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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
PREVNAR 20 safely and effectively. See full prescribing information for
PREVNAR 20.

PREVNAR 20° (Pneumococcal 20-valent Conjugate Vaccine), suspension
for intramuscular injection
Initial U.S. Approval: 2021

--------------------------- RECENT MAJOR CHANGES ---------emememeemeee e
Indications and Usage 04/2023
Dosage and Administration (2.2, 2.3, 2.4, 2.5, 2.6) 04/2023
Warnings and Precautions, Apnea in Premature Infants (5.3) 04/2023
--------------------------- INDICATIONS AND USAGE

Prevnar 20 is a vaccine indicated for

. active immunization for the prevention of invasive disease caused by
Streptococcus pneumoniae serotypes 1, 3,4, 5, 6A, 6B, 7F, 8, 9V, 10A,
11A, 12F, 14, 15B, 18C, 19A, 19F, 22F, 23F, and 33F in individuals
6 weeks of age and older. (1)

. active immunization for the prevention of otitis media caused by
S. pneumoniae serotypes 4, 6B, 9V, 14, 18C, 19F, and 23F in individuals
6 weeks through 5 years of age. (1)

. active immunization for the prevention of pneumonia caused by S.
pneumoniae serotypes 1, 3,4, 5, 6A, 6B, 7F, 8,9V, 10A, 11A, 12F, 14,
15B, 18C, 19A, 19F, 22F, 23F, and 33F in individuals 18 years of age
and older. (1)

The indication for the prevention of pneumonia caused by S.pneumoniae
serotypes 8, 10A, 11A, 12F, 15B, 22F, and 33F in individuals 18 years of age
and older is approved under accelerated approval based on immune responses
as measured by opsonophagocytic activity (OPA) assay. Continued approval
for this indication may be contingent upon verification and description of
clinical benefit in a confirmatory trial. (1)

For intramuscular administration only.

Children: Administer Prevnar 20 as a 4-dose immunization series at 2, 4, 6,
and 12 through 15 months of age. (2.3)

Adults: Administer Prevnar 20 as a single dose in adults 18 years of age and
older. (2.6)

--------------------- DOSAGE FORMS AND STRENGTHS---------------=-=---
0.5 mL suspension for intramuscular injection, supplied in a single-dose
pre-filled syringe. (3)

CONTRAINDICATIONS
Severe allergic reaction (e.g., anaphylaxis) to any component of Prevnar 20 or
to diphtheria toxoid. (4)

WARNINGS AND PRECAUTIONS----------—-—-——-
Apnea following intramuscular vaccination has been observed in some infants
born prematurely. Decisions about when to administer Prevnar 20, to infants
born prematurely should be based on consideration of the individual infant’s
medical status, and the potential benefits and possible risks of vaccination.
(5.3)

ADVERSE REACTIONS
In individuals 2, 4, 6, and 12 through 15 months of age vaccinated with a
4-dose schedule, the most commonly reported solicited adverse reactions
>10% were irritability (>60%), pain at the injection site (>30%),
drowsiness (>30%), decreased appetite and injection site redness (>20%),
injection site swelling (>10%), and fever (>10%). (6.1)

e Inindividuals 15 months through 17 years of age vaccinated with a single
dose, the most commonly reported solicited adverse reactions >10% were
irritability (>60% in individuals less than 2 years of age), pain at the
injection site (>50%), drowsiness (>40% in individuals less than 2 years
of age), fatigue and muscle pain (>20% in individuals 2 years of age and
older), decreased appetite (>20% in individuals less than 2 years of age),
injection site swelling and injection site redness (>10%) and headache
(>10% in individuals 5 years of age and older), and fever (>10% in
individuals less than 2 years of age). (6.1)

e Inindividuals 18 through 59 years of age, the most commonly reported
solicited adverse reactions >10% were pain at the injection site (>70%),
muscle pain (>50%), fatigue (>40%), headache (>30%), and arthralgia
and injection site swelling (>10%). (6.1)

e Inindividuals 60 years of age and older, the most commonly reported
solicited adverse reactions >10% were pain at the injection site (>50%),
muscle pain and fatigue (>30%), headache (>20%), and arthralgia
(>10%). (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Pfizer Inc. at
1-800-438-1985 or VAERS at 1-800-822-7967 or http://vaers.hhs.gov.

See 17 for PATIENT COUNSELING INFORMATION.

Revised: 04/2023
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FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE
Prevnar 20% is a vaccine indicated for

e active immunization for the prevention of invasive disease caused by Streptococcus pneumoniae serotypes
1,3,4,5,6A, 6B, 7F, 8,9V, 10A, 11A, 12F, 14, 15B, 18C, 19A, 19F, 22F, 23F, and 33F in individuals
6 weeks of age and older.

e active immunization for the prevention of otitis media caused by S. pneumoniae serotypes 4, 6B, 9V, 14,
18C, 19F, and 23F in individuals 6 weeks through 5 years of age.

e active immunization for the prevention of pneumonia caused by S. pneumoniae serotypes 1, 3, 4, 5, 6A, 6B,
7F, 8,9V, 10A, 11A, 12F, 14, 15B, 18C, 19A, 19F, 22F, 23F, and 33F in individuals 18 years of age and
older.

The indication for the prevention of pneumonia caused by S. pneumoniae serotypes 8, 10A, 11A, 12F, 15B,
22F, and 33F in individuals 18 years of age and older is approved under accelerated approval based on immune
responses as measured by opsonophagocytic activity (OPA) assay [see Clinical Studies (14.2)]. Continued
approval for this indication may be contingent upon verification and description of clinical benefit in a
confirmatory trial.

2 DOSAGE AND ADMINISTRATION

For intramuscular administration only.

2.1 Preparation

Do not mix Prevnar 20 with other vaccines/products in the same syringe.
Step 1. Resuspend drug product
Hold the pre-filled syringe horizontally between the thumb and the

forefinger and shake vigorously until the vaccine is a homogeneous
white suspension. Do not use the vaccine if it cannot be re-suspended.

Step 2. Visual inspection

Visually inspect the vaccine for large particulate matter and discoloration
prior to administration. Do not use if large particulate matter or
discoloration is found. If the vaccine is not a homogeneous suspension,
repeat Steps 1 and 2.



Step 3. Remove syringe cap
Remove the syringe cap by slowly turning the cap counterclockwise
while holding the Luer lock adapter.

Avoid pressing the syringe plunger rod while removing the syringe cap.

Step 4. Attach a sterile needle
Hold the Luer lock adapter and attach a needle appropriate for intramuscular administration to the pre-filled
syringe by turning clockwise.

2.2 Administration
For intramuscular injection only.

Each 0.5-mL dose is to be injected intramuscularly using a sterile needle attached to the supplied pre-filled
syringe.

2.3 Vaccination Schedule for Individuals 6 Weeks Through 15 Months of Age

Administer Prevnar 20 as a 4-dose series at 2, 4, 6, and 12 through 15 months of age (and at least 2 months after
the third dose). The first dose may be given as early as 6 weeks of age.

2.4 Catch-Up Vaccination Schedule for Unvaccinated Individuals 7 Months Through 17 Years of Age

Individuals 7 months through 17 years of age who have never received a pneumococcal conjugate vaccine may
receive Prevnar 20 according to the schedule in Table 1:

Table 1. Catch-Up Vaccination Schedule for Individuals Initiating Vaccination at 7 Months Through

17 Years of Age?
Age at First Dose Total Number of 0.5-mL Doses
7 through 11 months of age 3b
12 through 23 months of age 2°¢
24 months of age and above 1

2 The vaccination schedule is based on the catch-up schedule for Prevnar 13 (Pneumococcal 13-valent Conjugate Vaccine [Diphtheria
CRM 197 Protein]).

b The first 2 doses at least 4 weeks apart; third dose after the one-year birthday, separated from the second dose by at least 2 months.
¢ Two doses at least 2 months apart.

2.5 Catch-Up Vaccination Schedule for Individuals Previously Vaccinated With One or More Doses of a
Lower Valency Pneumococcal Conjugate Vaccine

Administer a single dose of Prevnar 20 to individuals 15 months through 17 years of age previously vaccinated
with one or more doses of a lower valency pneumococcal conjugate vaccine. The dose of Prevnar 20 should be
administered at least 8 weeks after the last dose of the lower valency pneumococcal conjugate vaccine.

2.6 Vaccination Schedule for Individuals 18 Years of Age and Older

Prevnar 20 is administered as a single dose.



3 DOSAGE FORMS AND STRENGTHS
Prevnar 20 is a suspension for intramuscular injection available in a 0.5 mL single-dose pre-filled syringe.
4 CONTRAINDICATIONS

Do not administer Prevnar 20 to individuals with a severe allergic reaction (e.g., anaphylaxis) to any component
of Prevnar 20 or to diphtheria toxoid /see Description (11)].

S WARNINGS AND PRECAUTIONS
5.1 Management of Acute Allergic Reactions

Appropriate medical treatment and supervision used to manage immediate allergic reactions must be
immediately available should an acute anaphylactic reaction occur following administration of Prevnar 20.

5.2 Altered Imnmunocompetence

Safety and immunogenicity data on Prevnar 20 are not available for individuals in immunocompromised groups
and vaccination should be considered on an individual basis.

Based on experience with pneumococcal vaccines, individuals with altered immunocompetence may have
reduced immune responses to Prevnar 20.

| 5.3 Apnea in Premature Infants

Apnea following intramuscular vaccination has been observed in some infants born prematurely. Decisions
about when to administer Prevnar 20 to infants born prematurely should be based on consideration of the
individual infant’s medical status and the potential benefits and possible risks of vaccination.

6 ADVERSE REACTIONS
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.

In individuals 2, 4, 6, and 12 through 15 months of age vaccinated with a 4-dose schedule, the most commonly
reported solicited adverse reactions >10% were irritability (>60%), pain at the injection site (>30%), drowsiness
(>30%), decreased appetite and injection site redness (>20%), injection site swelling (>10%), and fever (>10%).

In individuals 15 months through 17 years of age vaccinated with a single dose, the most commonly reported
solicited adverse reactions >10% were irritability (>60% in individuals less than 2 years of age), pain at the
injection site (>50%), drowsiness (>40% in individuals less than 2 years of age), fatigue and muscle pain (>20%
in individuals 2 years of age and older), decreased appetite (>20% in individuals less than 2 years of age),



injection site swelling and injection site redness (>10%), headache (>10% in individuals 5 years of age and
older), and fever (>10% in individuals less than 2 years of age).

In individuals 18 through 59 years of age, the most commonly reported solicited adverse reactions >10% were
pain at the injection site (>70%), muscle pain (>50%), fatigue (>40%), headache (>30%), and arthralgia and

injection site swelling (>10%).

In individuals 60 years of age and older, the most commonly reported solicited adverse reactions >10% were
pain at the injection site (>50%), muscle pain and fatigue (>30%), headache (>20%), and arthralgia (>10%).

Clinical Trial Experience in Individuals 6 Weeks Through 17 Years of Age

The safety of Prevnar 20 in individuals from 6 weeks through 17 years of age was evaluated in 3 randomized,
double-blind, active-controlled, clinical trials and one single-arm clinical trial. Across the 4 pediatric trials
(Studies 8, 9, 10, and 11; NCT04382326, NCT04379713, NCT03512288, and NCT04642079, respectively)
conducted in the Americas and Europe, 3063 participants received at least one dose of Prevnar 20, and 1720
participants received at least one dose of Prevnar 13.

Safety Assessment in Individuals Receiving a 4-Dose Series (Studies 8 through 10)

The safety of Prevnar 20 was assessed in 3 randomized, double-blind, active-controlled, clinical trials in
participants (Studies 8, 9, and 10). Globally, 2232 participants who received at least one dose of a 4-dose series
of Prevnar 20 and 1717 participants who received at least one dose of a 4-dose series of Prevnar 13 were
included in the safety analysis. In the United States (US) (including the US territory of Puerto Rico [PR]), 1567
participants received at least one dose of a 4-dose series of Prevnar 20 and 1376 participants received at least
one dose of a 4-dose series of Prevnar 13. Study 8 was a double-blind, active-controlled trial of safety and
immunogenicity in participants randomized 1:1 to receive a 4-dose series of either Prevnar 20 (N=1001) or
Prevnar 13 (N=990) at 2, 4, 6, and 12 through 15 months of age, conducted in the US and PR. Study 9 was a
double-blind trial of tolerability and safety in participants randomized 2:1 to receive a 4-dose series of either
Prevnar 20 (N=1000) or Prevnar 13 (N=503) at 2, 4, 6, and 12 through 15 months of age, conducted in countries
in Europe, South America, and North America, including the US and PR. Study 10 was a double-blind, active-
controlled multicenter trial of safety and immunogenicity in participants randomized 1:1 to receive a 4-dose
series of either Prevnar 20 (N=231) or Prevnar 13 (N=227) at 2, 4, 6, and 12 months of age, conducted in the
US.

Across the 3 infant trials, there were similar percentages of male (51.7% and 50.1%) and female (48.3% and
49.9%) participants among the Prevnar 20 and Prevnar 13 recipients respectively. Participant age at the first
dose (median age: 64.0 days, range: 42 to 98 days; median age: 64.0 days, range 43 to 97 days) and last dose
(median age: 372.0 days, range 365 to 460 days; median age: 372.0 days, range 366 to 455 days) in the Prevnar
20 and Prevnar 13 groups, respectively, was similar. The racial and ethnic distribution of the US/PR infant
safety population was as follows: 73.8% of Prevnar 20 recipients were White, 12.1% Black, 1.9% Asian, and
7.5% multi-racial; 29.7% were Hispanic) with similar distribution among Prevnar 13 recipients. In the multi-
country infant trial, Study 9, the participants were predominantly White (87.4%). This study also included 111
late preterm infants (>34 to <37 weeks gestational age) among the total study population 77 were in the Prevnar
20 group, and 34 in the Prevnar 13 group.

In Study 8, Pediarix [Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed, Hepatitis B
(Recombinant) and Inactivated Poliovirus Vaccine Combined] (DTaP-HBV-IPV) and Hiberix [(Haemophilus
influenzae type b Conjugate vaccine) [Hib] (Tetanus Toxoid conjugate)] were administered concomitantly with
Prevnar 20 or Prevnar 13 at 2, 4, and 6 months of age; M-M-R II [Measles, Mumps, and Rubella Virus Vaccine
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Live] (MMR) and VARIVAX [Varicella virus vaccine live] were administered concomitantly with Prevnar 20
or Prevnar 13 at 12 through 15 months of age. In Study 10, Pediarix was administered concomitantly with
Prevnar 20 or Prevnar 13 at 2, 4, and 6 months of age. In Studies 8 and 10, influenza and rotavirus vaccines
were also permitted to be co-administered with Prevnar 20 or Prevnar 13 according to recommendations. The
proportion of participants receiving a concomitant influenza vaccine and the proportions of participants
receiving a concomitant rotavirus vaccine were similar across the two study groups in Studies 8 and 10. In
Study 8, 65.8% to 87.3% of participants received a rotavirus vaccine with each of the first 3 doses of Prevnar
20; 11.7% and 10.1% of participants received an influenza vaccine with Dose 3 and Dose 4 of Prevnar 20,
respectively. In Study 10, 65.3% to 94.8% of participants received a rotavirus vaccine with each of the first 3
doses of Prevnar 20; 21.4% of participants received an influenza vaccine with Dose 3 of Prevnar 20. In Study 9,
US-licensed or non-US licensed routine pediatric vaccines were permitted to be given during the study,
including with Prevnar 20 or Prevnar 13, according to local or national recommendations.

Across the infant trials, solicited local and systemic adverse reactions were recorded daily by parents/guardians
using an electronic diary for 7 consecutive days following each vaccination. Adverse events (AEs) were
reported from administration of the first dose until one month after the third dose, and from the fourth dose
through one month after the fourth dose. Serious adverse events (SAEs) and newly diagnosed chronic medical
conditions (NDCMCs) were reported from administration of the first dose through 6 months after the last dose.

Solicited Adverse Events in Individuals Receiving a 4-Dose Series (Study 8)

The percentage of participants in Study 8 with solicited local and systemic adverse reactions that occurred
within 7 days following vaccination are shown in Tables 2 and 3. The median day of onset for local and
systemic reactions was between Day 1 and Day 2 (Day 1 was the day of vaccination), and reactions resolved
with a median duration between 1 to 2 (local reactions) or 3 days (systemic reactions).

Table 2. Percentage of Participants at 2, 4, 6, and 12 Through 15 Month of Age With Solicited Local
Adverse Reactions Within 7 Days After Each Vaccination — Study 82

Dose 1 Dose 2 Dose 3 Dose 4
Vaccine Group
Prevnar 20 | Prevnar 13 | Prevnar 20 | Prevnar 13 Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13
(NP=993) (NP=974) (NP=940) (NP=924) (NP=914) (NP=901) (NP=826) (NP=815)
% % % % % % % %
Local Reaction
Pain at
injection site®
Any! 49.1 45.3 44.0 41.7 38.6 39.0 35.7 35.8
Mild 30.6 30.4 29.3 27.7 25.7 25.5 24.1 27.1
Moderate 18.4 14.9 14.8 14.0 12.9 13.4 11.3 8.7
Severe 0.1 0 0 0 0 0 0.4 0
Redness®
Any! 25.5 24.6 23.2 26.4 25.4 27.2 23.5 26.6
Mild 21.5 22.3 21.2 23.1 21.1 23.5 19.6 22.0
Moderate 4.0 2.4 2.0 34 43 3.7 3.9 4.7
Severe 0 0 0 0 0 0 0 0
Swelling®
Any? 16.4 18.8 15.5 17.3 17.1 17.6 14.9 17.3
Mild 11.5 14.7 11.5 13.5 12.5 13.8 10.7 13.6
Moderate 4.8 4.1 4.0 3.8 4.6 3.8 4.2 3.7
Severe 0.1 0 0 0 0 0.1 0 0




Table 2. Percentage of Participants at 2, 4, 6, and 12 Through 15 Month of Age With Solicited Local
Adverse Reactions Within 7 Days After Each Vaccination — Study 82

Dose 1 Dose 2 Dose 3 Dose 4

Vaccine Group

Prevnar 20 | Prevnar 13 | Prevnar 20 | Prevnar 13 Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13
(NP=993) (NP=974) (NP=940) (NP=924) (NP=914) (NP=901) (NP=826) (NP=815)
% % % % % % % %
Any local 59.8 56.5 53.1 52.7 50.8 49.1 44.8 45.9
reaction

Note: Local reactions were collected in the e-diary from Day 1 through Day 7 after each dose. If a severe reaction was identified by the investigator as a
Grade 4 reaction at a follow-up assessment, it was also reported as an adverse reaction.

Study 8 was conducted in the United States and the territory of Puerto Rico (NCT04382326).

N = number of participants with any e-diary data reported after the specified dose. This value is the denominator for the percentage calculations.
Mild: hurts if gently touched; moderate: hurts if gently touched with crying; severe: causes limitation of limb movement.

Any includes all participants who reported a reaction as mild, moderate, or severe during Day 1 to Day 7 after vaccination

Mild: >0.0 to 2.0 cm; moderate: >2.0 to 7.0 cm; severe: >7.0 cm.

Any local reaction includes all participants who reported any injection site reaction (pain, swelling, or redness) as mild, moderate, or severe during
Day 1 to Day 7 after vaccination.

mo oo o

Table 3. Percentage of Participants at 2, 4, 6, and 12 Through 15 Months of Age With Solicited Systemic
Adverse Reactions Within 7 Days After Each Vaccination — Study 8*

Dose 1 Dose 2 Dose 3 Dose 4
Vaccine Group
Prevnar 2 | Prevnar 13 | Prevnar 20 | Prevnar 13 | Prevnar 20 | Prevnar 13 | Prevnar 20 | Prevnar 13
0 (NP=974) (NP=940) (NP=924) (NP=914) (NP=901) (NP=826) (NP=815)
(Nb=993) % % % % % % %
%
Systemic Events
Irritability®
Any? 70.9 71.7 71.6 68.8 64.4 63.0 61.0 61.1
Mild 23.4 21.6 22.9 21.2 25.2 21.6 23.4 21.8
Moderate 43.0 46.2 44.7 434 37.5 39.2 35.0 37.9
Severe 4.5 3.9 4.0 42 1.8 2.2 2.7 1.3
Drowsiness®
Any* 67.2 66.0 54.7 55.6 441 441 39.5 39.5
Mild 50.2 49.3 37.0 36.9 31.1 30.1 27.8 28.2
Moderate 16.1 15.6 16.9 17.9 12.5 13.1 11.0 10.7
Severe 0.9 1.1 0.7 0.9 0.5 0.9 0.6 0.6
Decreased Appetite’
Any? 24.4 23.9 26.4 23.5 20.6 22.4 24.8 25.2
Mild 14.5 16.1 16.4 15.3 13.5 13.9 159 16.1
Moderate 9.7 7.5 9.8 7.7 6.7 8.2 8.6 8.3
Severe 0.2 0.3 0.2 0.5 0.4 0.3 0.4 0.7
Fevers
>38.0°C 10.3 7.5 17.3 16.3 12.6 13.7 14.5 14.0
>38.0°C to 38.4°C 7.3 6.3 10.9 10.0 7.7 7.9 6.5 7.7
>38.4°C to 38.9°C 2.2 0.9 4.0 42 34 3.9 5.1 3.2
38.9°C to 40.0°C 0.7 0.3 2.2 2.2 1.4 1.9 2.7 2.9
>40.0°C 0.1 0 0.2 0 0.1 0 0.2 0.1
Any systemic 85.9 84.5 82.0 80.5 74.0 72.6 70.8 712
reaction®
g;iff antipyretic or 35.1 33.8 40.7 41.0 36.3 36.1 375 36.7




Table 3. Percentage of Participants at 2, 4, 6, and 12 Through 15 Months of Age With Solicited Systemic

Adverse Reactions Within 7 Days After Each Vaccination — Study 8

Note: Systemic reactions and use of antipyretic/pain medication were collected in the e-diary from Day 1 through Day 7 after each dose. If a severe
reaction was identified by the investigator as a Grade 4 reaction at a follow-up assessment, it was also reported as an adverse reaction.

o0 o

=

Study 8 was conducted in the United States and the territory of Puerto Rico (NCT04382326).

N = number of participants with any e-diary data reported after the specified dose. This value is the denominator for the percentage calculations.
Mild: easily consolable; moderate: requiring increased attention; severe: inconsolable; crying cannot be comforted.

Any includes all participants who reported a reaction as mild, moderate, or severe during Day 1 to Day 7 after vaccination

Mild: increased or prolonged sleeping bouts; moderate: slightly subdued interfering with daily activity; severe: disabling not interested in usual daily
activity.

Mild: decreased interest in eating; moderate: decreased oral intake; severe: refusal to feed.

Any systemic reaction: includes all participants who reported any fever >38.0°C or any other systemic reaction (irritability, drowsiness or decreased
appetite) as mild, moderate, or severe during Day 1 to Day 7 after vaccination. The route of temperature measurement was to be rectal.

Severity was not collected for use of antipyretic or pain medication. The numbers listed reflect yes responses (i.e., number of events reported).

Unsolicited Serious and Non-Serious Adverse Events in Individuals Receiving a 4-Dose Series (Studies 8
through 10)

Globally, across the 3 infant trials, the proportion of participants reporting 1 or more SAEs within 6 months
after the fourth dose of Prevnar 20 was 4.5% (101 of 2232 participants). This was similar to the proportion of
participants with SAEs after vaccination with Prevnar 13 3.7% (64 of 1717 participants). The proportions of
SAEs observed from the first dose to 1 month after the third dose were 1.1% and 1.2% for Prevnar 20 and
Prevnar 13, and from the fourth dose to 1 month after the fourth dose were 0.7% and 0.5% respectively.
Participants in these studies may have received other US-licensed (Studies 8, 9, and 10) or non-US-licensed
concomitant (Study 9) vaccines according to their local recommended schedule. In the Prevnar 20 group, two
febrile seizures considered possibly related to vaccination with Prevnar 20 were reported. One case was serious
and occurred 14 days after the fourth dose given with MMR and varicella vaccine. One case was non-serious
and occurred 7 days after the fourth dose of Prevnar 20 in an individual with diagnosis of COVID-19 infection.
One participant experienced isolated injection site hypersensitivity (redness) within approximately 30 minutes
of Prevnar 20 after each of the first 3 doses resolving on the same day, this was not observed after the fourth
dose.

