A.3-1  [3.2.A.3 Novel Excipients - - - FTAlG
3.2.A.3-2  |EXT-17682 Stability Report CPC Lot BO2103B012 T12M -20C Inert - - - FTAlG
3.2.A.3-3  |EXT-17683 Stability Report CPC Lot BO2103B012 T12M 5C Inert - - - FTAlG
3.2.A.3-4 |EXT-17684 Stability Report CPC Lot BO2103B012 T12M -20C Ambient - - - FTAlG
3.2.A.3-5 |EXT-17918 Stability Report CPC Lot BO2107B020 T12M 5C Inert - - - FTAlG
3.2.A.3-6  |EXT-19019 Stability Report CPC Lot BO2107B027 T12M 5C Inert - - - FTAlG
3.2.A.3-7  |EXT-19021 Stability Report CPC Lot BO2107B027 T12M -20C Inert - - - FTAlG
3.2.A.3-8  |EXT-19022 Stability Report CPC Lot BO2107B020 T12M -20C Inert - - - FTAlG
3.2.A.3-9  [EXT-19023 Stability Report CPC Lot BO2103B012 T12M -75C Ambient - - - FTAlG
3.2.A.3-10 [EXT-19026 Stability Report CPC Lot BO2103B012 12M -75C Inert - - - FTAlG
3.2.A.3-11 |EXT-19028 Stability Report CPC Lot BO2103B012 Ambient 12M - - - FTAlG
3.2.A.3-12 |Certificate of Analysis for Lot CPC-IHRS-0089 - - - FTAlG
3.2.A.3-13 |Certificate of Analysis for Lot CPC-IHRS-0115 Initial Qualification - - - STl
3.2.A.3-14 |Certificate of Analysis for Lot CPC-IHRS-0115 Annual Retest - - - FTAlG
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332 Mathiowetz V, Wiemer DM, Federman SM. Grip and pinch strength: norms for 6- to 19-year-olds. Am J e
) Occup Ther. 1986;40(10):705-11. =

Wu'Y, Levons J, Narang AS, Raghavan K, Rao VM. Reactive impurities in excipients: profiling,
3.3-3 identification and mitigation of drug-excipient incompatibility. AAPS PharmSciTech. 2011;12(4):1248- - - - B
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2018;28(5):285-96.
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3.3-6 Quantitation Assay: A Fluorescence-Based Assay of Proteins in Solution. Biotechniques. 2003;34(4):850- - - - B
61.

Packer M, Gyawali D, Yerabolu R, Schariter J, White P. A novel mechanism for the loss of mRNA
activity in lipid nanoparticle delivery systems. Nat Commun. 2021;12(1):6777.

Waggoner SA, Liebhaber SA. Regulation of a-Globin mRNA Stability. Exp Biol Med (Maywood).
2003;228(4):387-95.

Warren L, Manos PD, Ahfeldt T, Loh YH, Li H, Lau F, et al. Highly efficient reprogramming to
3.3-9 pluripotency and directed differentiation of human cells with synthetic modified mRNA. Cell Stem Cell. - - - 55
2010;7(5):618-30.
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Identification and profiling of metabolites of SM-102 ModermnaTX, Inc. N .
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A 6-Week (4 doses) Intramuscular Injection Toxicity Study of mRNA-
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A 6-Week (4 doses) Intramuscular Injection Toxicity Study of mRNA-
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4.3.1 Asanami S, Shimono K. High body temperature induces micronuclei in mouse bone marrow. Mutat Res. 1997; 390:79-83.
432 Chrisman CL, Baumgartner AP. Micronuclei in bone-marrow cells of mice subjected to hyperthermia. Mutat Res. 1980;77:95-7.
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5.3.1.4.1 _|Clinical Pharmacology Studies Summary 2 e g5k 2% fd

Method: VSDVAC 69 Version 0.00, A Multiplexed Luminex Assay for
5.3.1.4.2 |the Detection of IgG Antibodies to Respiratory Syncytial Virus (RSV) NZO.EIH . 5} s A g
Antigens pre-F and post-F in Human Serum
VSDVAC 69 Version 3.00
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SARS-CoV-2 (COVID-19) RT-qPCR Validation Report 4.0
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