There were no notable patterns or imbalances between vaccine groups for specific categories of SAEs that
would suggest a causal relationship to Prevnar 20.

Safety Assessment in Individuals 15 Months Through 17 Years of Age Receiving Catch-Up Vaccination (Study
11)

The safety of Prevnar 20 in individuals (15 months through 17 years of age) was assessed in a single-arm trial
of safety and immunogenicity of a single dose of Prevnar 20 conducted in the United States (Study 11) (NCT
04642079). A total of 831 participants received a single dose of Prevnar 20 among the 4 age groups (>15 to <24
months, >2 to <5 years, >5 to <10 years, and >10 to <18 years). Participants <5 years of age were eligible if
they had received at least 3 prior doses of Prevnar 13. Routine pediatric vaccines including DTaP vaccines, Hib,
hepatitis A, and influenza vaccines were permitted to be co-administered with Prevnar 20, if not feasible to
separate from Prevnar 20 by 14 days. There were similar percentages of male and female participants, with the
exception of a higher percentage of male than female participants (approximately 56% males) in the age groups
>15 months to <24 months of age and >10 to <18 years of age. Participants were predominantly White (80.1%
to 86.6%), with nearly all the other participants being Black or African American (8.3% to 12.4%) and
multiracial (2.5% to 6.0%); 15.4% to 21.0% were Hispanic.



The safety assessment was consistent with that used in studies 8 through 10, with the exception of that age-
applicable systemic adverse reactions were recorded. The types of solicited systemic events collected in the
participants >15 months to <2 years of age were consistent with those collected in participants 6 weeks through
15 months of age (i.e., irritability, decreased appetite, drowsiness/increased sleep and fever), while the solicited
systemic events in participants >2 years of age required verbal communication by the participant (i.e., fatigue,
headache, muscle pain, joint pain and fever).

Solicited Adverse Reactions in Individuals 15 Months Through 17 Years of Age Receiving Catch-Up
Vaccination (Study 11)

After a single dose of Prevnar 20, most local and systemic adverse reaction in individuals 15 months through 17
years of age were mild or moderate in severity and resolved within 1 to 2 days. The most frequently reported
local reaction was pain at injection site (52.5%, 66.0%, 82.9%, 82.0% in individuals >15 months to <24 months,
>2 to <5 years, >5 to <10 years, and >10 to <18 years respectively), followed by redness and swelling. Most
local reactions were mild or moderate in severity.

The most frequently reported solicited systemic reactions in individuals >15 months to <2 years of age were
irritability (61.8%), followed by drowsiness and increased sleep (41.7%), and decreased appetite (25.0%). Fever
>38.0°C was reported by 11.8% of individuals; fever >38.4°C was reported infrequently.

The most frequently reported systemic events in participants >2 to <18 years of age varied by age group.
Fatigue was most frequently reported in individuals >2 to <5 years of age, and muscle pain was most frequently
reported in participants >5 to <10 years and >10 to <18 years of age. Fever was reported infrequently (in <3.3%
of individuals >2 to <5 years of age and only 1 participant, 0.5% >5 to <10 years of age).

Serious Adverse Events in Individuals 15 Months Through 17 Years of Age (Study 11)

In Study 11, five participants reported SAEs within 6 months after vaccination (2 participants [1.0%] >15 to
<24 months of age and 3 participants [1.5%] >10 to <18 years of age). One participant (0.5%) >15 to

<24 months of age reported an SAE within 1 month after vaccination. No SAEs were considered related to the
vaccination.

Unsolicited Adverse Reactions Following the Use of Prevnar and Prevnar 13

Events observed in clinical trials with Prevnar (Pneumococcal 7-valent Conjugate Vaccine [Diphtheria CRM97
Protein]) or Prevnar 13 in individuals 6 weeks through 15 months of age are relevant to Prevnar 20 since the
vaccines are manufactured and formulated similarly and contain 7 and 13 of the same polysaccharide
conjugates, respectively.

Reactions occurring in greater than 1% of infants and toddlers following administration of Prevnar 13: diarrhea,
vomiting, and rash.

Reactions occurring in less than 1% of infants and toddlers following administration of Prevnar 13: crying,
hypersensitivity reaction (including face edema, dyspnea, and bronchospasm), seizures (including febrile
seizures), and urticaria or urticaria-like rash.

Among 6,839 participants who received at least 1 dose of Prevnar 13 in clinical trials conducted globally, there
was 1 hypotonic-hyporesponsive episode adverse reaction reported (0.015%). Among 4,204 participants who
received at least 1 dose of Prevnar in clinical trials conducted globally, there were 3 hypotonic-hyporesponsive



episode adverse reactions reported (0.071%). All 4 events occurred in a single clinical trial in Brazil in which
participants received whole cell pertussis vaccine at the same time as Prevnar 13 or Prevnar.

Clinical Trials Experience With Prevnar 20 in Individuals 18 Years of Age and Older

The safety of a single dose of Prevnar 20 in individuals 18 years of age and older was evaluated in 6
randomized, active-controlled, multicenter clinical trials and one open-label, multicenter clinical trial. All of the
trials were conducted in the United States and 2 of the trials also enrolled participants (N=172) in Sweden.
Across the 7 trials, 6343 individuals received Prevnar 20 and 2496 received active control vaccine.

Safety Assessments in Pneumococcal Vaccine Naive Participants 18 Years of Age and Older (Studies 1 through

5)

The safety of Prevnar 20 in individuals 18 years of age and older with no history of pneumococcal vaccination
was evaluated in 5 studies (Studies 1-5). In the main cohort of Study 1 (NCT03760146) and in Study 2
(NCTO03313037), participants >60 years of age and participants 60 through 64 years of age, respectively,
received a single dose of Prevnar 20 followed 1 month later with administration of saline placebo or received a
single dose of Prevnar 13 followed 1 month later with a dose of PNEUMOVAX® 23 (PPSV23). The 2 other
cohorts of Study 1, participants 50 through 59 years of age and participants 18 through 49 years of age, received
a single vaccination with Prevnar 20 or Prevnar 13. In Study 3 (NCT03828617), participants 18 through

49 years of age received a single vaccination with Prevnar 20 or Prevnar 13. In Studies 4 (NCT02955160) and 5
(NCT03642847), which were smaller studies conducted early in the clinical development of Prevnar 20,
participants 18 through 49 years of age received a single dose of Prevnar 20 or an active control (Tdap or
Prevnar 13).

Safety Assessments in Participants >65 Years of Age (Pneumococcal Vaccine Naive or Previously Immunized
with a Pneumococcal Vaccine) (Studies 6 and 7)

The safety of Prevnar 20 in individuals 65 years of age and older with pneumococcal vaccination given as
routine care prior to enrollment was assessed in Study 6 (NCT03835975). Participants were enrolled into 1 of
3 cohorts based on their prior pneumococcal vaccination history (PPSV23 only >1 to <5 years prior to
enrollment, Prevnar 13 only >6 months prior to enrollment, or Prevnar 13 followed by PPSV23 [with PPSV23
given >1 year prior to enrollment]). Participants in 2 of the cohorts received a single vaccination with Prevnar
20 or control pneumococcal vaccine (Prevnar 13), and the other cohort received a single vaccination with
Prevnar 20. only.

The safety of Prevnar 20 in individuals 65 years of age and older when coadministered with Influenza Vaccine,
Adjuvanted (Fluad Quadrivalent) was assessed in Study 7 (NCT 04526574). Randomization was stratified by
prior pneumococcal vaccine status (no previous pneumococcal vaccine, receipt of at least 1 dose of PPSV23
only, receipt of at least 1 dose of Prevnar 13 only, or receipt of at least 1 dose each of PPSV23 and Prevnar 13).
Participants were randomized in a 1:1 ratio to receive Prevnar 20 concomitantly administered with Fluad
Quadrivalent (Group 1) or Fluad Quadrivalent followed approximately one month later by Prevnar 20

(Group 2).

Demographics of Trial Participants 18 Years of Age and Older (Studies 1, 3, 6 and 7)

In the three main trials (Studies 1, 3, and 6), participants were predominantly female (52.0% to 65.9%) across
groups defined by age and prior pneumococcal vaccination status within the Prevnar 20 and control vaccine
groups. Across all 3 trials combined, 59.8% of participants were 60 years of age and older, 6.9% were

50 through 59 years of age, and 33.3% were 18 through 49 years of age. In Studies 1 and 3, participants were
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80.7% White, 14.2% Black, 2.1% Asian, and 10.3% Hispanic. In Study 6, participants were predominantly
White (92.4%). Participants were primarily from the United States; however a portion of participants 65 years
of age and older were enrolled from Sweden in Study 1 (5.7% of participants 60 years of age and older in that
study) and also in Study 6 (35.5% of participants with prior PPSV23 only). In Study 7, 54.7% of participants
were female. The mean age of participants was 72 years (range 65-103 years). Participants were 90.6% White,
6.9% Black, 1.2% Asian, and 9.4% Hispanic.

In the three main trials, participants with pre-existing underlying diseases were enrolled if the medical condition
was stable (did not require a significant change in therapy in the 6 weeks before receipt of study vaccine or any
hospitalization for worsening disease within 12 weeks before receipt of study vaccine). In Study 1,
approximately one-third of all participants had risk factors that placed them at increased risk for serious
pneumococcal disease, including smoking (12.9%), stable medical conditions of chronic cardiovascular disease
(5.5%), chronic pulmonary disease including asthma (8.7%), chronic liver disease (0.4%), and diabetes mellitus
(13.9%).

Safety Monitoring

Solicited adverse reactions for Prevnar 20 in the three main trials and Study 7 were monitored in participants
recording daily into an electronic diary their local adverse reactions for 10 consecutive days and systemic
reactions for 7 consecutive days following vaccination. Across all trials, serious and nonserious adverse events
were collected for 1 month after each vaccination. Safety follow-up of SAEs continued through 6 months after
vaccination with Prevnar 20 or Prevnar 13 (or other appropriate control vaccine), as applicable. Newly
diagnosed chronic medical conditions occurring within 6 months after vaccination were also collected via
telephone contact.

Serious Adverse Events in Participants 18 Years of Age and Older (Studies 1 through 6)

Across studies 1 through 6, performed in individuals of all ages, naive to and with prior pneumococcal
vaccination, the proportion of participants reporting 1 or more SAEs within 6 months after vaccination with
Prevnar 20 was 1.5% (67 of 4552 participants). This was similar to the proportion of participants with SAEs
after vaccination with Prevnar 13 or other applicable control vaccine (1.8%, 44 of 2496). The proportions of
participants with SAEs occurring within 1 month after vaccination with Prevnar 20 or with Prevnar 13 or other
applicable control vaccine were both 0.4% (19 of 4552 participants and 11 of 2496 participants, respectively).
There were no notable patterns or imbalances between vaccine groups for specific categories of serious adverse
events that would suggest a causal relationship to Prevnar 20.

Solicited Adverse Reactions in Participants 18 Years of Age and Older (Studies I and 6)

The frequency and severity of the local adverse reactions (redness, swelling, and pain at the injection site)
prompted daily in the 10 days after Prevnar 20 vaccination in individuals naive to pneumococcal vaccination
(Study 1) and in individuals with prior pneumococcal vaccination (Study 6) are shown in Table 4 and Table 5,
respectively. The frequency and severity of the systemic adverse reactions (fever, fatigue, headache, muscle
pain, and joint pain) prompted daily in the 7 days after Prevnar 20 vaccination in individuals naive to
pneumococcal vaccination (Study 1) and in individuals with prior pneumococcal vaccination (Study 6) are
shown in Table 6 and Table 7, respectively.
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Table 4. Percentage of Participants With Solicited Local Adverse Reactions, by Maximum Severity,
Within 10 Days After Vaccination in Pneumococcal Vaccine-Naive Individuals - Study 1*

18-49 Years of Age | 50-59 Years of Age | >60 Years of Age
Vaccine Group
Prevnar Prevnar 13/
Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13 20/Saline PPSV23
(NP=335) (NP=112) (NP=331) (NP=111) (NP=1505) (NP=1483)
% % % % % %
Local Reaction
Pain at injection
site®
Any! 81.2 82.1 72.5 69.4 554 54.1
Mild 42.7 52.7 53.5 52.3 453 44.6
Moderate 38.2 28.6 17.8 16.2 9.9 9.2
Severe 0.3 0.9 1.2 0.9 0.2 0.3
Swelling ¢
Any (>2.0 cm)? 11.6 12.5 8.8 10.8 7.5 8.0
Mild 7.2 8.9 5.7 7.2 4.8 4.9
Moderate 4.5 3.6 3.0 3.6 2.4 2.8
Severe 0 0 0 0 0.3 0.3
Redness °
Any (>2.0 cm)¢ 9.0 9.8 8.2 5.4 7.3 6.2
Mild 3.0 5.4 5.1 2.7 3.7 3.8
Moderate 5.4 4.5 2.7 2.7 2.8 2.2
Severe 0.6 0 0.3 0 0.8 0.2
Any local
reaction’ 81.2 82.1 72.8 70.3 57.4 56.0

a. Study 1 was conducted in the United States and in Sweden (NCT03760146).
b. N =number of participants with any e-diary data reported after vaccination (after Vaccination 1 [Prevnar 20 or Prevnar 13] for Study 1
participants 60 years of age and older). This value is the denominator for the percentage calculations.
c. Diameters were measured in caliper units of whole numbers from 1 to 21 or 21+. One caliper unit = 0.5 cm. Measurements were rounded up to
the nearest whole number. Intensity of redness and swelling were then characterized as follows: mild is >2.0 to 5.0 cm; moderate is >5.0 to
10.0 cm; severe is >10.0 cm.
d. “Any” includes all participants who reported a reaction as “mild”, “moderate”, or “severe” during Day 1 to Day 10 after vaccination.

o

Mild = does not interfere with activity; moderate = interferes with activity; severe = prevents daily activity.

f.  “Any local reaction” includes all participants who reported any injection site reaction (pain, swelling, or redness) as “mild”, “moderate”, or
“severe” during Day 1 to Day 10 after vaccination.

Table 5. Percentage of Participants With Solicited Local Adverse Reactions, by Maximum Severity,
Within 10 Days After Vaccination in Individuals 65 Years of Age and Older With Prior
Pneumococcal Vaccination — Study 6*”

Prior Pneumococcal Vaccination Status®

PPSV23 Prevnar 13 Prevnar 13 and
PPSV23
Vaccine Group
Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N9=253) (N=121) (N9=245) (N=126) (N9=125)
% % % % %

Local Reaction
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Table 5. Percentage of Participants With Solicited Local Adverse Reactions, by Maximum Severity,
Within 10 Days After Vaccination in Individuals 65 Years of Age and Older With Prior
Pneumococcal Vaccination — Study 6*”

Prior Pneumococcal Vaccination Status®
PPSV23 Prevnar 13 Prevnar 13 and
PPSV23
Vaccine Group
Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N4=253) (N4=121) (N4=245) (N=126) (N‘=125)
% % % % %
Pain at the injection
site®
Any’ 50.2 43.0 61.2 56.3 52.8
Mild 45.8 38.8 54.7 40.5 47.2
Moderate 4.3 33 6.1 14.3 5.6
Severe 0 0.8 0.4 1.6 0
Swelling ©
Any (>2.0 cm)f 9.9 6.6 9.4 14.3 4.0
Mild 5.1 6.6 5.7 6.3 1.6
Moderate 3.6 0 3.7 7.1 2.4
Severe 1.2 0 0 0.8 0
Redness ©
Any (>2.0 cm)* 7.9 2.5 8.6 12.7 4.8
Mild 3.6 1.7 2.9 4.8 1.6
Moderate 3.2 0.8 5.3 7.1 3.2
Severe 1.2 0 0.4 0.8 0
Any local reaction” 53.0 43.8 64.1 57.9 54.4

a. Study 6 was conducted in the United States and in Sweden (NCT03835975)

b. Open-label administration of Prevnar 20.

c. Includes participants who previously received either PPSV23 >1 to <5 years before enrollment (PPSV23), Prevnar 13 >6 months before
enrollment (Prevnar 13), or Prevnar 13 followed by PPSV23 >1 year before enrollment (Prevnar 13 and PPSV23) in the study.

d. N = number of participants with any e-diary data reported after vaccination. This value is the denominator for the percentage calculations.

e. Diameters were measured in caliper units of whole numbers from 1 to 21 or 21+. One caliper unit = 0.5 cm. Measurements were rounded up to
the nearest whole number. Intensity of redness and swelling were then characterized as follows: mild is >2.0 to 5.0 cm; moderate is >5.0 to
10.0 cm; severe is >10.0 cm.

f.  “Any” includes all participants who reported a reaction as “mild”, “moderate”, or “severe” during Day 1 to Day 10 after vaccination.

Mild = does not interfere with activity; moderate = interferes with activity; severe = prevents daily activity.

“Any local reaction” includes all participants who reported any injection site reaction (pain, swelling, or redness) as “mild”, “moderate”, or

“severe” during Day 1 to Day 10 after vaccination.
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Table 6. Percentage of Participants With Solicited Systemic Reactions, by Maximum Severity, Within
7 Days After Vaccination in Pneumococcal Vaccine-Naive Individuals — Study 1*

18 through 49 Years of Age | 50 through 59 Years of Age | =60 Years of Age
Vaccine Group
Prevnar Prevnar
Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13 20/Saline 13/PPSV23
(NP=335) (NP=112) (NP=331) (NP=111) (NP=1505) (NP=1483)
% % % % % %
Systemic Reaction
Muscle pain®
Any? 66.6 74.1 49.8 49.5 39.1 37.3
Mild 36.4 42.0 33.8 31.5 28.9 26.8
Moderate 29.0 31.3 154 17.1 9.8 10.0
Severe 1.2 0.9 0.6 0.9 0.4 0.5
Fatigue©
Any? 42.7 43.8 39.3 36.0 30.2 30.7
Mild 18.8 20.5 21.1 18.0 16.1 17.5
Moderate 22.1 19.6 17.2 15.3 12.8 11.9
Severe 1.8 3.6 0.9 2.7 1.2 1.2
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Table 6. Percentage of Participants With Solicited Systemic Reactions, by Maximum Severity, Within
7 Days After Vaccination in Pneumococcal Vaccine-Naive Individuals — Study 1*

18 through 49 Years of Age | 50 through 59 Years of Age | =60 Years of Age
Vaccine Group
Prevnar Prevnar
Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13 20/Saline 13/PPSV23
(NP=335) (NP=112) (NP=331) (NP=111) (NP=1505) (NP=1483)
% % Y% % % %
Headache®
Any? 38.8 339 323 36.0 21.5 233
Mild 21.5 16.1 20.5 21.6 15.5 17.0
Moderate 14.6 17.0 10.9 13.5 5.4 5.9
Severe 2.7 0.9 0.9 0.9 0.7 0.3
Joint pain®
Any? 13.4 17.9 15.4 20.7 12.6 13.7
Mild 6.3 8.9 10.6 12.6 6.9 7.1
Moderate 7.2 8.0 4.8 7.2 54 6.3
Severe 0 0.9 0 0.9 0.3 0.2
Fever
>38.0°C 1.2 1.8 1.5 0.9 0.9 0.8
>38.0°C to 38.4°C 0.6 0 0.6 0.9 0.3 0.4
>38.4°C to 38.9°C 0.3 0 0.3 0 0.3 0.2
>38.9°C to 40.0°C 0.3 1.8 0.3 0 0 0
>40.0°C 0 0 0.3 0 0.3 0.2
Any systemic reaction” 79.4 83.0 69.5 67.6 55.2 55.4
Use of antipyretic or
pain medicationf 25.7 23.2 24.5 27.9 18.5 20.4

a. Study 1 was conducted in the United States and in Sweden (NCT03760146).

b. N =number of participants with any e-diary data reported after vaccination (after Vaccination 1 [Prevnar 20 or Prevnar 13] for Study 1
participants 60 years of age and older). This value is the denominator for the percentage calculations.

c. Mild = does not interfere with activity; moderate = some interference with activity; severe = prevents daily activity.

d. “Any” includes all participants who reported a reaction as “mild”, “moderate”, or “severe” during Day 1 to Day 7 after vaccination.

e. “Any systemic reaction” includes all participants who reported any fever >38.0°C or any other systemic reaction (fatigue, headache, joint pain,
or muscle pain) as “mild”, “moderate”, or “severe” during Day 1 to Day 7 after vaccination.

f. Severity was not collected for use of antipyretic or pain medication. The numbers listed reflect “yes” responses (i.e., number of reactions
reported).

Table 7. Percentage of Participants With Solicited Systemic Reactions, by Maximum Severity, Within
7 Days After Vaccination in Individuals 65 Years of Age and Older With Prior Pneumococcal
Vaccination — Study 6*"

Prior Pneumococcal Vaccination Status®
Prevnar 13 and
PPSV23 Prevnar 13 PPSV23
Vaccine Group
Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N9=253) (N%=121) (N9=245) (N=126) (N9=125)
% % % % %
Systemic Reaction
Muscle pain®
Any’ 32.0 314 33.9 46.0 37.6
Mild 26.1 24.0 25.3 31.7 28.0
Moderate 5.5 5.0 8.6 11.9 8.8
Severe 0.4 2.5 0 2.4 0.8
Fatigue®
Any® 28.9 22.3 31.0 333 32.8
Mild 17.8 9.9 19.6 19.8 19.2
Moderate 11.1 9.9 10.2 13.5 12.0
Severe 0 2.5 1.2 0 1.6
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Table 7. Percentage of Participants With Solicited Systemic Reactions, by Maximum Severity, Within
7 Days After Vaccination in Individuals 65 Years of Age and Older With Prior Pneumococcal
Vaccination — Study 6*"

Prior Pneumococcal Vaccination Status®
Prevnar 13 and
PPSV23 Prevnar 13 PPSV23
Vaccine Group
Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N4=253) (N‘=121) (N4=245) (N=126) (N4=125)
% % % % %
Systemic Reaction
Headache®
Any® 17.8 18.2 13.5 21.4 19.2
Mild 12.6 12.4 9.8 20.6 12.8
Moderate 4.7 5.8 3.7 0.8 5.6
Severe 0.4 0 0 0 0.8
Joint pain®
Anyf 6.7 10.7 11.8 15.9 16.8
Mild 4.7 5.0 7.8 10.3 12.8
Moderate 2.0 5.0 4.1 5.6 4.0
Severe 0 0.8 0 0 0
Fever
>38.0°C 0.8 0 0 1.6 0
>38.0°C to 38.4°C 0.8 0 0 0.8 0
>38.4°C to 38.9°C 0 0 0 0.8 0
>38.9°C to 40.0°C 0 0 0 0 0
>40.0°C 0 0 0 0 0
Any systemic
reaction® 51.8 43.8 50.2 59.5 52.8
Use of antipyretic or
pain medication” 15.8 14.9 17.1 19.8 17.6

a. Study 6 was conducted in the United States and in Sweden (NCT03835975).

b. Open-label administration of Prevnar 20.

c. Includes participants who previously received either PPSV23 >1 to <5 years before enrollment (PPSV23), Prevnar 13 >6 months before
enrollment (Prevnar 13), or Prevnar 13 followed by PPSV23 >1 year before enrollment (Prevnar 13 and PPSV23) in the study.

N = number of participants with any e-diary data reported after vaccination. This value is the denominator for the percentage calculations.
Mild = does not interfere with activity; moderate = interferes with activity; severe = prevents daily activity.

“Any” includes all participants who reported a reaction as “mild”, “moderate”, or “severe” during Day 1 to Day 7 after vaccination.

“Any systemic reaction” includes all participants who reported any fever >38.0°C or any other systemic reaction (fatigue, headache, joint pain,
or muscle pain) as “mild”, “moderate”, or “severe” during Day 1 to Day 7 after vaccination.

Severity was not collected for use of antipyretic or pain medication. The numbers listed reflect “yes” responses (i.e., number of reactions
reported).

B ommoa

Safety with Concomitant Vaccine Administration in Participants >65 years of age (Study 7)

In Study 7, the rates of local reactions at the Prevnar 20 injection site within 10 days after vaccination were
similar between participants who received Prevnar 20 and Fluad Quadrivalent concomitantly (Group 1) or
separately (Group 2). The rates of systemic reactions within 7 days following administration of Prevnar 20 were
generally numerically higher in Group 1 compared to Group 2; however, overall, fever in both groups was
uncommon (<1.5%) and other systemic reactions (fatigue, headache, muscle, or joint pain) were primarily mild
to moderate (<0.9% were severe). The proportions of participants with SAEs occurring within 1 month after
vaccination with Prevnar 20 were 1.1% for Group 1 and 1.7% in Group 2. No SAEs occurring within 1 month
after vaccination with Prevnar 20 were considered related to vaccination.
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6.2 Postmarketing Experience With Prevnar 13

The postmarketing safety experience with Prevnar 13 in individuals 6 weeks of age and older is relevant to
Prevnar 20 since the vaccines are manufactured and formulated similarly and contain 13 of the same
polysaccharide conjugates. These adverse reactions are included based on one or more of the following factors:
severity, frequency of reporting, or strength of evidence for a causal relationship to Prevnar 13 vaccine. Because
these reactions are reported voluntarily from a population of uncertain size, it is not always possible to reliably
estimate their frequency or establish a causal relationship to product exposure. The following adverse reactions
have been spontaneously reported during postapproval use of Prevnar 13 and may also be seen in postmarketing
experience with Prevnar 20.

e Blood and lymphatic system disorders: Lymphadenopathy localized to the region of the injection site

e Cardiac disorders: Cyanosis (pediatric populations only)

e General Disorders and Administration Site Conditions: Vaccination-site dermatitis, vaccination-site

pruritus, vaccination-site urticaria

¢ Immune System Disorders: Anaphylactic/anaphylactoid reaction, including shock

e Nervous system disorders: Hypotonia (pediatric populations only

e Respiratory: Apnea (pediatric populations only)

e Skin and Subcutaneous Tissue Disorders: Angioneurotic edema, Erythema multiforme

e Vascular disorders: Pallor (pediatric populations only)

7 DRUG INTERACTIONS
7.1 Prior Vaccination With PNEUMOVAX 23

In adults, receipt of PPSV23 1 to 5 years prior to Prevnar 20 resulted in diminished OPA geometric mean titers
(GMTs) to Prevnar 20 compared to OPA GMTs in recipients who received Prevnar 13 at least 6 months prior to
Prevnar 20, and compared to OPA GMTs in recipients who received Prevnar 13 followed by PPSV23, with the
last dose of PPSV23 given at least 1 year prior to Prevnar 20 /see Clinical Studies (14.2)].

7.2 Immunosuppressive Therapies

Individuals with impaired immune responsiveness due to the use of immunosuppressive therapy (including
irradiation, corticosteroids, antimetabolites, alkylating agents, and cytotoxic agents) may not respond optimally
to Prevnar 20.

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 US 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. There are no adequate and well-controlled studies of Prevnar 20 in pregnant
women. Available data on Prevnar 20 administered to pregnant women are insufficient to inform
vaccine-associated risks in pregnancy.
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A developmental toxicity study was performed in female rabbits administered Prevnar 20 prior to mating and
during gestation. The dose was 0.5 mL at each occasion (a single human dose is 0.5 mL). This study revealed
no evidence of harm to the fetus due to Prevnar 20 (see Data).

Data

Animal Data

In a developmental toxicity study, female rabbits were administered Prevnar 20 by intramuscular injection twice
prior to mating (17 days and 4 days prior to mating) and twice during gestation (Gestation Days 10 and 24),

0.5 mL/rabbit/occasion (a single human dose). No adverse effects on pre-weaning development were observed.
There were no vaccine-related fetal malformations or variations.

8.2 Lactation

Risk Summary

It is not known whether Prevnar 20 is excreted in human milk. Data are not available to assess the effects of
Prevnar 20 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 Prevnar 20 and any potential
adverse effects on the breastfed child from Prevnar 20 or from the underlying maternal condition. For
preventive vaccines, the underlying maternal condition is susceptibility to disease prevented by the vaccine.

8.4 Pediatric Use

The safety of Prevnar 20 has been established in individuals 6 weeks through 17 years of age [see Adverse
Reactions (6.1)].

The effectiveness of Prevnar 20 for the prevention of invasive disease caused by S. pneumoniae serotypes 1, 3,
4,5,6A, 6B, 7F, 8,9V, 10A, 11A, 12F, 14, 15B, 18C, 19A, 19F, 22F, 23F, and 33F has been established in
individuals 6 weeks through 17 years of age /see Clinical Studies (14.2)].

The effectiveness of Prevnar 20 for the prevention of otitis media caused by serotypes 4, 6B, 9V, 14, 18C, 19F,
and 23F has been established in individuals 6 weeks through 5 years of age [see Clinical Studies (14.1)].

The effectiveness of Prevnar 20 in infants and children initiating vaccination at 7 months through 17 years of
age and in children 15 months through 17 years of age previously vaccinated or incompletely vaccinated with a
pneumococcal conjugate vaccine is supported by evidence from clinical studies in younger children who
received a 4-dose series of Prevnar 20 and by evidence from clinical studies of catch-up vaccination with
Prevnar 13 and Prevnar.

The effectiveness of Prevnar 20 for the prevention of pneumonia has not been established in individuals
younger than 18 years of age.

The safety and effectiveness of Prevnar 20 in individuals younger than 6 weeks of age have not been
established.
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8.5 Geriatric Use

Of the total number of Prevnar 20 recipients 18 years of age and older evaluated for safety in the 3 main clinical
trials (N=4263), 26.7% (n=1138) were 65 years of age and older and 1.7% (n=72) were 80 years of age and
older [see Clinical Studies (14.2)].

Prevnar 20 recipients 70 through 79 years of age and >80 years of age had lower OPA GMTs for all
pneumococcal serotypes compared to Prevnar 20 recipients 18 through 49 years, 50 through 59, and 60 through
64 years of age [see Clinical Studies (14.1)].

11 DESCRIPTION

Prevnar 20, Pneumococcal 20-valent Conjugate Vaccine is a sterile suspension of saccharides of the capsular
antigens of S. pneumoniae serotypes 1, 3, 4, 5, 6A, 6B, 7F, 8, 9V, 10A, 11A, 12F, 14, 15B, 18C, 19A, 19F, 22F,
23F, and 33F, individually linked to non-toxic diphtheria CRM97 protein. Each serotype is grown in soy
peptone broth. The individual polysaccharides are purified by a series of chemical and physical methods. The
polysaccharides are chemically activated and then directly conjugated to the carrier protein CRMi97, to form the
glycoconjugate. CRM 97 is a non-toxic variant of diphtheria toxin isolated from cultures of Corynebacterium
diphtheriae strain C7 (197) grown in a casamino acids and yeast extract-based medium or in a chemically-
defined medium. CRM 97 is purified by a series of chemical and physical methods. The individual
glycoconjugates are purified by a series of chemical and physical methods and analyzed for saccharide to
protein ratios, molecular size, free saccharide, and free protein.

The individual glycoconjugates are compounded to formulate Prevnar 20. Potency of the formulated vaccine is
determined by quantification of each of the saccharide antigens and by the saccharide to protein ratios in the
individual glycoconjugates. Each 0.5 mL dose of the vaccine is formulated to contain approximately 2.2 pg of
each of S. pneumoniae serotypes 1, 3,4, 5, 6A, 7F, 8,9V, 10A, 11A, 12F, 14, 15B, 18C, 19A, 19F, 22F, 23F,
33F saccharides, 4.4 ng of 6B saccharides, 51 ug CRM o7 carrier protein, 100 ug polysorbate 80, 295 ug
succinate buffer, 4.4 mg sodium chloride, and 125 pg aluminum as aluminum phosphate adjuvant.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

Protection against pneumococcal disease is conferred mainly by antibodies (immunoglobulin G [IgG] directed
against capsular polysaccharides) and OPA killing of S. pneumoniae. Prevnar 20 induces IgG antibodies and

OPA against the 20 vaccine serotypes.

An opsonic antibody titer or serotype-specific IgG concentration that is predictive of protection against invasive
pneumococcal disease or pneumococcal pneumonia has not been established.

13 NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Prevnar 20 has not been evaluated for the potential to cause carcinogenicity, genotoxicity, or impairment of

male fertility. Vaccination of female rabbits with Prevnar 20 had no effect on female fertility /see Use in
Specific Populations (8.1)].
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14 CLINICAL STUDIES

14.1 Prevnar and Prevnar 13 Efficacy Data

Efficacy and effectiveness of Prevnar and Prevnar 13 are relevant to Prevnar 20, since Prevnar, Prevnar 13 and
Prevnar 20 are manufactured similarly. In addition, Prevnar and Prevnar 20 contain 7 of the same polysaccharide
conjugates and Prevnar 13 and Prevnar 20 contain 13 of the same polysaccharide conjugates.

Prevnar Efficacy Data in Children

Invasive Pneumococcal Disease (IPD)

Prevnar was licensed in the United States for infants and children in 2000, following a randomized,
double-blind, clinical trial in a multiethnic population at Northern California Kaiser Permanente (NCKP) from
October 1995 through August 20, 1998, in which 37,816 infants were randomized to receive either Prevnar or a
control vaccine (an investigational meningococcal group C conjugate vaccine [MnCC]) at 2, 4, 6, and 12
through 15 months of age. In this study, the efficacy of Prevnar against invasive disease due to S. pneumoniae
in cases accrued during this period was 100% in both the per-protocol and intent-to-treat analyses (95%
confidence interval [CI]: 75.4%, 100% and 81.7%, 100%, respectively). Data accumulated through an extended
follow-up period to April 20, 1999, resulted in similar efficacy estimates of 97.4% in the per-protocol analysis
and 93.9% in the intent-to-treat analysis (95% CI: 82.7%, 99.9% and 79.6%, 98.5%, respectively).

Acute Otitis Media (AOM)

The efficacy of Prevnar against otitis media was assessed in 2 clinical trials: a trial in Finnish infants at the
National Public Health Institute and the efficacy trial in US infants at NCKP.

The Finnish Otitis Media (FinOM) trial was a randomized, double-blind trial in which 1,662 infants were
equally randomized to receive either Prevnar or a control vaccine Recombivax HB (Hepatitis B vaccine
(Recombinant) [Hep B]) at 2, 4, 6, and 12 through 15 months of age. In this study, conducted between
December 1995 and March 1999, parents of study participants were asked to bring their children to the study
clinics if the child had respiratory infections or symptoms suggesting AOM. If AOM was diagnosed,
tympanocentesis was performed, and the middle-ear fluid was cultured. If S. pneumoniae was isolated,
serotyping was performed. The primary endpoint was efficacy against AOM episodes caused by vaccine
serotypes in the per-protocol population.

The vaccine efficacy against AOM episodes due to vaccine serotypes assessed in the Finnish trial was 57%
(95% CI: 44%, 67%) in the per-protocol population and 54% (95% CI: 41%, 64%) in the intent-to-treat
population. The vaccine efficacy against AOM episodes due to vaccine-related serotypes (6A, 9N, 18B, 19A,
23A), also assessed in the Finnish trial, was 51% (95% CI: 27, 67) in the per-protocol population and 44% (95%
CI: 20, 62) in the intent-to-treat population. There was a nonsignificant increase in AOM episodes caused by
serotypes unrelated to the vaccine in the per-protocol population, compared to children who received the control
vaccine, suggesting that children who received Prevnar appeared to be at increased risk of otitis media due to
pneumococcal serotypes not represented in the vaccine. However, vaccination with Prevnar reduced
pneumococcal otitis media episodes overall. In the NCKP trial, in which the endpoint was all otitis media
episodes regardless of etiology, vaccine efficacy was 7% (95% CI: 4%, 10%) and 6% (95% CI: 4%, 9%),
respectively, in the per-protocol and intent-to-treat analyses. Several other otitis media endpoints were also
assessed in the 2 trials.

In the NCKP trial, the efficacy of Prevnar against otitis media was assessed from the beginning of the trial in
October 1995 through April 1998. The otitis media analysis included 34,146 infants randomized to receive
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either Prevnar (N=17,070), or the control vaccine (N=17,076), at 2, 4, 6, and 12 through 15 months of age. In
this trial, no routine tympanocentesis was performed, and no standard definition of otitis media was used by
study physicians. The primary otitis media endpoint was efficacy against all otitis media episodes in the
per-protocol population. Recurrent AOM, defined as 3 episodes in 6 months or 4 episodes in 12 months, was
reduced by 9% in both the per-protocol and intent-to-treat populations (95% CI: 3%, 15% in per-protocol and
95% CI: 4%, 14% in intent-to-treat) in the NCKP trial; a similar trend was observed in the Finnish trial. The
NCKEP trial also demonstrated a 20% reduction (95% CI: 2, 35) in the placement of tympanostomy tubes in the
per-protocol population and a 21% reduction (95% CI: 4, 34) in the intent-to-treat population. Data from the
NCKP trial accumulated through an extended follow-up period to April 20, 1999, in which a total of 37,866
children were included (18,925 in Prevnar group and 18,941 in MnCC control group), resulted in similar otitis
media efficacy estimates for all endpoints.

Prevnar 13 Adult Efficacy Data

The efficacy of Prevnar 13 against vaccine-type (VT) pneumococcal community-acquired pneumonia (CAP) and
IPD was assessed in a randomized, double-blind, placebo-controlled study (Community-Acquired Pneumonia
Immunization Trial in Adults [CAPiTA]) conducted over ~4 years in the Netherlands. A total of

84,496 participants 65 years of age and older received a single dose of either Prevnar 13 or placebo in a

1:1 randomization; 42,240 participants were vaccinated with Prevnar 13 and 42,256 participants were vaccinated
with placebo. Chronic medical conditions (asthma, diabetes, heart, liver, and/or lung diseases) were reported in
42.3% of study participants at baseline.

The primary objective was to demonstrate the efficacy of Prevnar 13 in the prevention of a first episode of
confirmed VT-CAP (defined as presence of >2 specified clinical criteria, chest X-ray consistent with CAP as
determined by a central committee of radiologists, and positive VT-specific urinary antigen detection assay
[UAD] or isolation of VT S. pneumoniae from blood or other sterile site). The secondary objectives were to
demonstrate the efficacy of Prevnar 13 in the prevention of a first episode of 1) confirmed
nonbacteremic/noninvasive (NB/NI) VT-CAP (an episode of VT-CAP for which the blood culture result and
any other sterile site culture results were negative for S. pneumoniae) and 2) VT-IPD (the presence of

S. pneumoniae in a sterile site).

Surveillance for suspected pneumonia and IPD began immediately after vaccination and continued through
identification of a prespecified number of cases. Participants who had a CAP or IPD episode with symptom
onset less than 14 days after vaccination were excluded from all analyses.

The median duration of follow-up per participant was 3.93 years. Prevnar 13 demonstrated statistically

significant vaccine efficacy (VE) in preventing first episodes of VT pneumococcal CAP, NB/NI VT
pneumococcal CAP, and VT-IPD (see Table 8).
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Table 8. Vaccine Efficacy for the Primary and Secondary Efficacy Endpoints — Per-Protocol

Population
Vaccine Group
Prevnar 13 Placebo
N=42,240 N=42,256
Total
Efficacy Endpoint Number of n N VE (%) | (95.2% CI)
Episodes

Primary endpoint:
First case of confirmed VT 139 49 90 45.6 (21.8, 62.5)
pneumococcal CAP

Secondary endpoint:

First episode of confirmed NB/NI 93 33 60 45 (14.2, 65.3)
VT pneumococcal CAP
Secondary endpoint: 35 7 8 75 (41.1,90.9)

First episode of VT-IPD

Abbreviations: CAP = community-acquired pneumonia; CI = confidence interval, NB/NI = nonbacteremic/noninvasive; IPD = invasive
pneumococcal disease; VE = vaccine efficacy; VT = vaccine-type.

14.2 Prevnar 20 Clinical Trials in Individuals 6 Weeks Through 15 Months of Age

Immunogenicity of Prevnar 20 in Individuals 6 Weeks Through 15 Months of Age

Prevnar 20 effectiveness against invasive pneumococcal disease in individuals 6 weeks through 15 months of
age was demonstrated based on comparisons of serotype-specific antibody responses at 1 month after Dose 3
and 1 month after Dose 4 of Prevnar 20 to the antibody responses after vaccination with Prevnar 13.

Antibody responses elicited by Prevnar 20 and Prevnar 13 in these age groups were measured using a serotype-
specific multiplex direct-binding Luminex® immunoassay (dLIA), designed to determine the concentration of
serotype-specific polysaccharide-binding IgG antibodies, and OPA assays to measure serotype-specific
functional OPA titers for the 20 pneumococcal serotypes of Prevnar 20. A serotype-specific IgG antibody
concentration corresponding to >0.35 pg/mL using the World Health Organization (WHO) enzyme linked
immunosorbent assay (ELISA) has been used as the threshold value for the clinical evaluation of pneumococcal
conjugate vaccines when measured one month after Dose 3 of the 4-dose immunization series. The dLIA, used
to measure the IgG antibody concentration, was bridged to the WHO ELISA to establish dLIA specific
threshold values for each vaccine serotype that correspond to the established >0.35 pg/mL WHO ELISA
threshold value.

In Study 8, a multicenter, randomized, active-controlled, double-blind trial, participants were randomized in a
1:1 ratio to receive Prevnar 20 (N=1004) or Prevnar 13 (N=993) in a 4-dose schedule; vaccine was administered
at 2, 4, 6, and 12 through 15 months of age. Pediarix and Hiberix were administered concomitantly with each of
the 3 infant doses. M-M-R Il and VARIVAX were administered with the fourth dose [see Adverse Reactions
(6.1) and Clinical Studies (14.3)].

Study 8 assessed serotype-specific IgG response rates, [gG geometric mean concentrations (GMCs) and OPA
GMTs measured at one month after Dose 3 and one month after Dose 4 for all 20 serotypes contained in
Prevnar 20. For each of the 13 matched serotypes, IgG response in the Prevnar 20 group were compared with
the corresponding response in the Prevnar 13 group. For the 7 additional serotypes (serotypes 8, 10A, 11A, 12F,
15B, 22F, and 33F), IgG response in the Prevnar 20 group were compared with the lowest response among the
13 matched vaccine serotypes excluding serotype 3 in the Prevnar 13 group.
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Pneumococcal IeG Antibody Responses Following 3 Doses of Prevnar 20

IgG antibody responses following Prevnar 20 were noninferior to those following Prevnar 13 for 8 of the 13
matched serotypes and 6 of the 7 additional serotypes, as assessed by the percentage of participants meeting the
predefined serotype-specific IgG concentration one month after Dose 3, using a 10% noninferiority criterion (the
lower bound of the 2-sided 95% CI for the difference in percentages [Prevnar 20 minus Prevnar 13] greater than
-10%). Five of the 13 matched serotypes (serotypes 1, 3, 4, 9V and 23F) did not meet the pre-specified
noninferiority criterion, as the lower bounds of the 2-sided 95% CIs for the difference in percentages (Prevnar 20
minus Prevnar 13) were -12.1%, -20.1%, -12.0%, -11.3%, and -11.4% respectively. One additional serotype
(serotype 12F) also did not meet the NI criterion when compared to serotype 23F (the Prevnar 13 serotype with
the lowest percentage excluding serotype 3) in the Prevnar 13 group, the lower bound of the 2-sided 95% CI for
the difference in percentage (Prevnar 20 minus lowest Prevnar 13) was -41.6% (Table 9).

Additional IgG GMC data at one month after Dose 3 and OPA data at one month after Dose 3, presented in
Tables 10 and 12 respectively, support the effectiveness of Prevnar 20 for each of the 6 serotypes that failed to
meet the pre-specified non-inferiority criterion.

Table 9. Percentage of Participants Meeting Predefined Serotype-Specific Pneumococcal IgG
Concentrations One Month After Dose 3 in Participants Vaccinated at 2, 4, and 6 Months
of Age — Study 8*

Prevnar 20
NP=831-833

Prevnar 13
NP=801-802

Prevnar 20 minus Prevnar 13

% (95% CI°)

% (95% CI°)

Percentage Difference? (95% CI%)

Serotypes
1 79.8 (76.9, 82.5) 88.4 (86.0, 90.5) -8.6 (-12.1, -5.1)
3 52.1 (48.6, 55.5) 67.6 (64.2,70.8) -15.5 (-20.1, -10.8)
4 79.7 (76.8, 82.4) 88.2 (85.7,90.3) -8.4 (-12.0, -4.9)
5 82.5 (79.7, 85.0) 86.8 (84.2, 89.1) -4.3 (-7.8,-0.8)
6A 93.5(91.6,95.1) 95.9 (94.3,97.2) -2.4 (-4.6,-0.2)
6B 88.3 (85.9,90.4) 92.4(90.3,94.1) -4.1(-7.0,-1.2)
7F 96.6 (95.2,97.8) 97.6 (96.3, 98.6) -1.0 (-2.7,0.7)
A 81.9 (79.1, 84.4) 89.8 (87.5,91.8) -7.9 (-11.3, -4.6)
14 93.4 (91.5,95.0) 94.1 (92.3,95.7) -0.8 (-3.1, 1.6)
18C 92.6 (90.6, 94.2) 93.1 (91.2,94.8) -0.6 (-3.1, 1.9)
19A 97.1(95.7,98.1) 98.1 (96.9, 98.9) -1.0 (-2.6, 0.5)
19F 96.9 (95.5, 98.0) 96.6 (95.1, 97.8) 0.2 (-1.5,2.0)
23F 77.9 (74.9, 80.7) 85.5 (82.9, 87.9) -7.6 (-11.4,-3.9)

Additional Serotypes’

8 96.8 (95.3, 97.9) fe 11.2 (8.6, 14.0)
10A 82.2 (79.5, 84.8) fe 3.3 (-6.9, 0.3)
11A 92.7 (90.7, 94.4) fe 7.1(4.2,10.2)
12F 48.0 (44.6, 51.5) fe -37.5 (-41.6, -33.3)
15B 98.2 (97.0, 99.0) fe 12.7 (10.2, 15.4)
20F 98.3(97.2,99.1) fe 12.8 (10.3, 15.5)
33F 86.7 (84.2, 88.9) fe 1.1(2.2,4.5)

Abbreviation: IgG = immunoglobulin G.

Note: The predefined IgG concentration was >0.35 pg/mL for all serotypes except for serotypes 5, 6B, 12F, and 19A which were >0.23

pg/mL, >0.10 pg/mL, >0.69 pg/mL and >0.12 pg/mL respectively.

a. Study 8 was conducted in the United States and the territory of Puerto Rico (NCT04382326).

b. N =number of participants with valid assay results. These values are the denominators for the corresponding percentage calculations.

c. Exact 2-sided CI, based on the Clopper and Pearson method.

d. Noninferiority for a serotype was met if the lower bound of the 2-sided CI for the percentage difference (Prevnar 20 minus Prevnar 13)
>-10% (10% NI criterion) for that serotype.

e. 2-Sided CI based on the Miettinen and Nurminen method for the difference in proportions, expressed as a percentage.
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Table 9. Percentage of Participants Meeting Predefined Serotype-Specific Pneumococcal IgG
Concentrations One Month After Dose 3 in Participants Vaccinated at 2, 4, and 6 Months
of Age — Study 8*

Prevnar 20
NP=831-833

Prevnar 13
NP=801-802

Prevnar 20 minus Prevnar 13

% (95% CI°)

% (95% CI%)

Percentage Difference? (95% CI%)

f.  For the 7 additional serotypes, the percentage of participants with the predefined IgG concentration to serotype 23F (Prevnar 13 serotype
with the lowest percentage, excluding serotype 3) in the Prevnar 13 group was used in the calculation of the percentage difference.

g. For the 7 additional serotypes, percentages of participants with predefined IgG concentrations to serotypes 8, 10A, 11A, 12F, 15B, 22F
and 33F in the Prevnar 13 group were 1.6%, 1.2%, 1.5%, 0.1%, 2.6%, 0.9% and 1.1%, respectively.

At 1 month after Dose 3, IgG GMCs in the Prevnar 20 group were noninferior to the corresponding IgG GMCs
in the Prevnar 13 group for all 20 vaccine serotypes, including the 6 serotypes that missed the noninferiority
criterion based on the percentage of participants meeting pre-defined IgG concentrations at one month after Dose
3. For each of the 13 matched serotypes, [gG GMCs in the Prevnar 20 group were noninferior to the
corresponding IgG GMCs in the Prevnar 13 group. For each of the 7 additional serotypes, [gG GMCs in the
Prevnar 20 group were noninferior to the IgG GMC for serotype 19A (the lowest result among the 13 matched
vaccine serotypes excluding serotype 3) in the Prevnar 13 group (Table 10).

Table 10. Serotype-Specific Pneumococcal IgG GMCs (ng/mL) and GMC Ratios One Month After
Dose 3 in Participants Vaccinated at 2, 4, 6 and 12 through 15 Months of Age — Study 8*

Prevnar 20 Prevnar 13
Pneumococcal NP=831-833 NP=801-802 Prevnar 20/Prevnar 13
Serotype
GMC* (95% CI°) GMC* (95% CI°) GMC Ratio® (95% CI*9)
Serotype
1 0.74 (0.70, 0.79) 1.14 (1.06, 1.22) 0.65 (0.59, 0.72)
3 0.36 (0.33, 0.38) 0.51 (0.48, 0.55) 0.70 (0.64, 0.76)
4 0.75 (0.70, 0.81) 1.08 (1.00, 1.17) 0.70 (0.63, 0.78)
5 0.66 (0.61, 0.71) 0.96 (0.88, 1.04) 0.69 (0.61, 0.77)
6A 1.95 (1.81,2.10) 2.69 (2.48,2.92) 0.72 (0.65, 0.81)
6B 0.61 (0.55, 0.68) 1.02 (0.91, 1.14) 0.60 (0.51, 0.70)
7F 1.71 (1.62, 1.81) 229 (2.16, 2.43) 0.75 (0.69, 0.81)
9V 0.87 (0.81, 0.93) 121 (1.12, 1.30) 0.72 (0.65, 0.80)
14 2.16 (2.01, 2.33) 272 (2.51,2.95) 0.79 (0.71, 0.89)
18C 131 (1.23, 1.39) 1.71 (1.59, 1.84) 0.77 (0.70, 0.84)
19A 0.72 (0.67, 0.76) 0.91 (0.85, 0.97) 0.79 (0.72, 0.86)
19F 1.59 (1.50, 1.67) 2.00 (1.88,2.12) 0.79 (0.73, 0.86)
23F 0.82 (0.75, 0.90) 125 (1.14, 1.37) 0.66 (0.58, 0.75)
Additional Serotypes’
8 1.80 (1.70, 1.91) i 1.98 (1.81,2.16)
10A 121 (1.09, 1.33) i 132 (1.18, 1.49)
1A 1.39 (1.30, 1.48) i 1.52 (1.39, 1.67)
12F 0.55 (0.50, 0.60) i 0.60 (0.54, 0.67)
15B 4.40 (4.11,4.71) i 4.82 (439, 5.30)
20F 3.71 (3.45, 3.99) i 4.06 (3.68, 4.43)
33F 1.49 (1.36, 1.64) i 1.64 (1.46, 1.83)

Abbreviations: GMC = geometric mean concentration; IgG = immunoglobulin G; LLOQ = lower limit of quantitation.
Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

a. Study 8 was conducted in the United States and the territory of Puerto Rico (NCT04382326)
b. N = Number of participants with valid IgG concentrations.
c. GMCs and 2-sided CIs were calculated by exponentiating the mean logarithm of the concentrations and the corresponding Cls (based on the

Student t distribution).

d.  Noninferiority for a serotype was met if the lower bound of the 2-sided CI of IgG GMC ratio (Prevnar 20/Prevnar 13) >0.5 (2-fold NI

criterion) for that serotype.

e. 2-Sided CIs were calculated by exponentiating the mean differences of the logarithms of the IgG concentrations (Prevnar 20 minus Prevnar

13) and the corresponding Cls (based on the Student t distribution).
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Table 10. Serotype-Specific Pneumococcal IgG GMCs (ng/mL) and GMC Ratios One Month After
Dose 3 in Participants Vaccinated at 2, 4, 6 and 12 through 15 Months of Age — Study 8*

Prevnar 20 Prevnar 13
Pneumococcal NP=831-833 NP=801-802 Prevnar 20/Prevnar 13
Serotype
GMC* (95% CI9 GMC* (95% CI9 GMC Ratio? (95% CI%*)

f.  For the 7 additional serotypes, the IgG GMC to serotype 19A (Prevnar 13 serotype with the lowest IgG GMC, excluding serotype 3) in the
Prevnar 13 group was used in the calculation of the GMC ratio.

g.  For the 7 additional serotypes, the IgG GMCs to serotypes 8, 10A, 11A, 12F, 15B, 22F and 33F in the Prevnar 13 group were 0.02 pg/mL,
0.01 pg/mL, 0.02 pg/mL, 0.01 pg/mL, 0.03 pg/mL, 0.01 pg/mL and 0.02 pg/mL, respectively.

Pneumococcal I1eG Antibody Responses Following 4 Doses of Prevnar 20

For each of the 13 matched serotypes, [gG GMCs in the Prevnar 20 group were noninferior to the corresponding
IgG GMC:s in the Prevnar 13 group. For each of the 7 additional serotypes, [gG GMCs in the Prevnar 20 group
were noninferior to the IgG GMC for serotype 1 (the lowest result among the 13 matched vaccine serotypes
excluding serotype 3) in the Prevnar 13 group (Table 11).

Table 11. Serotype-Specific Pneumococcal IgG GMCs (ug/mL) and GMC Ratios One Month
After Dose 4 in Participants Vaccinated at 2, 4, 6 and 12 through 15 Months of Age—

Study 8*
Prevnar 20 Prevnar 13 Prevnar 20/Prevnar 13
NP=753-755 NP=744-745
GMC* (95% CI°) GMC* (95% CI°) GMC Ratio? (95% CI%*)
Serotypes

1 1.47 (1.37,1.57) 2.12(1.97,2.27) 0.69 (0.63, 0.76)

3 0.56 (0.53, 0.60) 0.85 (0.80, 0.90) 0.66 (0.61, 0.73)

4 3.77 (3.52, 4.04) 4.84 (4.50, 5.22) 0.78 (0.70, 0.86)

5 1.87 (1.74, 2.00) 2.51(2.33,2.70) 0.74 (0.67, 0.82)
6A 9.01 (8.45,9.61) 11.69 (10.91, 12.53) 0.77 (0.70, 0.85)
6B 4.01 (3.70,4.35) 5.74 (5.27, 6.24) 0.70 (0.62, 0.79)
7F 3.91(3.70, 4.14) 5.18 (4.88, 5.49) 0.76 (0.70, 0.82)
oV 3.44 (3.23,3.67) 4.30 (4.02, 4.59) 0.80 (0.73, 0.88)

14 5.68 (5.27,6.12) 6.34 (5.88, 6.83) 0.90 (0.81, 1.00)
18C 3.46 (3.24,3.70) 4.69 (4.34, 5.05) 0.74 (0.67, 0.82)
19A 3.53 (3.30,3.77) 4.13 (3.84,4.45) 0.85(0.77, 0.94)
19F 5.01 (4.68, 5.36) 5.79 (5.36, 6.25) 0.86 (0.78, 0.96)
23F 3.95(3.63,4.31) 6.18 (5.66, 6.75) 0.64 (0.57,0.72)

Additional Serotypes’

8 3.97 (3.73,4.22) fe 1.87 (1.71, 2.06)
10A 6.22 (5.75, 6.72) fe 2.94 (2.64, 3.26)
11A 3.53 (3.31,3.78) fe 1.67 (1.51, 1.84)
12F 1.85(1.73,1.99) fe 0.88 (0.79, 0.97)
15B 12.59 (11.78, 13.45) fe 5.95 (5.39, 6.55)
22F 10.60 (9.92, 11.33) fe 5.01 (4.54, 5.52)
33F 9.31 (8.71, 9.96) fe 4.40 (3.99, 4.85)

Abbreviations: GMC = geometric mean concentration; IgG = immunoglobulin G; LLOQ = lower limit of quantitation.
Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

a. Study 8 was conducted in the United States and the territory of Puerto Rico (NCT04382326).

b. N = Number of participants with valid IgG concentrations.

c. GMCs and 2-sided CIs were calculated by exponentiating the mean logarithm of the concentrations and the corresponding Cls
(based on the Student t distribution).

d. Noninferiority for a serotype was met if the lower bound of the 2-sided CI of IgG GMC ratio (Prevnar 20/Prevnar 13) >0.5 (2-fold
NI criterion) for that serotype.

24



Table 11. Serotype-Specific Pneumococcal IgG GMCs (ug/mL) and GMC Ratios One Month
After Dose 4 in Participants Vaccinated at 2, 4, 6 and 12 through 15 Months of Age—

Study 8*
Prevnar 20 Prevnar 13 Prevnar 20/Prevnar 13
NP=753-755 NP=744-745
GMC* (95% CIY) GMC* (95% CIY) GMC Ratio? (95% CI*®)

e. 2-Sided CIs were calculated by exponentiating the mean differences of the logarithms of the IgG concentrations (Prevnar 20 minus
Prevnar 13) and the corresponding Cls (based on the Student t distribution).

f.  For the 7 additional serotypes, the IgG GMC to serotype 1 (Prevnar 13 serotype with the lowest IgG GMC, excluding serotype 3)
in the Prevnar 13 group was used in the calculation of the GMC ratio.

g. For the 7 additional serotypes, the IgG GMCs to serotypes 8, 10A, 11A, 12F, 15B, 22F and 33F in the Prevnar 13 group were 0.03
pg/mL, 0.01 pg/mL, 0.02 pg/mL, 0.01 pg/mL, 0.02 pg/mL, 0.00 pg/mL and 0.01 pg/mL, respectively.

Opsonophagocytic Activity Responses After 3 and 4 doses of Prevnar 20

Serotype-specific OPA GMTs at 1 month after Dose 3 and 1 month after Dose 4 were descriptively evaluated in
a subset of participants who had received Prevnar 20 and Prevnar 13 in Study 8 (Table 12). For serotypes 1, 3,
4, 9V, 23F and 12F, for which non-inferiority was not met 1 month after Dose 3 (for the percentage of
participants meeting the pre-defined serotype-specific IgG concentration), OPA GMTs at 1 month after Dose 3
were numerically similar across groups for the 5 matched serotypes and an OPA antibody response was
generated to additional serotype 12F.

Table 12.Pneumococcal OPA GMTs One Month After Dose 3 and Dose 4 of a 4-Dose Series— Study 8*

Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13
NP = 85-105 NP =84-113 NP = 80-99 NP=77-103
After Dose 3 After Dose 3 After Dose 4 After Dose 4
GMT* (95% CI) GMT* (95% CI) GMT* (95% CI9) GMT* (95% CI°)
Serotypes
1 26 (21, 33) 34 (27,42) 36 (27,48) 66 (50, 87)
3 51 (43, 61) 63 (53, 76) 62 (49,78) 102 (86, 120)
4 339 (252, 455) 280 (207, 378) 621 (435, 887) 961 (714, 1294)
5 32 (27,39 39 (32,47) 55 (45, 67) 69 (54, 87)
6A 910 (763, 1084) 936 (757, 1156) 1384 (1092, 1753) 1767(1329, 2348)
6B 318 (242,419) 516 (409, 651) 666 (489, 906) 1211 (861, 1703)
7F 1222 (1020, 1465) 1149 (926, 1424) 2022 (1673, 2444) 2099 (1741, 2531)
SAY 661 (482, 906) 594 (421, 838) 2609 (1913, 3558) 3210 (2500, 4123)
14 415 (323, 535) 420 (330, 535) 667 (523, 850) 593 (462, 761)
18C 1153 (910, 1460) 996 (754, 1317) 1973 (1472, 2643) 2425 (1914, 3072)
19A 108 (78, 149) 109 (79, 151) 844 (622, 1145) 1357 (1007, 1829)
19F 84 (67, 105) 116 (90, 149) 246 (179, 337) 373 (272, 513)
23F 255 (186, 350) 295 (215, 406) 827 (554, 1235) 1532 (1118, 2100)
Additional Serotypes
8 665 (503, 880) 18 (17, 20) 1228 (901, 1673) 26 (21, 31)
10A 2558 (1869, 3501) 37 (33,42) 3674 (2746, 4916) 57 (44,74)
11A 289 (212, 395) 50 (46, 55) 2728 (1975, 3768) 69 (53, 89)
12F 7677 (5952, 9901) 28 (24, 33) 9320 (7037, 12343) 31(26,37)
15B 1560 (1090, 2233) 18 (16, 22) 3035 (2138, 4308) 23 (17, 30)
22F 6797 (5170, 8936) 99,9 11077 (7956, 15422) 15 (11, 20)
33F 7388 (4803, 11365) 198 (177, 220) 19216 (13193, 27990) 363 (292, 451)

Abbreviations: GMT = geometric mean titer; LLOQ = lower limit of quantitation; OPA = opsonophagocytic activity.

Note: Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

Note: OPA titers were determined on serum from randomly selected subsets of participants assuring equal representation of both vaccine groups.
a. Study 8 was conducted in the United States and the territory of Puerto Rico (NCT04382326).
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Table 12.Pneumococcal OPA GMTs One Month After Dose 3 and Dose 4 of a 4-Dose Series— Study 8*

Prevnar 20 Prevnar 13 Prevnar 20 Prevnar 13

NP = 85-105 NP =84-113 NP = 80-99 NP=77-103

After Dose 3 After Dose 3 After Dose 4 After Dose 4
GMT* (95% CI) GMT* (95% CI) GMT* (95% CI9) GMT* (95% CI°)

b. N = Number of participants with valid OPA titers.
c. GMTs and 2-sided CIs were calculated by exponentiating the mean logarithm of the titers and the corresponding Cls (based on the Student t
distribution).

14.3  Prevnar 20 Clinical Trials in Individuals 18 Years of Age and Older

Immunogenicity of Prevnar 20 in Pneumococcal Vaccine Naive Individuals

Prevnar 20 effectiveness in adults against invasive pneumococcal disease caused by the 20 vaccine serotypes
and against pneumonia caused by the 13 serotypes in Prevnar 13 was demonstrated based on comparative
immunogenicity to US-licensed pneumococcal vaccines (Prevnar 13 and PPSV23). Study 1, conducted in the
United States and Sweden, was designed to evaluate immunologic noninferiority of Prevnar 20 to Prevnar 13
(for the 13 original S. pneumoniae serotypes) and PPSV23 (for the 7 new S. pneumoniae serotypes) in
pneumococcal vaccine naive individuals >60 years of age. Antibody responses elicited by Prevnar 20 and the
control pneumococcal vaccines were measured by serotype-specific serum OPA assays for the 20
pneumococcal serotypes at 1-month post-vaccination. OPA assays were used to measure functional antibodies
to S. pneumoniae.

Study 1 included healthy individuals and immunocompetent individuals with stable underlying conditions,
including chronic cardiovascular disease, chronic pulmonary disease, renal disorders, diabetes mellitus, chronic
liver disease, and medical risk conditions and behaviors (e.g., smoking) that are known to increase the risk of
serious pneumococcal pneumonia and IPD. A stable medical condition was defined as a medical condition not
requiring significant change in therapy in the previous 6 weeks (i.e., change to new therapy category due to
worsening disease) or any hospitalization for worsening disease within 12 weeks before receipt of the study
vaccine.

Comparison of Immune Responses of Prevnar 20 to Prevnar 13 and PPSV23 in Pneumococcal Vaccine Naive
Individuals >60 Years of Age

In a randomized, active-controlled, double-blind noninferiority clinical trial (Study 1) of Prevnar 20 in the
United States and Sweden, pneumococcal vaccine -naive individuals 18 years of age and older were enrolled
into 1 of 3 cohorts based on their age at enrollment and randomized to receive either Prevnar 20 or control.
Participants 60 years of age and older were randomly assigned (1:1 ratio) to Prevnar 20 followed 1 month later
with saline placebo or to Prevnar 13 followed 1 month later with PPSV23.

Serotype-specific OPA GMTs were measured before the first vaccination and 1 month after each vaccination.
Noninferiority of immune responses, OPA GMTs 1 month after vaccination, with Prevnar 20 to a control
vaccine for a serotype was declared if the lower bound of the 2 sided 95% CI for the GMT ratio

(Prevnar 20/Prevnar 13; Prevnar 20/PPSV23) for that serotype was greater than 0.5.

In individuals 60 years of age and older, immune responses to all 13 matched serotypes elicited by Prevnar 20
were noninferior to the immune responses to the serotypes elicited by Prevnar 13 one month after vaccination.
Immune responses to 6 out of the 7 additional serotypes induced by Prevnar 20 were noninferior to the immune
responses to these same serotypes induced by PPSV23 one month after vaccination. The response to serotype 8
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missed the prespecified statistical noninferiority criterion by a small margin (the lower bound of the 2-sided
95% CI for the GMT ratio being 0.49 versus >0.50) (Table 13).

In supportive analyses, 77.8% of participants in the Prevnar 20 group achieved a >4-fold rise in serotype 8 OPA

titers from before vaccination to 1 month post-vaccination.

Table 13. OPA GMTs 1 Month After Vaccination in Participants 60 Years of Age and Older Given
Prevnar 20 Compared to Prevnar 13 for the 13 Matched Serotypes and PPSV23 for the
7 Additional Serotypes (Study 1)»P4

Prevnar 20 Prevnar 13 PPSV23 Vaccine
(N =1157-1430) (N =1390-1419) (N=1201-1319) Comparison
GMT Ratio®
GMT* GMTe* GMTe* (95% CI)¢

Serotype
0.80

1 123 154 (0.71, 0.90)
0.85

3 41 48 (0.78, 0.93)
0.81

4 509 627 (0.71, 0.93)
0.83

5 92 110 (0.74, 0.94)
0.76

6A 889 1165 (0.66, 0.88)
0.83

6B 1115 1341 (0.73, 0.95)
0.86

7F 969 1129 (0.77, 0.96)
0.93

A 1456 1568 (0.82, 1.05)
1.00

14 747 747 (0.89, 1.13)
0.85

18C 1253 1482 (0.74, 0.97)
0.80

19A 518 645 (0.71, 0.90)
0.80

19F 266 333 (0.70, 0.91)
0.83

23F 277 335 (0.70, 0.97)

Additional Serotypes
0.55

8 466 848 (0.49, 0.62)
1.86

10A 2008 1080 (1.63,2.12)
1.75

11A 4427 2535 (1.52,2.01)
1.48

12F 2539 1717 (1.27,1.72)
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Table 13. OPA GMTs 1 Month After Vaccination in Participants 60 Years of Age and Older Given
Prevnar 20 Compared to Prevnar 13 for the 13 Matched Serotypes and PPSV23 for the
7 Additional Serotypes (Study 1)»P¢4

Prevnar 20 Prevnar 13 PPSV23 Vaccine

(N =1157-1430) (N =1390-1419) (N=1201-1319) Comparison

GMT Ratio®

GMT*® GMT* GMT* (95% CI)¢
3.12

15B 2398 769 (2.62,3.71)
1.99

22F 3666 1846 (1.70, 2.32)
1.38

33F 5126 3721 (1.21, 1.57)

Abbreviations: CI = confidence interval; GMT = geometric mean titer; LLOQ = lower limit of quantitation; N = number of participants;

OPA = opsonophagocytic activity; PPSV23 = pneumococcal polysaccharide vaccine (23-valent).

a. Study 1 was conducted in the United States and in Sweden (NCT03760146).

b. Noninferiority for a serotype was met if the lower bound of the 2-sided 95% CI for the GMT ratio (ratio of Prevnar 20/comparator) was
greater than 0.5 (2-fold criterion for noninferiority).

c. Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

d. Evaluable immunogenicity population.

e. GMTs, GMT ratios, and the associated 2-sided CIs were based on analysis of log-transformed OPA titers using a regression model with
vaccine group, sex, smoking status, age at vaccination in years, and baseline log-transformed OPA titers.

Immunobridging in Pneumococcal Vaccine Naive Individuals 18 Through 59 Years of Age

In Study 1 (described above), the effectiveness of Prevnar 20 in individuals 50 through 59 years of age and in
individuals 18 through 49 years of age was inferred following comparison of the immune response to each of
the 20 vaccine serotypes in each of these age groups to the corresponding serotype-specific immune responses
in individuals 60 through 64 years of age following Prevnar 20 (immunobridging). In Study 1, pneumococcal
vaccine-naive participants 50 through 59 years of age and 18 through 49 years of age were randomly assigned
(3:1 ratio) to receive 1 vaccination with Prevnar 20 or Prevnar 13. Serotype-specific OPA GMTs were
measured before vaccination and 1 month after vaccination. A comparative analysis of Prevnar 20 in the
younger age group versus Prevnar 20 in individuals 60 through 64 years of age for each vaccine serotype was
performed to support the indication in individuals 18 through 49 years of age and 50 through 59 years of age.
Immunobridging was to be declared successful if the lower bound of the 2-sided 95% CI for the GMT ratio
(Prevnar 20 in participants 18 through 49 years of age/60 through 64 years of age and in participants 50 through
59 years of age/60 through 64 years of age) for the 20 serotypes was >0.5 (2-fold). Prevnar 20 elicited
serotype-specific immune responses to each of the 20 vaccine serotypes in both of the younger age groups that
were within 2-fold of the corresponding serotype-specific responses in individuals 60 through 64 years of age,

when measured 1 month after vaccination (Table 14).

Table 14. Comparisons of OPA GMTs 1 Month After Prevnar 20 in Participants 18 Through 49 or 50
Through 59 Years of Age to Participants 60 Through 64 Years of Age (Study 1)*"¢d

18-49 Years 5059 Years

18-49 Years 60—-64 Years Relative to 50-59 Years 60—-64 Years Relative to
(N=251-317) | (N=765-941) | 60—-64 Years | (N=266-320) | (N=765-941)| 60—64 Years
GMT Ratio® GMT Ratio®

GMT*® GMT* (95% CI)¢ GMT* GMT*® (95% CI)¢

Serotype
1.23 1.03
1 163 132 (1.01, 1.50) 136 132 (0.84, 1.26)
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Table 14. Comparisons of OPA GMTs 1 Month After Prevnar 20 in Participants 18 Through 49 or 50
Through 59 Years of Age to Participants 60 Through 64 Years of Age (Study 1)»P-d

18-49 Years 50-59 Years
1849 Years 60—64 Years Relative to 50-59 Years | 60—64 Years Relative to
(N=251-317) | (N=765-941) | 60-64 Years | (N=266-320) |(N=765-941)| 60—64 Years
GMT Ratio® GMT Ratio®
GMT*® GMT® (95% CI)¢ GMT® GMT*® (95% CI)¢
1.00 1.06
3 42 42 (0.87,1.16) 43 41 (0.92,1.22)
3.31 1.10
4 1967 594 (2.65,4.13) 633 578 (0.87, 1.38)
1.11 0.88
5 108 97 (0.91, 1.36) 85 97 (0.72, 1.07)
3.84 1.21
6A 3931 1023 (3.06, 4.83) 1204 997 (0.95, 1.53)
341 1.25
6B 4260 1250 (2.73,4.26) 1503 1199 (1.00, 1.56)
1.58 0.89
7F 1873 1187 (1.30, 1.91) 1047 1173 (0.74, 1.07)
3.50 1.02
A 6041 1727 (2.83,4.33) 1726 1688 (0.83, 1.26)
2.39 1.25
14 1848 773 (1.93, 2.96) 926 742 (1.01, 1.54)
3.20 1.33
18C 4460 1395 (2.53,4.04) 1805 1355 (1.06, 1.68)
2.31 1.03
19A 1415 611 (1.91, 2.81) 618 600 (0.85, 1.25)
2.17 0.99
19F 655 301 (1.76, 2.68) 287 290 (0.80, 1.22)
4.80 1.68
23F 1559 325 (3.65, 6.32) 549 328 (1.27,2.22)
Additional Serotypes
1.71 0.97
8 867 508 (1.38,2.12) 487 502 (0.78, 1.20)
1.62 1.03
10A 4157 2570 (1.31, 2.00) 2520 2437 (0.84, 1.28)
1.32 1.22
11A 7169 5420 (1.04, 1.68) 6417 5249 (0.96, 1.56)
1.91 1.11
12F 5875 3075 (1.51,2.41) 3445 3105 (0.88, 1.39)
1.52 1.17
15B 4601 3019 (1.13, 2.05) 3356 2874 (0.88, 1.56)
1.69 0.90
22F 7568 4482 (1.30, 2.20) 3808 4228 (0.69, 1.17)
1.40 1.02
33F 7977 5693 (1.10, 1.79) 5571 5445 (0.81, 1.30)
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Table 14. Comparisons of OPA GMTs 1 Month After Prevnar 20 in Participants 18 Through 49 or 50
Through 59 Years of Age to Participants 60 Through 64 Years of Age (Study 1)»P-d

18-49 Years 50-59 Years

18-49 Years 60-64 Years Relative to 50-59 Years 60-64 Years Relative to
(N=251-317) | (N=765-941) | 60-64 Years | (N=266-320) |(N=765-941)| 60—64 Years
GMT Ratio® GMT Ratio®

GMT*® GMT® (95% CI)¢ GMT® GMT*® (95% CI)¢

Abbreviations: CI = confidence interval; GMT = geometric mean titer; LLOQ = lower limit of quantitation; N = number of participants;

OPA = opsonophagocytic activity; PPSV23 = pneumococcal polysaccharide vaccine 23-valent vaccine.

a. Study 1 was conducted in the United States and in Sweden (NCT03760146).

b. Immunobridging for a serotype was met if the lower bound of the 2-sided 95% CI for the GMT ratio (ratio of younger age group/60 through 64
years of age group) was greater than 0.5 (2-fold success criterion).

c. Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis.

d. Evaluable immunogenicity population.

e. GMTs, GMT ratios, and the associated 2-sided CIs were based on analysis of log-transformed OPA titers using a regression model with age
group, sex, smoking status, and baseline log-transformed OPA titers. The comparisons between individuals 18 through 49 years of age and
individuals 60 through 64 years of age and between individuals 50 through 59 years of age and individuals 60 through 64 years of age were
based on separate regression models.

Immunogenicity of Prevnar 20 in Individuals Previously Vaccinated With Pneumococcal Vaccine

A randomized, open-label clinical trial (Study 6) described immune responses to Prevnar 20 in individuals 65
years of age and older previously vaccinated with PPSV23 (>1 to <5 years prior to enrollment), previously
vaccinated with Prevnar 13 (>6 months prior to enrollment), or previously vaccinated with Prevnar 13 followed
by PPSV23 (with PPSV23 vaccination >1 year prior to enrollment). Participants in this clinical trial previously
vaccinated with Prevnar 13 (Prevnar 13 only or followed by PPSV23) were enrolled at sites in the United States
and participants previously vaccinated with PPSV23 only were also enrolled from Swedish sites (35.5% in that
category). Immune responses elicited by Prevnar 20 were measured by an OPA assay.

OPA GMTs in participants who received PPSV23 1 to 5 years prior to Prevnar 20 were diminished compared to
OPA GMTs in participants who received Prevnar 13 at least 6 months previously and compared to OPA GMTs

in participants who received Prevnar 13 followed by PPSV23, with the last PPSV23 dose given at least 1 year
prior to Prevnar 20.

14.4 Concomitant Vaccine Administration

Individuals 6 Weeks Through 15 Months of Age

In Study 8, the concomitant administration of Pediarix and Hiberix with each of the 3 infant doses of either
Prevnar 20 or Prevnar 13 were evaluated 1 month after the third dose. Concomitant administration of single
doses of M-M-R Il and VARIVAX with the fourth dose of either Prevnar 20 or Prevnar 13 were evaluated

1 month following vaccination. There was no evidence that Prevnar 20, as compared to Prevnar 13, interfered
with the antibody responses to these concomitantly administered vaccines.

Individuals 65 Years of Age and Older

Clinical Trial in Individuals to Assess Prevnar 20 Given With Influenza Vaccine, Adjuvanted (Fluad
Quadrivalent)

Study 7 was a double-blind, randomized study conducted in individuals 65 years of age and older who had no
history of prior pneumococcal vaccination or who had previously received PPSV23 and/or Prevnar 13 at least 6
months prior to enrollment. Study participants were randomized in a 1:1 ratio to receive Prevnar 20
concomitantly administered with Fluad Quadrivalent followed approximately one month later by placebo
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(Group 1, N=898) or Fluad Quadrivalent concomitantly administered with placebo followed approximately one
month later by Prevnar 20 (Group 2, N=898). Pneumococcal serotype-specific OPA GMTs were evaluated 1
month after Prevnar 20 and influenza vaccine strain hemagglutinin inhibition assay (HAI) GMTs were
evaluated 1 month after Fluad Quadrivalent. The noninferiority criteria for the comparisons of OPA GMTs
(lower limit of the 2- sided 95% CI of the GMT ratio [Group 1/Group 2] >0.5, 2-fold noninferiority criterion)
were met for all 20 pneumococcal serotypes in Prevnar 20. The noninferiority criteria for the comparisons of
HAI GMTs (lower limit of the 2- sided 95% CI for the GMT ratio [Group 1/Group 2] >0.67, 1.5-fold
noninferiority criterion) were also met for all 4 influenza vaccine strains.

16 HOW SUPPLIED/STORAGE AND HANDLING

Pre-filled Syringe, 1 Dose (10 per package) — NDC 0005-2000-10.
Pre-filled Syringe, 1 Dose (1 per package) — NDC 0005-2000-02.

After shipping, Prevnar 20 may arrive at temperatures between 2 °C to 25 °C (36 °F to 77 °F).
Upon receipt, store refrigerated at 2 °C to 8 °C (36 °F to 46 °F).
Syringes should be stored in the refrigerator horizontally to minimize the resuspension time.
Do not freeze. Discard if the vaccine has been frozen.
Prevnar 20 should be administered as soon as possible after being removed from refrigeration.
Prevnar 20 can be administered provided total (cumulative multiple excursions) time out of refrigeration (at
temperatures between 8 °C and 25 °C) does not exceed 96 hours. Cumulative multiple excursions between 0 °C
and 2 °C are also permitted as long as the total time between 0 °C and 2 °C does not exceed 72 hours. These are
not, however, recommendations for storage.
The tip cap and plunger stopper of the pre-filled syringe are not made with natural rubber latex.
17 PATIENT COUNSELING INFORMATION
Prior to administration of this vaccine, inform the individual of the following:
e The potential benefits and risks of immunization with Prevnar 20 [see Warnings and Precautions (3),
Adverse Reactions (6)].

e Any suspected adverse reactions should be reported to their healthcare professional.

This product’s labeling may have been updated. For the most recent prescribing information, please visit
www.pfizer.com.

ePﬁzer
Manufactured by

Wyeth Pharmaceuticals LLC
A subsidiary of Pfizer Inc.
Philadelphia, PA 19101

US Govt. License No. 3

LAB-1436-3.0
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% % % % % % % %
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KU 7 F R (RERE D 7 F 72 L, PPSV23 (1 [BILAE) OAEEfEESD Y,
Prevnar 13 (1 [AILA E) OAEEFEESH YV, PPSV23 3 L O Prevnar 13 (F1 240 1 [FILLE) o
BEHO ] 2Ll L=, 188SE %, Prevnar 20 & Fluad Quadrivalent % [F]FFEFE 9 5 B
(% 1 #%) 7213 Fluad Quadrivalent %Tﬁ@ LCZEDHI 1 » A1%IZ Prevnar 20 Z#fE4 H8F (58
28 OWTRNIT L 1 TEESICEN AT 7,

18 i AL DIGERZ NI DN LFERFFHIFFIE (7 1, k3, w56 6L OaEE7)

FERER GUBR 1, B3 BLORR 6 O 3R ER) TIX, Fin LOMREKED 7 F L HEMEEIC
DL EEMDT, Prevnar 20 $EFEEE & XD 7 F U EREREDIEBR SN 13 R0 &k
(52.0%~65.9%) Th o7z, 3 BRI TIHRBRSMNE D 59.8%70° 60 ik LL E, 6.9%7% 50~59 5%,
33.3%M 18~49 I CTH o 7=, bR 1 BLOFRER 3 T, 1BBSINE D 80.7%05 N, 14.2%7)3H
N, 20%0BT VTR, 103%NRE A=y 7 2 ThHoTz, Rk 6 DIERSINEIXIFEAENAAN
Thotz (924%) ., IBBRBINEXFIKETHAANTR, AT=2—FT 2 Th, RE1 D 65
L EDIEERBINE O—E (60 LA EDIREBRSNNE D 5.7%) 5 L ORER 6 DIEERESINE D56
(PPSV23 O ABEFEIED & HIRBRSBINE D 35.5%) ZRAEANT-, B 7 Tix, BBRBMNEO
54 7% LMET, FEHERNT 72 5 (#EPH 65~103 %) TH Y, 90.6%BH AN, 6.9%NEAN, 1.2%
INT TR, 94% N A= VR TH o7,

PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

FERER 3BT, PRPZE L TWAGE (RBRY 7 F U8RI 6 HEIZIEHENE DK
72 B DOMIEN 2o T25A FI2IXIRR Y 7 F U BERERTO 12 3 IR BEARIC L 2 ABRD 2
NI o T2 5E) X, BEERREATLIHELMAAANT, Rk 1 TlE, 2RBRSINE 0K 1/3
23, B (12.9%) , EBEOmEREER (5.5%) , WMEEETEBEMER (8.7%) , BHFER
(0.4%) , BERI (13.9%) (WTHHFRRITZE L TV o) 7l MREKED G &k Z 3% EA
DEENI A7 &% EHIED V) AR T5248 LTz,

LT =s 2

FHEER 3 B L OFER 7 T, [NEZEBIE L7- Prevnar 20 DEIKIGZ, TRERZINE M ET-

FSICEHRLERT D I L V=X T LT, RFTRIRISIZY 7 F o HifftgiERe 10 HH,
S ONTERE 7 =4V 7 Lz, @RBRZE U T, KRloU 7 F o 8% 1 » HRIZ
DIV EEBIOEELRAFEFSALNE L, BEELAFFLORZLMEEIHAL, SEIZ
Jits U Prevnar 20 £ 7213 Prevnar 13 (F 7213 O@E ) 72 xtfR T 7 F ) OEFENS 6 » A% F T
e LT=, U F UBEER 6 v ALIPNITHT ISl S8 B G SR EEE &I L IV L
77

18 IZLA L DIGRENZIZTEB] L /e B 0 FFR (7l 1~ 6)

FAREREE U 7 T B 72 LB L ORI H U O T X CTOEMOIGRSINE Z2 x5 & LBk
1~k 6 KT, Prevnar 20 OHRERL 6 » A LINIC 1 thLL LOEE A ERERPRE S IR
B NE OREIX 1.5% (67/4552 1) Th-o7-, ZOfEIE, Prevnar 13 £72135%4 T 5 Z DM
KR 7 F v OBEFER \CEERAEERPBI LIIRBRBINE OFE (1.8%, 44/2496 ) L [F
FRETHo7=, Prevnar 20 £721% Prevnar 13 & L < ITREY T D2 DO RRY 7 F o OHefdtk

1 7 AUNICEE 2B EESRNBE LIZIBBRSMEOEIAIE, Wi 04%Th-o7z (2
AU 19/4552 Bk LT 11/2496 1) . EERAFEFGORED T Y —IZO T, Prevnar 20 &
DRFEBRE RBT DR T RENRY — U ORBMILT 7 F BRI v o T2,

18 F AL DIGERZNIA 12 FEBE L /o IEE 20 L 72RO (78R 1 36 L& DVl 6)

FRERE U 7 F RO 72 WRBRSINE GRER 1) BXOWREREY 7 F 8RO H 2 1R
N GRAER 6) 12, Prevnar 20 OEEFESE 10 BRICHE L7 BATEIS GERENLOFRIR, &
IR L OYEN) OFRBLEIG I L OVEIEE 2 Z 1124 Table 4 35 KX O Table 5 127”79, liZSERE U
7 FAERRBORVRRSBINGE GRER 1) BXOWRKRED 7 F o #EEOH 158 snE R
B% 6) 12, Prevnar 20 OFEFE% 7 ARSI L=2F B s GEE, k57, BAR, HRRB LU
BAfR) ORBEIA I X OEIEE 2 21241 Table 6 35 L O Table 7 127”7,
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20vPnC Infant
1.6 KEUAT SCEFR

Tabled.  H£fE1R 10 BRUARNONEZHE LI AFBIRISORHRBS FRKED 7 F#
BEORVIERSNE, KeEEER) 8k

18~49 5% 50~59 % 60 3Ll L
Uy F R
Prevnar Prevnar
Prevnar Prevnar Prevnar Prevnar  20/4HE 13/
20 13 20 13 b7 PPSV23
(\°=335) (N°=112) (N*=331) (N°=111) (Nb=1505) (N°=1483)
% % % % % %
JR P
RSN ©
J R 81.2 82.1 72.5 69.4 55.4 54.1
[ 3iy 42.7 52.7 53.5 52.3 45.3 44.6
r Ak i 38.2 28.6 17.8 16.2 9.9 9.2
R 0.3 0.9 1.2 0.9 0.2 0.3
JE ©
FT_T (>2.0cm) ¢ 11.6 12.5 8.8 10.8 7.5 8.0
R 7.2 8.9 5.7 7.2 4.8 4.9
R 4.5 3.6 3.0 3.6 2.4 2.8
1 0 0 0 0 0.3 0.3
IR ©
FT_T (>2.0cm) ¢ 9.0 9.8 8.2 5.4 73 6.2
B 3.0 5.4 5.1 2.7 3.7 3.8
W 5.4 4.5 2.7 2.7 2.8 2.2
1 0.6 0 0.3 0 0.8 0.2
JRPT G 2% 81.2 82.1 72.8 70.3 57.4 56.0

a. Bk 1 (NCT03760146) IFKER I PA Y = —F L THERi L7z,

b.N: U F U EHE R 1 D 60wl EDOIRBRSINE IOV TIZEEFRE 1 (Prevnar 20 F 7213 Prevnar 13)

%] ICETBFEOT — 2B SNTRREBINELR., OB ESRE LTHIEEZREH L,

C. 1~21 F/ZF2I+FE TOEHOX ¥ V N—HA CERZHE L, | £x U/X—HAL=05cm, HIEMIEM
BRALTERLE L, Z0%, BEABIOEEOEEEZLTOL I IZSHE LT, BE  >2.0~5.0 cm,
HPEEEE - >5.0~10.0 cm, & : >10.0 cm

d. U7 F UM% 10 HUNICRE, PEREFIIEEOKENRE SN X TORBRSNE % &,

e. WA JEENZIGIT e, PSR IREE OO A, B HEIREI TS

f. U U F RS 10 HOAINICEREE, PSR F 7213 @ I ORI NS O, TEIRE 72138 R) Ntk sh
7T T OERSINE % & s,

PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

Table5.  #£fE1% 10 AUANONEZRE LI AFBIRISORHABS FRKED 7 F#
BEDOH D 65 R LOIGRBNE, KEEEEH) : AR 6

FHRERE T 7 F L BERERE ©
Prevnar 13
BELO
PPSV23 Prevnar 13 PPSV23
U7 F R

Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N!=1253) (N?=121) (N! =245) (N?=126) (N?=125)

% % % % %
JRPT
TR ERNL IR ¢
4T 50.2 43.0 61.2 56.3 52.8
R 45.8 38.8 54.7 40.5 47.2
A RS 43 33 6.1 14.3 5.6
e 0 0.8 0.4 1.6 0
HEEf ©
T (>2.0cm) f 9.9 6.6 9.4 14.3 4.0
% JiE 5.1 6.6 5.7 6.3 1.6
oA 3.6 0 3.7 7.1 2.4
e 1.2 0 0 0.8 0
IR ©
T (>2.0cm) f 7.9 2.5 8.6 12.7 4.8
R 3.6 1.7 2.9 4.8 1.6
oA 3.2 0.8 5.3 7.1 3.2
e 1.2 0 0.4 0.8 0
JRPIT S A 53.0 43.8 64.1 57.9 54.4

a. #Bk 6 (NCT03835975) IFKERIPA Y = —F L THERi L7z,

b. Prevnar 20 % & ffEfl

c. RIBBRA~OMAAIND 1~5 FE/IIZ PPSV23 O#EFEZ 1T 7= (PPSV23) , #AAIND 6 » ALLERTIC
Prevnar 13 O %5217 7% (Prevnar 13) £ 7-1% Prevnar 13 DR 2521 TF D% PPSV23 D HEfR 2 A AL
D 1HELLERTNZZ T 7-3# (Prevnar 13 8 L UVPPSV23) % & e,

d.N: U7 F U AEMBICEFAEOT — 4 NG SNIZERSBINER, oz ae LTEEEZR L
72

e. 1~21 F/IT 21+ FE TOREE DX v VU X—HBAL CEZZAE L7, 1 ¥+ U/ N—HAL=05cm, HEEIZM
BOIALTEEKE Lz, TO%, BREBIOEROEEEEZUTO X HICHME Lz, 8 : >2.0~5.0 cm,
HIEERE © >5.0~10.0 cm, =% : >10.0 cm

f. U U F UM% 10 HLINICERE, P E 23S E OGN HE SN T X CORRSINE & &te,

g WRJE ITENA LT R, R ISEEO0IT A, RE  HEIREI AL S

h. U7 F B 10 B DAWICHREE, WS E 72 (3@ B OESEAE &0, MEIREIIRR) PREIh
7T R TOIERSINGE % 5 Ts,

PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

Table 6.  ##fE% 7 BUANOWELZHE L - 2FBICOREE & (FREKED 7 7 5
BORERSNE, REHEEER) A1

18~49 5% 50~59 % 60 3Ll L
Uy F R
Prevnar
Prevnar  Prevnar  Prevnar  Prevnar  20/43#  Prevnar
20 13 20 13 ik 13/PPSV23
(\°=335) (N*=112) (N*=331) (N"=111) (Nb=1505) (N°=1483)
% % % % o, %

ESeZgrany
A ©

J R 66.6 74.1 49.8 49.5 39.1 37.3

#% fE 36.4 42.0 33.8 31.5 28.9 26.8

r1 45 fE 29.0 31.3 15.4 17.1 9.8 10.0

R 1.2 0.9 0.6 0.9 0.4 0.5
JEJ7 ©

F_Cd 42.7 43.8 39.3 36.0 30.2 30.7

R 18.8 20.5 21.1 18.0 16.1 17.5

W R 22.1 19.6 17.2 15.3 12.8 11.9

i 1.8 3.6 0.9 2.7 1.2 1.2
SRR ©

g d 38.8 33.9 32.3 36.0 21.5 23.3

35S 21.5 16.1 20.5 21.6 15.5 17.0

W R 14.6 17.0 10.9 13.5 5.4 5.9

i 2.7 0.9 0.9 0.9 0.7 0.3
REHfRE ©

F R 13.4 17.9 15.4 20.7 12.6 13.7

#% fE 6.3 8.9 10.6 12.6 6.9 7.1

ri 4% fE 7.2 8.0 4.8 7.2 5.4 6.3

= 0 0.9 0 0.9 0.3 0.2

38.0°C UL | 1.2 1.8 1.5 0.9 0.9 0.8

38.0°C L4 | 38.4°C LA 0.6 0 0.6 0.9 0.3 0.4

‘F

38.4°C i#4 38.9°C LL 0.3 0 0.3 0 0.3 0.2

38.9°C #4 40.0°C LA F 0.3 1.8 0.3 0 0 0

40.0°C #A 0 0 0.3 0 0.3 0.2
et 79.4 83.0 69.5 67.6 55.2 55.4
iR ZABE R S D i 25.7 23.2 24.5 27.9 18.5 20.4

a. @B 1 (NCT03760146) 1T KERB LI VAY = —F > THEh L7z,

b.N: U7 F g% [FBR 1 D 60wl EDOIBRESINE IOV TIZEEFRE 1 (Prevnar 20 F 7-21% Prevnar 13)
%] \ZETHEOT — 2P HRE INIRRBINEE, Zofilz otk LTHEEZREH LT,

c. WREE JEENZIGIT e, PSR IREN AT A, B HEIREI AT S

d. U7 F U 7 BUWNICERE, FEEE2I3EEOMSHNHE SN2 X TORRBINE 2 &,

e. U F UL 7 HLANIZ 38.0°C LA OB E 73R, FEEL L EBEDZOMOEE MG OF
57, 9UR, BHHTRE E72IIMRR) BSHE SN TR TORRSINE 25,

f. SR EOEAICOWTITEEE OEREZINE L -7z, RFOKEIZH V O|EE GREMHE) <
H5,

PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

Table7.  #fE% 7 HUANOWEZHE L 2FBIICORBE G (MREKED 7 F
BDH % 65 ML EDOIRBRBINE, KeEEER) : Bk 6

FHARERE U 7 F o BERERE ©
Prevnar 13
BELOQ
PPSV23 Prevnar 13 PPSV23
U7 F Rt

Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N!=253) (N?=121) (N = 245) (N?=126) (N?=125)

% % % % %
-
i P9 ©
J RS 32.0 31.4 33.9 46.0 37.6
% JiE 26.1 24.0 25.3 31.7 28.0
ri At g 5.5 5.0 8.6 11.9 8.8
T 0.4 2.5 0 2.4 0.8
I 57 ©
J_CS 28.9 22.3 31.0 33.3 32.8
% JiE 17.8 9.9 19.6 19.8 19.2
oA 11.1 9.9 10.2 13.5 12.0
e 0 2.5 1.2 0 1.6
SRR ©
J_CS 17.8 18.2 13.5 214 19.2
(915 12.6 12.4 9.8 20.6 12.8
Hh A 4.7 5.8 3.7 0.8 5.6
e 0.4 0 0 0 0.8
RE R ©
J_CS 6.7 10.7 11.8 15.9 16.8
(2315 4.7 5.0 7.8 10.3 12.8
rf1 A5 i 2.0 5.0 4.1 5.6 4.0
e 0 0.8 0 0 0
FEEN
38.0°C LIk 0.8 0 0 1.6 0
38.0°C LI I 38.4°C LAF 0.8 0 0 0.8 0
38.4°C i#4 38.9°C LA T 0 0 0 0.8 0
38.9°C i#4 40.0°C LA F 0 0 0 0 0
40.0°C #A 0 0 0 0 0
B A 51.8 43.8 50.2 59.5 52.8
AR IR SR Ofl i 15.8 14.9 17.1 19.8 17.6
PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

Table7.  #fE% 7 HUANOWEZHE L 2FBIICORBE G (MREKED 7 F
BDH % 65 ML EDOIRBRBINE, KeEEER) : Bk 6

FHARERE U 7 F o BERERE ©
Prevnar 13
BELOQ
PPSV23 Prevnar 13 PPSV23
U7 F Rt

Prevnar 20 Prevnar 13 Prevnar 20 PPSV23 Prevnar 20
(N!=253) (N?=121) (N = 245) (N?=126) (N?=125)
% % % % %

a. B 6 (NCT03835975) 1TKEBIVA Y =—F » THE L7,

b. Prevnar 20 % FE 5 fbEfi

c. RIBERA~OHAANID 1~5 /12 PPSV23 DR A S F 7235 (PPSV23) , HflAAND 6 » ALLERIIC
Prevnar 13 D% 521373 (Prevnar 13) F 7213 Prevnar 13 Ol % 5217 T D PPSV23 OHEFE A LA A
O 1HELL BRI T 723 (Prevnar 13 38 X OVPPSV23) &,

d.N: U7 FUBRBICETAEOT — 2 BN s In-itRsnEtk, Zoflks ok LTHEZEEL
72

e. RPE VEEVE LT eV, R IRE RO D, WE  BEIEE AT S

f. U FUR% 7 BUNICERE, PEEELIEEOKERHE INTZTXTORBRSBNE 2 &,

g UV F UHFES 7 HLUANIT 38.0°C LA EOREVE 7213k, hEES L ITmEOCZDMOEHRIG (5
57, SRR, BEHVE FE IR Bt SN TR TOBRSINE & &,

h. fREGEFR IR OB HIZ SOV CIIEEE OIFREINE Uo7, RPOFMIIH v oRZE GREHE) <
b5,

65 LA L DIGBRZ NI 12517 S U 2 F 2 [l DL (76 7)

B 7 TIE, #EETR 10 H LANIZ Prevnar 20 O VESHBALIZ KT RIG R EL L7218 IS OE|&
IL, Prevnar 20 & Fluad Quadrivalent D [RIFFERE A 52 1T 7216 SINE GE 1 #E) LRllx ICHfEZ
ZUF RSN B2/ O TRIEE CTH > 7=, Prevnar 20 BFE1% 7 H AN O 25 S D
FREEIGIL, BIHOLTRFE2RLID O L TEL-T, 2L, 2&FaiE, mEECHREVT
Fi (1.5%AK0) THY, TOMORHFIG (Y7, 98, TR £ 72IXBEER) (X3 IC|RE
NHHEETH -7 (B 0.9%LLF) , Prevnar 20 #2614 1 » H UIWNICEE R HEFR IR
BLIZIGBRS A ORIGE, H 1#FT 11%, B2/ T 1.7% Th o7z, Prevnar 20 #HE% 1 # H
DINIZHBL LTCEERAERFRIL, WIhb U 7 FUosEfe e L s,

6.2. THERT D F B

6 Ll EDFEIZ IS8T 5 Prevnar 13 O iillii% O H#EER T D24 M:1E Prevnar 20 12 % BAE T 5,
ZHE, 60U 7 FUFBEE TR JOMANE TESELIL TBY, 13DORUEFRYH oD
T4 NEAREEHETHOTHD, ZDORIKIGE, FAEKE, FHENE F 7213 Prevnar 13
EOREERETRTZET VP ADEIDH 6, 1 DL EDORFIZESNTEDTND, ZhbD
BSOS TR OER S BREMICHE SN2 DO TH L7280, ZORBEE % EMICHEE
L70, BGREE & OREEREMSI LI 325 2 ERNATEEEIIR O 2y, BL TN ORIRSIE,
Prevnar 13 O7&GE%Z OFERIZHEOBBIICHE SN2 HDTH Y, Prevnar 20 O itk O
BRCTHWOOND AN D D,

o MEIB IO L/ RBEE - RN IRE L7z U o REiiE

PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

o LfEESE  FT—8 ChNEERDOR)

o B AHEEBIOEGIENOIREE : U7 F UG R, UV F BRI O FE
&, U U T RN SRS

o ERMEE L avIEELT T4 TX KN T T 4 T F—EENS
o  FHERFEE : FREIRT (CNEERDORR)
o IPWGZS : HEREYE (VNRAER DA

o JUER KOS MAHRRBEE - M HRRIETEIE, 2 AL

o MERET : HA CHNEEHOL)

7. FEWEEAERA
7.1. PNEUMOVAX 23 O

Prevnar 20 $FE D 1~5 i1 PPSV23 OEEfEA 521 T 2% A TlX, Prevnar 20 (2% % OPA
B (GMT) 2%, Prevnar 20 #2fE D 6 #» H LL_EHi{IZ Prevnar 13 O 25 1T TN =5
A OPA GMT £ L OF Prevnar 13 O#EFfT4IC PPSV23 O A 521 ), PPSV23 D I & BEFEN
Prevnar 20 #2fE D 1 4FLL ERTCTH o 723555 D OPA GMT & bl U TR o 72 [k (14.2)
S

7.2, S REINHIETE

P NEEE (B RETE, B Ry, REHETIEK, 70X b3 L O EEME
HAEEte) OFHIC LV EIRNENMET L TWADEIE, Prevnar 20 (2% L CEM#SGLZ 7R S 7200
AEEMEN D B,

8. KeRl R EEF ~DEE
8.1. IE47
U 27 O

IEOR I IS R R, IERE R E X F MO EFERIFO U A7 B3 LS, KEO— R
TIE, EERPICHER SNTEIEIRICIIT D E R RERBB L OREOET =Y A7 1L, e
U 2%~4%F5 LN 15%~20% & HEE XD, il & k5443 o) 722 Bt 2 5% 1) 7= Prevnar
20 OFERITFENE L TV, AT STV D4~ Prevnar 20 B2 FEIZ BT 57— & 1%, 4R
POU 7 FUoBEY) 27 I L THMREES IR TS TH S,

e 2 AT, ACELRITE L OMEIR T Prevnar 20 2 59 A B3 A T il BR 42 306 L
72 BEEIIFMBE05mL & L7z (B b~O—[FIEERIT 0.5mL) , AiEiCTlX, Prevnar 20 |
KRB A~DZBITRD SN o T (F—5 M)

PFIZER CONFIDENTIAL
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20vPnC Infant
1.6 KEUAT SCEFR

F—y

By=—5

AFETR TR T, RECRTIC 2 B GZECO 17 BRTB L4 BT , RS 2 B GFE 10
HEXW24 H) , Ifkﬁ‘?"j‘f\: \Z Prevnar 20 % 0.5 mL/[f] (& h~0O—[a[#EfEE) OHE& CTHRNE
5. U7z, BESLRTOFZBICHK T HRBIIRD biiehrotz, V7 F U ICHET LZRIEOFEE-
ITERITZBD N7,

8.2. I
U 27 O

Prevnar 20 O & FELIFH~OBATHIZIAH TH 5, HILFTOANLE E 72ITFITHEEA - RIS xT
% Prevnar 20 DA M9 57 — X 3G LN TR, AN EB LOREICH 59
274w hE LB, BB~ Prevnar 20 DGRBS ENEFS KON Prevnar 20 F 72 (3 RE8 O FLAE R
BUIC K 2L T 2 A EEH O BENEEBET 20ER L L, THY 7 F o056, R
DIEMIRBIL, 77 F UKo TP INDRE~DEZ ML Bie T,

8.4. /NR~DEEE
Prevnar 20 DZ4> B ~17 M CHESL SNV TC WD [FIIEH 6.1) /8] .

FAERE MIER 1, 3, 4, 5, 6A, 6B, 7F, 8, 9V, 10A, 11A, 12F, 14, 15B, 18C, 19A,
19F, 22F, 23F 1 X' 33F 12 X AR BEVERYYIE O T BAIZ k9% Prevnar 20 DA ZhEIL, 6 W~
17 W CHESL ST D [l (14.2) M)

%% 4, 6B, 9V, 14, 18C, 19F 35 XN 23F |2 L5 H %D T5I2%t9 % Prevnar 20 DA %I
6 Wi~5 % CHASLS N T\ D [Hkatlt (14.1) ZH) .

7 HEn~17 ik CHEREZ A LAl KOV & NS & REKFREABLT 7 F D
B2 T I3 ERENRERETh 72 15 5 Hiin~17 EJZ@/J\ io i+ % Prevnar 20 DA %
WX, s/ N &2 xF 5T Prevnar 20 % 4 [RI9EFE LU 7= B AR RER OFE 72 & ONZ Prevnar 13 B8 X
Prevnar |2 & % catch-up B DGR FER OFERIC L » TEMITF HN TV D,

i BHIZ %95 Prevnar 20 DA ZhEI 18 AT CIIMEN. AU TUVRUY,
B AT Z 31T D Prevnar 20 DO Z2 2 1ER L OVEZMMEIIHEN. LTV,

8.5. HlEE ~DEHE

T2 ER 3 B T M A R L 72 18 miLA_E D Prevnar 20 #BEFiE 201 (4263 #) D 9 b,
26.7% (1138 %51) 723 65 kLA b, 1.7% (72 451]) 23 80wl ECTH 7o [fpgkasw (14.2) =
H]

o

70~79 i3 KO 80 ik LA D Prevnar 20 #REEFEE 1235 1F D OPA GMT 1%, 9T D ERE M5
FNZOUWNT, 18~49 1%, 50~59 1% L O 60~64 1% D Prevnar 20 #FEE L 0 ©AK) > 7= [fF
kg (14.1) /]
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20vPnC Infant
1.7 FfEFEZh G — R

AHFB LOARFORERZ G E LT, 7 LT —13@KMEREE [—#4 « TERE 13 A28 2R e
MU s Fr (WHEUWEARY 7TV T7RHREEN) 1, 3 /AOKEHRELZ TRIRT,
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20vPnC Infant

1.7 FfERZ S —EE

W 52 4 | 7 LN —20@K MR TE 7 LR — 13K MR T N = 2N ARQKMERRE T Za2—FENy 7 ANP®RYV Y
DIV DA
— & | TERE 20 AR ERE A S T 7 | PhkE 13 MR ERERE AR Y 7 | thRE 1S M REKE ST 7 | MiREKEY 7 F
T (MEEERC 7T VTR | Ty (AR 7T VT8 | T (BEEER 7T ) 7%
FHEEI) FAEEI) FREEW)
=t 4| T AV SH 7 7 A RSt MSD kA2 f MSD Rt
THRE A | MRERE (MIERL 1, 3, 4. 5. | OFEE SUIMREEIC L D | OFlE UIMREREIC L D | 2L L CHMiREREIC X 2 EHEE
6A. 6B, 7F, 8, 9V, 10A, 11A, | HERICHET LU 273 my | EIZHEET 2 27 08@0 | EEICHERET 2R mWIR
12F, 14, 15B, 18C, 19A, 19F, | & X b5 EEZONDEICBIT DMK | O XD EA KR OEE
22F, 23F R ON33F) 2 Xk A1 | MigcekE (MmiE2 1, 3, 4, 5, | BkEd (fyESL 1. 3. 4. 5. 6A, | OMFHEE I T 5 M EKE
MY E O T B 6A. 6B, 7F. 9V, 14, 18C, 6B. 7F. 9V. 14, 18C, 19A. | IT X DJEIEDRIETFH
19A, 19F TR 23F) (2 X D& | 19F, 22F. 23F X OY33F) 1L | OMfiREREIC & 2 EYED T
YLSiE DT 15 2 JBYIE D T b5 %3}
O/NR O/NRIZH T DR ERE (g | 1) SeRRMERER, & 250X
filige BRI (g™ 1, 3, 4. 5. | A1, 3, 4, 5. 6A, 6B, 7F, | TOMOJFK CTHFERER 2T
6A. 6B, 7F, 9V, 14, 18C, 9V, 14. 18C. 19A., 19F, 22F. | H 584
19A, 19F KTR23F) (2K 512 | 23F OV 33F) (X AREEMEK | 2) o0 « FERES DB E, B
BRI EYSE O T B YLiE DT A, NTREREREE . BEIRE. 12
MBS O IEIR RO H 5
B
3) minE
4) REMEWER =BT HIRE
DT IE STV D E TIRER
mETHLREL 14 HU ED
BD B D HE
({5 20XX 4FE XX ATERE (B8 1AR) | 2021 4= 9 AKET (BB 3 ki) 2023 4F 6 ACkRT (38 3 i) 2023 4 8 ACkRT (38 3 i)
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Prevenar13® Suspension Liquid for Injection
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2. BEREYE (FHERERIIILHPBELETEVE)

21 BEORG XL 7TV T bEFVANIZE->TTF 747 F
V—mBLIIENDHLETEDVHLDLH

2.2 ORI ERL CVDEH

2.3 MELEMWEBIID»DP > TWDEZ EDWS %

2.4 FRCIBITA2EDIEIN. THEMEZIT) 2 & AL 2 IREE
hHrE

3. BIEOBIERUHER - K

3.1 BEOBE
FRE1STEEA O IE F O il S ER TR & TR B 2E L TR S . BRI
2% 4 ORI S RERHFER T v h 54 Fadmib L UB#ES 2,
INSOMEIRRFBER ) o I 4 RERBNZ, Y779 THO
75 F 4k (Corynebacterium diphtheriaeC7 ( f197) /pPX3520) &
D EEA S BN R L o A R T 7 7)) 7% (CRMuw) &
FRICH T I LIS L DRSS BRAET 5,
RANEFRIEFEEE O L 72012, MRIKBE KBRSy HhI4F
-CRMuwiki &% 7V 2N N CTHDHY) YEET IV I =7 A2 S
STRBEH L LIARELT 2 F 2 Th b,
%B. CRMugO#EETRIZB T, B3I /B (7 2 FLHRES)
AL TWd,

3.2 #Rk
W % %
H R B 5

7L ANF — 13K
Wi SR AR A ) v B 5 4 F-CRMuors & 14
0.5mL
Ry h T4 FMENL :2.2ug
RNH o HTA FERS:2.2ug
R)H v hTA NERL: 2 2ug
RYH o h T4 FIERS 2.2 g
Ry T4 FIER6A 1 2.2ug
AVYA Y T4 FIGEN6B : 4.4ug
Ky H T A FIMHRTE : 2.2ug
AUy h T4 FIGERHIV - 2.2ug
R)HvH T A FiERL4:2.2ug
FV)HyH T4 FIERI8C : 2.2ug
RYH v H T4 FIIERIA 2.2ug
By BT A4 FIERIF © 2. 2ug
AV T4 FIMGER23F © 2.2ug
CRMu : #9534 ug (7ZAHEREE LT)
Ak MU A 4.25mg RV IVR— 180 0.1mg. T /N7 0.295mg.
YUEET VI =w A 0.125mg (TOV 2 = A5 . pHIHEH Giid)

3.3 WADMRK
W

il

o
feln

wom #l

T LN — IR R

pH 5.3~6.3

BT #1 (EFARRI NS 5 1)

(EETN AANIABETET, RD R D & S TE T 20

4. HEERIIHHR

OEBMEXIMRBEICLIERICERET IV IFBVEELS
ha&
FERIRE (B2, 3. 4. 5. 6A. 6B. 7F. 9V. 14, 18C. 19A,
19F R U23F) (C &K B BEEIEDTEE

O/R
FERIRE (B2, 3. 4. 5. 6A. 6B. 7F. 9V. 14, 18C. 19A,
19F R U23F) IC & B REMBLED T

5. MEERIIRHRICEET 3EE

5.1 RAENZE F T2 IR ME R DA & 2 RYWED 5 il
DRI L D EGELX FH$5 2 L3 TE vy,

5.2 V77 T OTFREHMICIHTAZ LIETE R,

5.3 MiAEKWIZ L 2WBIBET L2V A PEVEEZONLH L
X DT L) iREOHE T,
IR LR IR, RO R

- Bl PRI
- ERERE L QIR &) R T H 5 332 D IRE)
BEbn o

SRR G R I MENE  (FERUE e L WAl (Al % <21 728 5%)

- PERARIMERSE XL 2 DD B HEAE 7O ¥ VE

- NENHoZEM, SRS O MR S0 2RI & 0 AR
HEAME TN L7

- FRCDAVCEERDSAH OFAE % LB L R 7o

6. AERUHAE
(EREXHARAICLIRBICERETSIVRIPEVEEZSN
%% REEICK B EEED T
1m0, 5mL % FHAMNIZES 3 5,
CIVR : REREIC K B REMERRED T
S AElGEE g, 1E0.5mL g o 23, Wi b 27H M LR O
B C R TS %o
SBINGESE C EE . 1M0.5mLz 1, T ICEN T b 72750, 3
Il H A 560 H LA E OBz 5 <o

7. RARVAEICEET 58

7.1 EENRE - EENY

GV REREIC & 2 RERIMEELRAEDFEA)
ARHNOFERZ27 H i DL L6RR M O 5 5 FH 12479 o
e & L C22r i b7 A il TR Z G5 5 2 Lo 7272 L
M HIFMIZ DT, 120 AR £ TI25e T L, Bimieizial2
A AL, e L L C12~150 HEOMIZAT) 2 &o

F7o. BN I LI TREOBEM R O MBI X 25 L

THIENTE D,

(1) 7 Rl E12h Bigkin (BEEHHhE)

S FIESRIE © 1H0.5mL g o & 2l 27 H ML Lo TR N ICEE
W45,

< JENSRIE 110, 5mL % 1Al 2] H 34 #60 H i DL E o kg <.
1275 s LARE . B2 NIRRT %0
127 Rl E24h Bigkin (BEHIhE)

- 1\0.5mL$> % 2[al, 60H M L. OB TR TIERT %,
() 24h Al LomKiG (EEHhE)

- 110 5mL% & TS § %,

7.2 CRMuw & 1327255 v ) 72 AH RS L7 2 ERE R AT Y
7 F v ERFNAZ LTI L ER A AR T 7 2 & O BARTEIZH
T 2L OB RIVEIMET LT e,

2

*7.3 FIRFZRE

iDL L RO BTG, 0T 75> L ERICEET 5 2 &
NTEL, [14.1.121]




8. EELEXIEE

8.1 AFNL [FHIEMEEMA| RO [EHBEEERERE] 22l
THHT5ZE,

8.2 WIEMIF 12OV T, BRI LIRS,
BEE) Ak o THEEIREEHAND Z L,
8.3 WiEMEE WL Z ORI, BN F i BBy e T, B
WL EHRICRD. T2, BHGOBEERICEEL. RIoRE
FOBR R OZAL, S HITEHA, REEQRE ERE 2 L6

WEHERPICERI OB R A ST 5 L) FANZHS 85 2 &,

8.4 AH LMD T 7 F ¥ % WA —OWHAEE 10k L CHEET 555
HlE. FRENHMBER S 2 2 LA TELEOFHMEITH 2 & I
(2, WIS DS EES 2 S ISR L QLW A B AT, MU b
ZRELOD, WHEEEOREAMAEL CEHECEES 22 (N2
ANOFRFFEAE O W CLREGEE Ok — A=V EZHH)

9. RENERZEZHJHEFICHTEE

9.1 BERIEE BEEOHWZTIICKEL, TBE2ETSH)
W E DPROCTNDPIIEALT 5 L RO LN L6113, EHEREE
BROHEZWREL. BERCEREBEG OH W& EHE 2T, TR
HOLEME, BIROS. ARECOWT o423 2T, FEE g
FIHz LT ERLTHET 2 L.

9.1.1 BRICREFLOBEHFI L EIN TV IERFEREICARMER
BERLEDENF VB HE

9.1.2 LREMERER. BRAER, FRAR. IRERE. REESE
DERERBEHETSE (9.2, 9.35H]

9.1.3 FHERETERE#2AURNICEHADS S h-BERULHMRS
EQTLIX—2RIEREZLACENHBDE

9.1.4 BEICREOREINH 5F

9.1.5 XEIDHARW TS 7FIT FXVARNIIHLT, PLIV X%
ET3BThDH%E

9.1.6 M/MRIKIE. REEEDSH 5%, MREEEEZBITLTVSE
HAESEAL O IO B2 N3 d %o

9.2 BREERREEZFE I 5%

BEEIEETH L. [9.1.22H]

9.3 fHREREEZE I 5%

BEEIEETH L. [9.1.22H]

9.5 1Ii@

Tl JUSIEIR LT 2 WTREIED & 2 WIS TR AR L o 23148
fabtkz L2 L HIT SN DS EIC0RBET 5 2 L.

9.6 Il

TR L OFRIER CRAKBOEREZ ZRE L. LI O
Pk E R A 2 &

i O (.

9.7 /IEE
(FRHBICLPERBICBEBTIVRIPEVEEASNSE iR
HEIC & 2 BRED T

9.7.1 6IKRMOF 2R E LHEMER a2 Rt LaEN
MRR BRI I L T e vy,

CIVR  REREC & BRI DT B

9.7.2 EBROEARMOZT IR E LIANER O Z e EiEL L
MRR BRI I L T e vy,

1. BIRD

WROBIIED S HbND T EHH LD T, Blgth oI rv, 2
HIRD BN/ AL B R LB 21T 2 &,
1.1 EXLRIRGE
N1 Yavy. PFI7145%>— GHEARH)
11.1.2 &8 (HUZAH)
11.1.3 MVMRIR A MHERBER (A

37 N LY 1 A 5 L 1| /N o WS A ol Nl = O 11 Ry e
EERTAHI L,

1.2 ZOOBIRIE
(ERMEXIHRBEICLI2RBICBRETIVRIPEVEEZS D
3% FRBEIC K B BLEEDTFE)

10%LL k- 1~109%Ai 1% SHEEAH
B W 595 MAEMEFE, %
RN XN
WP &
ER SRt P (49.3%) Z ) FERK R %, L
GEFHBAL) | KLBE (19.6%) TR T
JEIE (17.0%)
Lo T Byt
T (16.4%)
HiLE TR EREGE | e, ELG
JiiIRi3 TGO PR
L7z 5 HidkE
FERIRER | BEIE (13.2%) ARSI AE Sy, R
IRAE. RN,
ANEEEREIR, A
i
W BHEGR | B (21.6%) | BAEE A EE, B
iR
Z DAt P57 (21.0%) SEEh, TESE
CINE @ BREREIC & B BERMEBED T
109%20 - 1~10%ii 191t
R BN
I8 ¢ JEE (SR 2%
PeGR0n | AU (84.0%). | ik B PN i
GESTHBAL) | WERE (69.7%) )R
PEhE -
(28.2%)
bER (i AR [ 41 Tt -
(31.4%)
L TEFHBALZ RS
L721) ¥ 2 HiiE
FERRE R | EIRIRAEE W& i BERRAR T - Ui
(562.1%) . Sl AT 58 1E
Wk (45.2%)
ANZESE R
(38.0%)
Z A #(71.3%)

14, BRAEDEE

14.1 ERIEEFOEE
14.1.1 #EiEns
(1) YIS R ORGSR 3 L 1T 2 5 2 L (BRI
FUZIERRY & L. PR - HEAIEL2VwZ &),
(2) [7LRF 1K RO H ] (he Vi 217 2 &
@) AHEMOT 7 F » ERELTHEHEL 2w b, [7.358]
(4) EFHET OIS ME NI A> TR W L2 IO L T &,
14.1.2 #EREERfL
(BRMEXIMRBEICLIRBICERTIVRIPEVEEZSN
2% RBKEIC & B ELEEDTFEL)
PERELSALIL, B, E=AE L. TV a— v CHET 5. B,
BB L v &,
(IR R REREIC & B REMREEED TR
BRI, EE . EREMRME L, 7V — Vv THEET S,
14.1.3 BARESTEE
(BRMEXIMRBEICLIRBICERTIVRIPEVEEZSD
2% RBKEIC & B ELEEDTFEL)
PRSI 472 o T, ML - BRSO L BT 2720 TR
DOFIZEETHT &,
(1) $TRIIHANERICE 2 RS TH L5, MR ImED 2\ I3y
WCEREL &) BRSO L Gl 28 RE2U0ET 5 2 &,
(2) HMRGEITIRL 28 % 2 &y
() EEHETEHIA Lz & &, WME %2 TR 272 0 MR O % A7 HE
FHEBIE R E, MU CEFT L L,



15. Z DfEDEE

15.1 ERERER ICE D 158

(EMEXIHARAICLIRBICERBTIVRIPEVEEZEZSN
2%  [RBREIC K B BELEED T
MESMIRERERIZ B\ C BRI & 520 7238 |2 AR K] & 414
Tl (WA s LClo UL oMM, 3 M2 5620 H o
M2 B B s LClll) LR MmiEIeGREL, [/ U4k
DR NISARFN 2 1A L 72 L AT 5 2 AR E Y,

17. ERERRIE
17.1 BMMRORLMICET 3558
(GRMERIHABRAICLIERBIIRBTIVIIFEVEEZISNDE
RIREIC & 5 BLEDTFEA)
17.1.1 ERSE DHERE

fili 9 BR T 7 7 F 2 FEFEIE O 7 V657 DL b 0 i 764451 % R 52 LS
$EAE B AL 1T, Modified — B B MatBi e i L 720 10 L TARAl (BT,
13vPnC) XIF23MHilli 5k @R ) F v H T4 FT 2 F > (LIF, 23vPS) D2
BEIE/E A 2B (13vPnCHEAREE © 382050, 23vPSHEHERE : 38261) . Vg
NHhDT 2 F>0.5mL % 1 ElFFARNER L 729,

13vPnCALAH M (MM H % &) 12, RAT GEEHEEAL) o BIBUST 1%,
179/321%1 (55.8%) TR S, T4 b Did, ¥ - 141/31761 (44.5%)
KLBE © 86/31261 (27.6%) JENE : 65/310%51 (21.0%) & O RO W Bk DAL -
48/31201 (15.4%) TH - 720 F 72 A EORIBIS™13,119/31461] (37.9%)
THRO LN E4 S O AN © 58/31161 (18.6%) \JE57 : 50/309%51 (16.2%)
T OB © 28/308%1 (9.1%) THh -7z (K,

SR - 13vPnC & 23vPSIC & £ 1 5 41236 i R 12 2w T, 13vPnCHE
il BB oMiE MR+ 7y = LA L (OPA) AT FI ik i
(GMT) (BLUF. OPA GMT) &, 23vPSEMEE & il L CIEHMETH - 7272,
F 72, 13vPnCOARIZE F N A MHERE6AIZ DOV T, OPAFUAMIA, 727 F >~
AR 7> S PAEGR 120 A £ TIZARE LI B 5 L 7298 o %1413, 13vPnCHE
FiEE (72.9%) OJiHs. 23vPSHEAREE (45.8%) & WX L CHEEMAMICAHEIC
E}ﬁ’ﬂ f:ﬁ“s)o

HLWERE (BEE) PETHRICTRELZ b0, BREIE., SRIKSED%R

BIH T4 ] UaaH [ L] Ll L st i LT L7,

21 OPA GMTIt (13vPnC/23vPS) OWifl95%EHHIXH (CI) TH>0.5
13 1 OPABUMIASARE DL L 157 L 7248 0 #1640 22 O T 959%CL T BR>0

13vPnCX I3 23vPSO#AEL 2> 1 2 DOPA GMT D ik

17.1.2 BB IHERER (TIVEEA)
23VPSHEAEIE D 7 WG AR & L223MiA TG b s v I v sy s v
(LR, TIV) & ot (5oH)
i RERW T 7 F  FHHERE O 70 V655 DL o B E 116061 % xh 512, 13vPnC &
TIV % FREAE 3 2 MR BALEIA T, —EERABREFM L 72, 11T, 1
M BT 7520 BHMEY 75> L U<, 13vPnC+TIV/ 77 K ([
FHERERE) 37T £ R+TIV/13vPnC CHEAREARRE) 28R I HEMER IZEIN
V(IR © 580M1. HiARBEMEHRE  580%1) . BRI 12 fEv . 1B D7
7 F &0 5mLa L, S Wil HANEEL, 2ol ABI2MEO Y
7F v RERLIZY,
GO ME (BHEYH 2 &) 120 R GESFHEA) o RS 1%,
13vPnC+TIV/ 7' 7 &R (FRHERERE) o1ln] HFEAE % ©229/48861 (46.9%)
77 2 R+TIV/13vPnC (HAERERE) o2 H 4 % T219/47061 (46.6%)
THh, TIV L OFEHEREIZ L) RBITUSOFEBES LA 52 Lidhro
2o T2, EHEORIKIEEIE, 13vPnC+TIV/ 7 F LR ([AIHERE) ol
Al H /1% T307/51061 (60.2%) Td V) . 7 £ R+TIV/13vPnC CEAHERERE)
D208 HBeffi1% 0237/48851 (48.6%) & R L CEid o7z (KGR o
I TIVICE ENA320 % 4 )V AHUE (A/HIN1. A/H3N2J% UB#R)
122V TC, 13vPnCHTIVIEBHERE R 01700 H 2 O HIPUAMM L, TIVH AR
I LTy AZHINTRE S OSBRRIC D W TIES P A37R & L7225, A/H3N2
BRIZOWT, DI HiiEE: Thl o7z, —J, BMNERMT (EMA)
OFEFHUREILA 7 NVT T 7 F v OIREO PR EERE O & R O
HEDFEMIZR S 5 %A ¥~ A (CPMP/BWP/214/96) Y I12HB\WT. A%
P (FRIRE) &AM 2 R ORE ML ENED SN TB Y. ki
W CRIEREOFMi %772 L & A, 13vPaC+TIVFE - o 118 H
M A R OHIBURMIGIE, bk e b FHIZESE 2 3Tz L7z,
13vPnClZ & £ 1 5 13IME 2 DTy 13vPnC+TIVIF BEERE LA ] 2 D1gG
PURIERE O PIGME (LLT. IgG GMC) 1. 13vPnCHARERER: & ok
L C. 13ME M 1200 R D W TIES IO ATR S8, IERII9FIC D
W, IgG GMCIE?D95%CID T HRA0. 49T MMM % D F 12 Tl - 72,
13vPnC+TIV[A AL A H #2 DOPA GMTId, 13vPnCHUARFERERE & Hl L
T, R4, TFROIVE B $RTOIMEIZ oW TIEL IS Th - 72,
T4 RS (EIE) BT HICTHE L2 b 0, BB, KEIGE R L

BIH THY ) AN [ L) Sl LbsE iz o e LCH— L.

5 - HIUHAI A4 DL E 5 L 7235 o #1& O 75 O HI95%CT F B>-0.10
76 1gG GMCHE O M HI95%CI FBE>0.5
7 : OPA GMTH O MHI95%CI FER>0.5

13vPnC+TIV/ 75 £ AR (FEEAERE) 1M HEM% L 79 2 R+TIV/13vPnC?

(HARFERRRE) o200 M OOPA GMTO [k

OPA GMT "
i (95%CT) 3
ML h (95%CD)

13vPnC 23vPS
Bl kil

. 101 76 1.3
(81.3, 124.3) (61.5. 95.1) (0.97, 1.78)

5 43 62 0.7
(37.0. 51.0) (53.1, 71.8) (0.56, 0.88)

. 959 408 2.4
(792.5, 1160.7) (323.7, 514.4) (1.74, 3.17)

- 342 114 3.0
(274.5, 426.6) (93.5, 138.7) (2.24, 4.04)

- 1935 1356 1.4
(1614.8, 2319.7) (1137.0, 1616.3) (1.11, 1.84)

. 1935 1374 1.4
(1670.4, 2242.1) (1161.0, 1625.0) (1.13, 1.76)

oy 790 380 2.1
(611.1, 1020.1) (285.9, 504.6) (1.42, 3.04)

” 983 1016 1.0
(818.5, 1179.7) (850.4, 1214.7) (0.75, 1.25)

150 1937 881 2.2
(1589.3, 2360.1) (691.8, 1122.2) (1.61, 3.00)

LoA 909 411 2.2
(767.2, 1075.9) (340.1, 496.9) (1.72, 2.85)

LoF 698 356 2.0
(539.0, 905.1) (276.7, 458.2) (1.37, 2.81)

- 424 177 2.4
(333.0, 540.9) (139.0, 226.5) (1.70, 3.37)

13vPnCIZ DA E F N5 iR

oA 2043 657 3.1

(1701.6, 2452.7) (518.7, 833.0) (2.31, 4.18)

CI: EHXH . GMT : AT FIgHu i ffi
a: OPA GMTI (13vPnC/23vPS)

OPA GMT
(95%CT) ,
ml.';f_«){.lj ° = sa) o = - H: .
8| 13yPnC+TIV/ 7' F £ KD | 7F € H+TIV/13vPnC? (95%C1)
(Glis=25 v (HUMFERTR)
EREEC2itd 2a] B #HE #%
. 88 95 0.9
(71.1, 108.3) (76.8, 117.9) (0.68, 1.24)
5 46 51 0.9
(37.9, 56.1) (41.7, 61.7) (0.69, 1.20)
. 997 1486 0.7
(766.3, 1296.0) (1174.7, 1879.8) (0.47, 0.95)
5 124 112 1.1
(97.3, 158.8) (85.1, 146.3) (0.77, 1.60)
A 1220 1597 0.8
(950.6, 1566.7) (1256.4, 2030.3) (0.54, 1.08)
B 1564 2017 0.8
(1239.4, 1973.9) (1564.8, 2599.9) (0.55, 1.09)
. 607 835 0.7
(444.2, 828.8) (619.9, 1123.9) (0.47, 1.12)
ov 477 723 0.7
(348.5, 652.7) (528.1, 988.9) (0.42, 1.03)
1 975 1088 0.9
(781.6, 1215.5) (858.4, 1379.1) (0.65, 1.24)
I8¢ 1158 1415 0.8
(909.5, 1475.1) (1122.0, 1785.8) (0.59, 1.14)
LoA 445 539 0.8
’ (365.1, 542.1) (427.8, 679.7) (0.61, 1.12)
197 378 467 0.8
’ (295.8, 483.8) (360.7, 605.1) (0.57, 1.16)
235 245 295 0.8
(180.2, 332.4) (217.9, 400.8) (0.54, 1.27)

CL: fEHHIXE . GMT : AT HU A

a: BT 2 F > 2m BT 2 F >~
b OPA GMTH ([RIEEARR:/ HARHATRE)




17.1.3 EP 5 M4 ER
B R ERTE 7 7 F > FEAEIE O 70 W67 DL 1657 At o i 2 BRI 12 & 2 I
BET LI AZPECEEZ 5NDLH2060 %6 RICHEE, IFEHRREY
FEhti L 720 13vPnC 110, 5mL % 1M A N L 720 ) A 2 121d, 8L
IR, EMEATR A, B, BRI, IO T R
@E‘rﬂé'ﬁ HIVIEZs, el m 2 45 2 35 T ok, %@ﬁzmﬁ
BOEBERNG %, BEMUEGERE, FISTE RSN S R, S MLk
fi‘a Fhio,
187% LL_E657% b D4 B TIE. 13vPnCHME AR 14 H I (BRES H &) 12
T GESHRAL) OBIFUS™ 13, 98/146%1 (67.1%) THH S, Tk d
DId. P 96/14561 (66.2%). MENE : 17/136%1 (12.5%). J OVKLEE :
10/13515! (7.4%) Tholzo T2 Y MEORBUGT 13.85/14561 (58.6%)
Bob, Tobold, W5 47/14260 (33.1%). 7R © 38/139%
<2743%>\ GHE © 33/14100 (23.4%). T 1 26/141 (18.4%) N OBAHE -
19/138 (13.8%) TH -7z,
6 DAL 187 A D AEBAEE T, 13vPnCHMEMRTHIN (MU H &) (2
BT GESHERAL) OREISE 13,43/5261 (82.7%) THRH LN E4 B DI
P ¢ 41/5281 (78.8%) . NENE : 16/4761 (34.0%). J OSKLEE : 10/47 651
(21.3%) THo720 Tz, EFVEORIFUG™ 1. 31/5161 (60.8%) T
Do, Eadolk, 5 18/4861 (37.5%). M : 15/49 (30.6%)
VEE © 1274961 (24.5%) JL O34 - 7/48 (14.6%) TH -7z,
G R
13vPnCIZ & F 5 & IiEIZ DV T 13vPnCifEL A A 2 DOPA GMTIZ.
AR e L CEA L7,
13vPnCIZ & F M5 &Mz 2T, 13vPnCEREL 2 A $ DIgGHY GMC
&, FERERT & IEE L C R L.
TS HRE AT HECCHEE Lo b oo RBUHIEE, REAUSE SR ESIH [H
D UEEH T4 L) &8 L mRs r sk & LCsm L7z,
TEQ B AET A CHE L7z b 0o B, KBIKEE A5 EB1H T4

D] EEH T L] LR LHBRERE e LTHEIL 72,
710 : IgGlddirect Luminex immunoassay (dLIA) % FHvs-CilsE

13vPnCoO#R LA #DOPA GMT O Hi

i et e P
1 10 150 15.6 (12.33, 19.82)
3 11 62 5.5 (4.59, 6.54)
4 18 1113 61.7 (42.80, 88.99)
5 16 182 11.2 (8.69, 14.34)
6A 59 2050 34.7 (24.39, 49.44)
6B 74 1617 21.9 (15.71, 30.51)
7F 169 2035 12.1 (9.84, 14.76)
9v 204 1386 6.8 (5.36, 8.62)
14 133 1756 13.2 (9.63, 18.04)
18C 63 1675 26.7 (19.39, 36.86)
19A 38 949 24.9 (19.05, 32.66)
19F 42 1107 26.6 (19.89, 35.63)
23F 14 700 50.4 (35.70, 71.16)
CL: fEEIXH. GMFR : &A73 L Afha
13vPnCOFEREL 2 H % D1gG GMCO Lk
o LR Mk GMFR
(ug/mL) (ug/mL) (95% CI)
1 0.132 4.427 33.445 (26.374, 42.413)
3 0.115 0.531 4.605 (3.839, 5.524)
4 0.055 1.826 32.960 (25.331, 42.886)
5 0.058 2.779 47.565 (36.867, 61.368)
6A 0.173 4.070 23.587 (18.010, 30.890)
6B 0.105 2.354 22.421 (17.045, 29.493)
7F 0.117 4.670 39.843 (31.473, 50.433)
9V 0.067 1.483 22.232 (17.426, 28.362)
14 0.335 7.769 23.161 (17.179, 31.227)
18C 0.168 5.187 30.833 (24.008, 39.597)
19A 0.496 7.616 15.354 (12.116, 19.459)
19F 0.217 4.315 19.892 (15.552, 25.443)
23F 0.181 6.283 34.809 (26.436, 45.833)

CI < {ZH#EIX[H. GMFR : S{-F b A=

CINR B REREC & 3 BRI RRAE DT BA)
17.1.4 BERFEIHERR (FFERE)

H:#3~67 H i O HEFLL) 55161 (4F) [13vPnC] +DPT A K4 fE T
1831§|\ TLRETI Bk Wi AE A1 2 F >~ [7vPnC] +DPTIRBEEHERE - 184
. DPTHREAGR: © 18401) %t RICIEA(L - EEMRER T 06 L 7.
13anC+DPTIFJEﬂZ~5F§?I$T£i\ 13vPnC K UDPT ? 40, 5mL % 741l (1A
Sy & O3, BinsesE & LCLE) B FERE L 727,
13vPnCHAAERTHM (RN H % &) (2. BT GRS oI RS
13 1A HEAE TlE119/17561 (68.0%) . 20 H #:4# T 1£119/16761 (71.3%)
3JE] H A TI1E106/171410 (62.0%) . 4181 4R T12105/15361 (68.6%) T
Ao, Fe b0k, FH  1EH100/17160 (58.5%). 2 H104/166%]
(62.7%) . 31 H90/168%51 (53.6%). 4lal H92/14861 (62.2%). HEfE : 1[]
H69/16861 (41.1%). 2 H77/160%1 (48.1%). 3lal H72/1644%1 (43.9%) .
4[1 H73/14961 (49. 0%) Tdho7zo F72. 13vPnCEDPT % [WH 47 0
B O(BEEHA2ET) (o0 @ EoRI UG, 10 H#EE T13108/177
%1 (61.0%). 2[al HE:AETLX104/17061 (61.2%) . 3[al H 4 T1297/168%1
(57.7%) « 4l H454E T1393/14861 (62.8%) TRH HIL, T dbold, %
#(37.5CLLE) 1 1 H61/16861 (36.3%). 2181 H61/16661 (36.7%). 3
I H57/16361 (35.0%). 41 H71/14561 (49.0%) T& -7z (KB,
GRS EE  RIEVE S BRI S L0 B R TR A & A B IR
YRR & LTy AR EL D A B O IgGHUMR 0. 35 1 g¢/mL7As, WHO7
SPIR SN TV EY, 13vPnCH HAE L 72 & & ) 0] 5 1 I OV B Sk
% DOIgGHURIEEEAY0.35 u g/mLIZ ¥ L 72 B o 41k, 22 n97.7
~100.0%%% 1°98.7~100.0%T & - 720 % 72 A% K OB hN503% #
DLMHERNZ S 51gG GMClE, 21 213.64 ug/mL (MER23F) ~
13 86 1 g/mL (IMi5#14), 2.48 u g/mL (IMiEAI3) ~19.70 u g/mL (IfiL
HH14) @ﬁiﬁl_lfiﬁoto

TELL - PR Y WCHE L7z b 0o SEBUHER ZEIGE A2 ES1H [H
] lliﬁc\ﬂ Fﬁ: LJ EE Lo B ke LTSN L 72

13vPnC UL 7vPnC ) Il 52 15 L il S B 1Mi% B D TgGHUAR iR FE %035 u g/

\EL-EREOEE (%)

0.35 4 g/mLEL L OFLAfRA Y et st st
e (%) (95%CI) Hiikff 0%
(%) (95%CI)
13vPnC ‘ 7vPnC
Jh 3 1L Y
A 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (-2.2, 2.1)
B 97.7 99.4 -1.7
(94.3, 99.4) (96.9, 100.0) (-5.2, 1.1)
ov 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (2.1, 2.1)
u 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (2.1, 2.1)
18C 100.0 100.0 0.0
(97.9, 100.0) (97.9, 100.0) (-2.1, 2.2)
197 98.9 9.6 2.3
(96.0, 99.9) (92.7, 98.7) (-1.1, 6.3)
937 97.7 98.3 -0.6
(94.3, 99.4) (95.1, 99.6) (-4.2, 2.9)
BLER) 1Tk
100.0 . 3.4
! (97.9, 100.0) %.6 0.9, 7.3
99.4 b 2.9
3 (96.9, 100.0) %.6 (-0.2, 6.7)
99.4 b 2.9
> (96.9, 100.0) %.6 (-0.2, 6.7)
98.3 o 1.7
oA (95.1, 99.6) %.6 (-1.9, 5.8)
100.0 W 3.4
w (97.9, 100.0) %.6 0.9, 7.3
100.0 W 3.4
194 (97.9, 100.0) %.6 (1.0, 7.3)

CI: A5 ]

a:
b:

H

TgGHUAILEEH0.35 1 @/mLEL A2 3E L 7B o Fl &
7TvPnCRECOIGBMFE R OFURRERD ) b, e bR E (MFFHI19F 96.6%) %1



13vPnCIUETvPnC D BSR4 2 i JE ER TR L3 B D TgGHUIR IR 2 %035 1 g/

mLIZ3E L 72 HERE OHIE (%)

0.35 1 g/mLEL LBt R
o] (%) (95%CI) kiRt
(%) (95%CI)
13vPnC ‘ 7vPnC
Bt Tkl
. 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
B 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
ov 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
" 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
150 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
19F 98.7 99.4 0.6
(95.5, 99.8) (96.4, 100.0) (-3.9, 2.4)
23F 100.0 100.0 0.0
(97.7, 100.0) (97.6, 100.0) (-2.4, 2.4)
BT
99.4 " 0.0
! (96.5, 100.0) 994 (-2.9, 3.0)
99.4 " 0.0
3 (96.5, 100.0) 994 (-2.9, 3.0)
100.0 Y 0.6
5 (97.7, 100.0) 9.4 (-1.7, 3.6)
100.0 Y 0.6
oA (97.7, 100.0) 9.4 (-1.7, 3.6)
100.0 W 0.6
" (97.7, 100.0) 9.4 (-1.7, 3.6)
100.0 . 0.6
194 (97.7, 100.0) 9.4 (-1.7, 3.6)

I Gk % ESETR
% 0.35 4 g/mLEL_ E O AA # 0.35 1 g/mL YL L OFLAffRAT Y
(%) (95%CI) (%) (95%CI)
14 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
18C 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
19A 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
19F 97.2 (93.5, 99.1) 98.9 (96.0, 99.9)
23F 97.7 (94.3, 99.4) 98.9 (96.0, 99.9)

CI - fZHX[H]

a : IgGHUAILIEA0. 35 u @/mLIL I3 L 7= 9Bk o4
b : 7vPnCH#ETOIGEIMGE R OFUEREARD ) b, b (MiFEI19F 99.4%) % f#

il

17.1.5 ENFEMHEFR (RIRERE)

CI: R H
a : IgGHUARILEE 0. 35 1 @/mLEL FAZ5E L 7B o fl &

*%17.2 WERTHAETS

23VPSHEAEIE D & 550K L E DA & R R & L -4l b A v 7oz o
T Fy (DT, QIV) koREEMERE CRE)

i JERT 7 27 F > BEAEIE O & % 507 DL L o 1 A88261 % #f %12, 13vPnC &
QIV % [ RpHEAE 3 2 Sk e A iR B (IR AL — EE B % Ffi
L7z

11 (F8p44100) <. W BT 725 > 20 B8 7 7 L LT,
13vPnC+QIV/ 7' 7 &R ([FHERER) i 7 7 2 R+QIV/13vPnC (HAh
WEHERE) OB ICIEESIZEIM . IMBO Y 7 F 2 £0. 5mLa 1, £
LIHANERE L, 2010 ARI2EHO T 7 F 2 L7210,
BIEAm (1l B3R e S 200 B 028 ~42H 4 % C) IFH L 728K
IEFP X, 13vPnCHQIV/ 77 & R ([AMEHRE) T13/43961 (3.0%). 7
F b R+QIV/13vPnC (HAERERE) T12/43201 (2.8%) IZA BNz, &
7RI BUGE . FESTEB AL T MIREBEAEREL . 8%, HUAMEAENF0. 7% THh > 72
e L 13vPnCIC & F 2 131 {E R 4 Tz o Ww T, I EHEEO
13vPnC+QIVIEAEL 2 H 2 DOPA GMTIE, HAMEERERE D 13vPnCHAR LA H
Pl R LTI MR &Nz, F72, QIVICEH EN 240D £ L A
U5 (A/HIN1, A/H3N2,B/Brisbane }z "B/Massachusetts) 4 TIZDW T,
[l R AR R O 13vPnC+QIVIZE L A A th O HE AR I ERGE 430 38R (HAD)
CGMTIZ, HMEEND 7T v R+QIVEMLA H 4 & ik L TIEg M s
IRENTz,

TE13 1 HeBERE B A 6 OB Z Y 12 & ) s SN/ R A HEBIRE S TIUEL7- b0
14 1 OPA GMTH.OW#195% CIFBE>0.5

715 © HAI GMTHOTH95% CIFE>0.5

13vPnC+QIV/ 7 7 & R? (FEHMER) Ol BHEMEZ & 77 &K

HEH2~6720 F i o BEHEFLL J219361 % £ 5 1213vPnC 0.5mL% Fh4 (7[a]
Sy e LC3ME, BintesE s LClE) T LY,
13vPnCHEARATHI (Y H % &) (2. BT GEEEAL) ORI UG
1. 1E] B C1k139/18661 (74.7%) « 2In] H#:E T13136/18061 (75.6%)
3IA] H A 1 123/174610 (70.7%) .« Al H 3R C12122/17061 (71.8%) T
AL, Feb ok, FBE 1A H138/18661 (74.2%) . 2l H134/180%1
(74.4%) . 31A1 H116/171%1 (67.8%). 4[A H113/166%1 (68.1%). MR : 1
[l H83/176/51 (47.2%) 2181 H93/173%1 (53.8%) .30l H89/16561 (53.9%) .
4[A1H93/1636 (57.1%) TdH o720 F/2. EEMORIFUST? 1L, 10 H#%
FECIE119/18261 (65.4%) . 2 H B fE Clx114/177(5 (64.4%). 3[H H#
i T1393/16261 (57.4%) . Al HEAETI2106/16061 (66.3%) TRl S,
F b ok, FEH (37.5CLLE) 1 1M A56/170%1 (32.9%). 21 [154/163
B (33.1%) .31 H62/154%1 (40.3%) 4181 H76/15061 (50.7%) Td - 7= (G
AR o
S R E ¢ ]G0 14 KON 56 9 1 D TgGHUMAR R 70,35 1 g/mLIC 3%
L 72 Wi B B4, ENEN97.2~100.0% M 1F98.9~100.0%TdH - 720
F 7o WIRISRE R N OB IR O & MG RN 3 51gG GMClX. 2h2
N2.57 ug/mL (MiEM23F) ~14.69 u g/mL (Ifi%R14) .2.06 u g/mL (Ifil
HRI3) ~16.33u g/mL (MiERI14) OHFPFATH -7,
12 SR HEI T L b 0o BRI ERIUEE 7% < & b1 [
D1 &R 4L L LBREsr s L LTl L,
13vPnC % 580 £ | 2 Hili 25 ER B L35 T O TgGHUAR IR £ 50 . 35 1 g/mLIZ 3 L 72k Bk
HoHEE (%)

Wl SBINSRIER
IMEE# | 0.35u g/mLEL EOHR A R 0.35 1 g/mLIL_E OFUAR AT

(%) (95%CI) (%) (95%CI)
1 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
3 100.0 (97.9, 100.0) 99.4 (96.9, 100.0)
4 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
5 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
6A 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
6B 98.3 (95.1, 99.6) 100.0 (97.9, 100.0)
7F 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)
9V 100.0 (97.9, 100.0) 100.0 (97.9, 100.0)

+QIV/13vPnC?
(HphHERERE) o200 H % OOPA GMT D I
OPA GMT
(95%C1)
o 13vPnC+ 7T A e
QIV/ 7 F & A QIV/13vPnC? (95% CI)
(e B ) (HEAERE)
LI B Beflipis 2I8] B H:AE %
1 75 83 0.9
(65.0, 87.0) (71.1, 96.1) (0.74, 1.12)
3 41 49 0.8
(36.2, 46.0) (43.6, 55.3) (0.70, 0.98)
4 587 824 0.7
(489.9, 702.5) (692.2, 980.0) (0.55, 0.91)
5 97 101 1.0
(83.8, 111.7) (86.6, 117.2) (0.78, 1.18)
A 953 1413 0.7
(805.7, 1126.3) (1203.3, 1659.4) (0.53, 0.85)
B 867 1041 0.8
(722.3, 1039.6) (860.5, 1260.0) (0.64, 1.08)
- 651 670 1.0
(582.4, 728.0) (599.7, 748.5) (0.83, 1.14)
oV 699 838 0.8
(613.7, 797.2) (734.2, 957.5) (0.69, 1.00)
u 574 760 0.8
(496.8, 663.0) (665.6, 868.0) (0.62, 0.92)
I8¢ 713 865 0.8
(598.9, 849.9) (726.4, 1030.5) (0.64, 1.06)
19A 337 390 0.9
(294.9, 384.6) (344.4, 441.1) 0.72, 1.04)
. 324 360 0.9
(274.8, 382.5) (302.7, 427.9) 0.71, 1.14)
935 278 364 0.8
(223.9, 344.7) (294.3, 451.3) (0.56, 1.03)

CI: EHFIXH. GMT : AP HU ki
a: B HEEREY 2 F > /20 HEfE T 2 F >~
b : OPA GMTI ([FREHEALR:/ HAERER)




18. ZExpIEIE
18.1 {ERIHR

BB R B I 4 RO 7 F ik, THIRIIKE L 2 Wiigin s & &
BT 225 AR L TRt E R T A2 L IENEETH S,
Lol MEHEEERY 7 7)) 7#HFE (CRMiw) FOF ) 772 ARTEE
L7k 7 F 2 id, THRRAEEDUR & L CRES 2 7o st fEns
A2 Ly FLAE R OIS B CTHEBER A R e LR BEA AR L. 7 —
AL —RRAFET L LRI N T LRI,

21, AFREH
PEIES ) A 7 RN 2 KD b, SIS FEET S Lo
22. A%
121 »20.5mL 14
* %23, FEXH
1) ANRHMEERE T 7 F > ke 79 7 F VEREOFRIZOWTOQ&A

3)

4)

6)
7)

8)

9)

(ZEGEE R RHERER, EERMRT SRR
https://www . mhlw . go.jp/stf/houdou/2r98520000016yw1 . html
PR S MRS (4 — 7" 3Bk, HSCT#% %) 7-%. 6115A1-
30037 5%)
FLAERE - EINETIARRER (JEotkalbi,. KEREHE . B1851088#ER)
[1.20140228005]
FEAERE M TIARRER EH B, TIVHEH, 3008%8k) (20134F
6H18H 472, CTD2.7.3.2.6.6) [1.20140228007]
The European Agency for the Evaluation of Medicinal Products.
Committee for proprietary medicinal products (CPMP) . Note for
guidance on harmonisation of requirements for influenza vaccines
(CPMP/BWP/214/96) .1997 ; 1-18
FENER  EINETIARRER (F — 7 > BB, R¥EEMEE . B185117255%)
FENERL C EINETIARGRER (JEEatbn, FREERE, 3024585%) (2013
HE6HI8HKF, CTD2.7.3.2.3.1) [L.20130606059]
World Health Organization Technical Report Series. 2005 ; 927 : 92—
98
FEAERE  EINSTARER (F — 7 3Bk, BEAE, 3003368 (2013
E6H18HA&RE. CTD2.7.3.2.5.1) [1.20130606060]

10) KRR BGENGE R ERR AR (JETERER. QIVAF. B18511383(ER)

11

) Lindberg, A. A. et al. : Vaccine. 1999 : 17 (Suppl.2) : S28-S36

12) Clutterbuck, E. A. et al. : J Infect Dis. 2012 : 205 (9) : 1408-1416
13) Jackson, L. A. et al. : Vaccine. 2013 : 31 (35) : 3594-3602
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w% 20234 6 HAET (58 3 M. RAEEE. AN OHEEE)

* 20234 4 HUGET (5 2 1))

BpE 1 2~8C. HEz#Irs2 &
* BRIHAR - &iEH A» 5 30% A

HED I F V%

BAEEERIEES
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30400AMX00410000
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MTEERIES  EE—EMEOLTTEIC
FOHERTAHIE

INTZAINYR i

VAXNEUVANCE®Aqueous Suspension Syringes

mE:EI Y

2. BRENESE (FHEEZSIT2C ENEHTRLE)

2.1 KFIORARZTT7TFIT hE VA REET 7 F Icnt
TAHT7FTT4T7F 2B LENHBHZENVHL D
T

22HO P LRFEAERELTVDEE

23 BELZABBRERBIIPP o TWA I ENHL P ZE

2.4 FERICEF2EDIFD. PHEELZITY 2 EARNEY R
REEICHZHE

3. REEOBERUHER - IR

3.1 REDHE
AFNE, [3.2 MHER] OIEITRT I STEEOMIER O it 53R %
BUBNCHEER L. SROMRIREFRBER) v h I REHH
L. B85, ChoOMRKEFBER )Y T Rzl
ANC@BI VRS MY T LATEELEL, BT 2 kick
DFrVTHUINT7ECRMior EFEASE D, CRMiorlFHIR
ZPseudomonas fluorescens (HE#ECS472-030) 12L&V
BEETIESHEELRY 7TV THERTH D, B UM
HRERY Y v H 514 F-CRMiodE&EIE, 7YaNY bT
BBV VBTNV IZTLIRESE., #ANLT 5. KA
REEFRBER Yy h T4 FOBBETRET, 7 T IAHRKRS
(HYFIVE) ZHOTHLEERZERAL VWS,

3.2 #8R%
WR7e%
BRI
A

a8

NTZa N AKEREES Y VY
i REREFEAR U Y v 154 F-CRMiordsE & 1K
0.5mL

i REREFAEAR ) B v h 5 A RIER
HiRBREFMEAR Y H 54 FIiER3
iR EREFRMER Y H v 54 RIER4 : 20ug
iR EREFRMEAR U H 54 FIERS : 2.0ug
R BREFRMEAR Y H v H 54 FIIER6A : 2.0 ug
Ffi REREFREAR Y B T A FITER6B : 4.0ug
iR EREFRMEAR U > H 54 RIERI7F : 2.0 ug
iR BRE AR Y H v 554 FIERIOV : 2.0ug
FfiREREFRAEAR ) B> h T4 FIERL4 : 2.0ug
iR ERE MR U h 54 FIERI18C : 2.0ug
HRBRE MR Y v 554 FIERI9A : 2.0ug
i REREFRAEAR Y v 554 FIERIOF : 2.0 ug
iR ERERAEAR U > 554 FIERI22F : 2.0 1 g
i RBRE R Y 5w 5154 FIMERI23F : 2.0ug
iR ERERAEAR Y 554 FIERB3F : 2.0 ug
CRMuo7 : #9330 g (#2827 EEELT)

120ug
:20ug

WAl ¥k UYL 0 4.50mg

RYYVLAR—=120: 1mg

L-eZ2FT > 1 1.50mg

L-v AF ¥ VGRS © 0.056mg

156Rs - EE

VBT NVIZT A 1 125ug (FLVIZTLELT)

3.3 REIOMRK

BR5E 44 NI Z 2NV AVKEREE Y Y

pH 5.3~6.3

B 1 (EFRIERICN T 2 )

RN RVIEES L EAREOHELBEBR

S MsD
*x 4, TIEEN [FRR

O EhMEXFMRNKBICLDERRICEETZIIUIINENEE
ABNZECHITZMMAIRE (MBR. 3. 4. 5. 6A. 6B.
7F. 9V. 14, 18C. 19A. 19F, 22F. 23FKRU'33F) IC
KB REFHED T

O NRICHIFDHXIKE (MERT. 3. 4. 5. 6A. 6B. 7F,
9V, 14, 18C. 19A. 19F. 22F, 23FRU33F) L&D
(REMERIYEED T

5. ZREXR (FRHRICEHET Z3FR
5.1 RANZE TN TV 2 MFERM LS Ol RIRE T & 2 BREYE X
OEREIC L DBIIEZ T H I LIITE R,
5277V 7 OFMEEICERT S LIZTE R,
#4653 iRIEICKH2RBICRET LV AINEVEEIOSNDE
Ll IR &5 mREBOE 2169,
- BN ORE, RE. FREXIIBERE
- FERRR
C EREEE L BBBRICK D REAERETH L RITZ
DREDPFEDNSHE
 FERIYI B R HETAE
© FRRRMEREX X T DD BREANET /10 ¥ UAE
- ATRE QR BHHRIRSE O FEZENERICK D 4
RBIEREPET L7z &
« LERDSCERIS AR OEE 2 D E RO 1E

w6, IERURE

(GEIMEXIFRIKEICLZERICERIDURINEVNEER

512 18U LDE(CH T DHHRIRE C K D BRFIED TR

1[8]0.5mLZ AFANICTES S 5o

FIRIRBICKDERICEBIDURINBNEEZEZISND18

BARBDE BT BIRIREC K 2 BRRAEDTBA)

1[E0.5mL% B R XUIFANICIES T 5,

CNRICSHF B FRIKEC K B IRERIERREAED TR

- #)lEI%yE EE, 1[0E0.5mLd D %3[E, WIhb27HEL L
DR TR T XUSFHAPICES I %,

- BANSeE EE . 1E0.5mLZ 1Rl BRI IS
%o 722U, EEEMED? S60HMM Loz B <,

7. BERUHAEICEEYT 3R
GhEEHE)
7.1 EIbsHEE
BERiPSREERDIGEITIE, M7 7 F 2 ERIRICHERT
BT ENTE S, [14.1.1, 14.1.2, 17.1.5 ZHd]
sk QNRICH T BINIREIC K B IRERMEREAED FHI)
w0k 7.2 IRENRE - HESH
KA OEMEIF 2D Al E18S AR OMICH 2 F /TS
BHEE L2 AN E7h Rl Rl cHEZMIT 5 2 &
272U, SEIBEEICOWTIE, 122 RS TICTE T L,
BiNREIE 120 A Dl B E L TI2~ 152 AR
152 &,
T/ BERELNEIOHL T DUN ORI R A ORI &
DEFETLIENTE S, [17.1.6 ZH]
(1) 7n Bt 120 BEKiE
- FESEE : 1H0.5mLd > % 2[E, 27 HEL EOME TR
TFXIZHAPICTIER T %0



< BINSE  1H0.5mL% 1[E, 2[E O #EE%60H M L
OREET. 122 AL, BT SUIAANICEST 5.
(2) 120 B 240 BKRiE
« 1[H0.5mL3 > %2[H, 60H LR TR TXIEHA
PHICES T 5,
(3) 24h Bl 18K
- 1[E0.5mL% R XIZBHARICESTT 5.

#%7.3 fiRHRERB SR T 7 F L OBEAr V2 —LofT, %13
MR BRERE ST T 7 F VIC XV EE L2 BR%. RBPOAH
ICEBERICTIDIRZ 254113, B OBBEEE E AHIC
KOEET A&,

8. EEREAIER
8.1 RElZ [FHEEERKMAR] KU [EHHEEERSE] 18
WLUTHEAT S &
8.2 WiEER ICOWT., BERICHIT . MERUEE (H2.
FLE) LK THREREEZFANRSZ &,

#£8.3 WEME. FONEE VIIMRHERIC. BEYH IR EE)
BN %E%u%m@ RB. o, BEBORBEERIC
BHEL. RIMORERISRCAFAOE., SHICHE, BESE
DODRERERZE LB EICIIEPPICEMORZEL2ZT 5
KOHFICHI SR Z &,

0. BEDNERZEITDEICEHTIEE
9.1 BEEIEE (BEOHRZTSICKL. TREETDE)
m%ﬁ%#&@u?n#_Mé?ét 2HOHNBGEEIE. &
FORBROMRE 2R L. 2REECEEESOHE2EHI
ﬁw\%%&ﬁ@%%ﬁ\ﬁﬁm\ﬁmﬁtouf+%&%
BHZTW, FBRZHEEICELLET FELTEETSZ L,
9.1.1 BEICRERZDZMNABINTVNIERUEREICK
KERBRSEDENNDE
FEMEIREZZ I TVWEE, REEIEELTVEE
TRARRNORBERIEPERNT S LDH 5, [10.2 &
H]
9.1.2 DEMEREE. BliEEE. FEES. MBREE. X8
BEEEOEREKEZEIT3E
[9.2. 9.3 HF]
9.1.3 FHHEECEER2BUAICRADH SNIEERUEE S
BHEEDT7 VI F—ZRSEREELIENGDE
9.1.4 BEICEEDHREDH2E
Q15 ARFDHANIEITTUT7 hFVA RSEDIFVICH
ULC7UIF—ZETEBZNDHZE
9.1.6 M\REAME. REREZEDH 2E. NMREREZHETL
TW\3%E
RS OHMOBEN1H 5,
9.2 BikfEEEZHE IS
BEEFRETH S,
9.3 FHkaeE=EZEI &
BEEFEETH S,
9.5 i
IR IR L C WA RIBEE 0 b Btk ix, FHiEE Lo
At r k% RS & HRF S 251
9.6 =R
FHiEE LOERERUORBAXBEOEREEZZR L. HALD
Mg Rk 2 BE T 5 2 & AR NRATICEITT S
PEPIRHTH 5.

*%9.7 NG
(HRBBICLDRBICEEIDUAINEVNEEZSNZDE
[CHF B EHRERE T &K B RERAEDTBA)

9.7.1 3WMAMDE ZNR E U= FERRERIIEM L TV,
UNRITBIF B INIREC K B I2EE I RRED FRh)
9.7.2 B EARIMDHE Z MR E U ERRBIIFERL TV,

10. fBEFHA
10.2 HAER (HAICERT BT L)

[9.1.2 2]

[9.1.2 28]

HHBE BARRER - HEEAE | BT - BlRET
IR E BUARE ARG AME T | T HI 0 72 16 %
TR B ST THUREELIHZ. (RITTWVIHIIRE
REBFEHLA WRESIIHI S . AR
7L LA Aloxt 9 2 E IR %
a2 1 PEFLTWBZ &
INFIARATUA R D,
CZAVA L5
G AR E A
[9.1.1 2]

DHEETHI &,

1. BIRI
WROBIRIENH 5 DONB I ENDHHDT, BEEZ+7ITITV,
BEISPEOONIZEAICITEY ZLBZITH &
11.1 EXBEIR®
M1 Yavd, 7FT7453FY— (BEEAHFED)
YavI . TF I 4 TFV—RECEEOT LUILF K
B HSbNBEZENH DB,
1) ARHF & ORRBEGR %R T RER AR
NTVRWZOHERHEE Lz,
#611.1.2 B2 @MEEZZS0) (0.3%?)
H2) HBMEEZNRE2NRE LLBERRBRICESSER
L7z,

#%11.2 ZDHDEIRIG
(GHEBEXIIMRREICKDREICEETHIIURINEVEE
ZAH5NB18BULDBEICH T DHNRIRE T K2 EEED T

10%LL E#) 1 ~ 10%A i =)

KRB ClalE s

HERPEE R
WERRB KOG | HiAE. BEE
AP
—fit - @B EE DB L EHTAEE (76.9%) . EHEWAZ S FE
OB EIAORE RS ERAIERR . EHHERAL R FE

FLIE. TS
E3) FEHHEE 01738 (REENEFEZ18~49RDBAD >
5, MRIREBIVEIST T 2 AR F21DOUE2DOL E#
DEAEFAOT—5). 018FER (HIVICEZ L 7218 L L
DENEWNRE U7-ilBE) RU0193E: (MRRET 75 >
BEBEPLVEADS 5, 65F A LOEFEFDT—5) I
EOZHEH L,

sk (NRICHIF BHRIRE C K B RERERRRAED TBH X [F AR
HICKDEBRICEERIDURINBVNEEZ SN B 18FAE
DE(CH(T DFRIKEIC K DBIAED TR

2% Kt
10%24 B 1~ 10%A3= | 1 %A =
B R OREREE | RAKEE
Rl SR (56.4%)
HEREE fEHR
—f% - eHEEB KT & & 7 K B ERE T 4 &8 iz
URGEMORE  (66.2%) . EETER E iR

friE#RE (60.9%) .
PE - VA
(50.9%) . &R
i & B .« 3 B
(3 8T Lk )
(55.6%) )

H4) FEBBEIX, 03355k, 02485k (7~112 A, 12~23»
AOBITEHOT—%) RUOHa#ENT (02738 (RAl4E

BEOESHOTIEROT =), 02955 K% F0317K5%]

ICESEHEH L,
1¥5) 40CLL EOFRBDFFSHEIL3.2%TH S,

2igE

10%24 =0 1 ~ 10%Ki=

B LORERE BEHRER
TR Z R
EREE B fEHR
EERB & U & (A EakEiiEed
AR

—i% - 2HEES XEHEAKE (60.9%). |F# (38
OGS ORE  [FEHEAER. EaERa| L) . SR
FLBE. MEATERALRERS . 9%
5

H6) FIFE L, 02485 2~ 17HROMHPEROT—%). 023
HEE (BERFRIMIRIEZ BT 55~ 17TROBBREEZ R E L
RER) RO030ER (HIVICEG: L 726~ 17RO HERE % %t
HRELUERE) ICEOXEH L,

14. BRALODIER
14.1 RAIRBIHOIR
14.1.1 ¥&iEhs
(1) xR ZEMOT7F L ERELTERBLRZN &,
]
(2) WHELSWMOH LERICZ > Th oM ICERT 2
P
(3) AR, KA ZKPICHRREEL, K<RDEBETE %
FEHEDOBERIC L CTELPIHERT 22 &,

TU




(4) FEARCEBT, RPRUEIE @D 2 W2 R
5T &, RMTIRMEREQNRD SNHEITIE. R
LanwZ &,

(5) FEHEOEAMBENICA> TWEWT E2EIPD BT &,

% 14.1.2 $BRELRNL
(GheEE)

(1) o7 7 F > EFEFICAR 2 EET 556, B 20
ICEST B2 &, [7.1 2]

(2) BANES R OEEEAIZ. BE. KA EHO=A
FihoER, 1Ll Eo/NRICIE B o = A mdh s iz kK
BERATAMEIER. LRRAR L RBERTZMEES & Uy BEERIC 7 L
- LVETHET 5. &8, BEXIFELHRERED
MEPEET BATREE D H B EAICIZITESE LT &,
UNRICH T DIRIRE T K B IBEEMERRPAEDFTRHN (E At
RIKBICKLBDEEICEET DU IHNEVNEEZISND
18BARBDEICH T DEIRIREC K D REREDTFRL)

(3) R MEHT HEEOEREIBAIE. WE. ERMEAIE L.
BRI 7L I —ILETINET 5,

#% 14.1.3 B ESI0F

(ZhEEILE)
MAMNESICH 72 - TE, Mk - MRE0BEEZE T
7O TFROMICEET S &,

cHERHANBEREICESES T, M. IE. %08
ATHBICEELEWE S, S Icy L CGEtl%z
HEZRETHI L,

- WEEITEAMICER LW &,

CEHEERALZEE. BUBROR ALK DM % & 72
BARGESICHZRE, HUEPATENT S &,

%15, ZOMODER

15.1 BERERICE DB
FIRBEICKDEBICRBIDURINEVNEEISNDE
[CHI1F DEHRIREC KB RRIED TR
IR REERIC B W T, B MBAIEEAE & % 2B ITAAIX
BB RBRER AT 27> (BUR, PCV13) =14
AR C3mER L - RO MENERENEE /0T ) VG
(IgG) #MFEHFikiRE (GMC) (IR, IgG GMC) KU*
MERRRNA 7Y = ACE & (OPA) AP
(GMT) (BI'F. OPA GMT) 12DV T, PCVI3EAAITH
BOMER CIXREEDORZREPHER S,

17. BRIRRLAE
17.1 BIMERURLMICET B35
(GEHMEXIMNERAICKLDEEICEEITDURINBVNEEZIS5ND
18EUAEDEICHIF B EMRIREC K B EFEAED T
17.1.1 ERHRAZEIHEGER (019:5)

i REREE 7 27 F > OFRED 72 W50 _ED R AL,20501 (657%
Dl Eo BAAN2450 % &) ZMFIC, ARIIEPCV13% 1
APICERET 5 B e i % i L7z,
AHIIFPCV 138 %300 HDOPA GMT R UAAIEA D21
BT 5 MERR RIVOPAISEF (REREEMERTY & #fE%30
HEHDOPA FRERPMUEL ETH > - HBEDEIE) 2R1IKV
F2UTRT . MIFERMFENOPA GMTIZBWT., AFIEPCVI13IC
BENS13LBEMBER TIX. PCVI3ICHT 2IEHEIREN. &K
HIEE O2IMER TIZPCVI3ICHT 2 BB RSNz, £z,
AFIE A O20MERNI T 2 MERRERAOPAISERIZB VT,
PCV13icxt 9 2 BBMEARE Nz, AFITIgG GMCORZEINE
LRI N7z,

#1 AHIXIZPCVI3HA%3I0H H O IMiERHEROPA GMT (01935

miEE| AHIBE (N=602) |PCVI3%E (N=600) GMTH
n GMT' n GMT T [[if195%CI] T
(AFHIBEPCV138%)
1 34 Mg R+
1 598 256.3 598 322.6 0.79 [0.66, 0.96]
3 598 216.2 598 135.1 1.60 [1.38, 1.85]
4 598 11256 | 598 1661.6 0.68 [0.57, 0.80]
5 598 447.3 598 563.5 0.79 [0.64, 0.98]
6A 506 | 5407.2 | 598 | 5424.5 1.00 [0.84, 1.19]
6B 508 | 4011.7 | 598 | 3258.2 1.23 [1.02, 1.48]
7F 597 | 46173 | 598 | 5880.6 0.79 [0.68, 0.90]
9V 598 18173 | 597 | 22329 0.81 [0.70, 0.94]
14 598 1999.3 | 598 | 2656.7 0.75 [0.64, 0.89]
18C | 598 | 2757.7 | 598 | 2583.7 1.07 [0.91, 1.26]
19A | 598 | 31943 | 598 | 3979.8 0.80 [0.70, 0.93]
19F | 598 1695.1 598 1917.8 0.88 [0.76, 1.02]
23F | 598 | 20454 | 598 1740.4 1.18 [0.96, 1.44]
pELS St N
22F | 594 | 23752 | 586 74.6 | 31.83 [25.35, 39.97]
33F | 598 | 7994.7 | 597 1124.9 7.11 [6.07, 8.32]

TGMT. GMTHKUZDI5%CLI&. HlIf & RERRIE T — & @i (CLDA
) WK DEH L,

FI3EIMERN O LI, HEGMTH (KA, PCV13) DI5%CID TR
FR20.5%2H#A % T LIcEED<,

§ 29F B METL D EEERIE IR, HEEGMTH (KA PCV13) D95%CID TR
RA2.0%H8A % LIcEED<,

N=EERLR VT 7 F > B S NWERER. n=MT S - pERE i

CI={5#XH. GMT=#FaFikfl (1/dil). OPA=* 7V = (LEREME

#2 AFIXIEPCV 1 3ERE% 30 H H 0 29F i MiER o MR R OPAIL
&R (01938%)

fiikEpit) OPAISEHR (%) (m/n) OPAIGERDZE
AHIBE (N=602) |PCVI3Ef (N=600)| (KAIRE-PCVI3EE)
HeEE [MfI95%CI] ¥

22F | 71.4 (374/524) 14.3 (71/498) 57.1 [52.0, 61.8]

33F | 56.7 (328/578) 6.3 (35/560) 50.5 [45.9, 54.9]

BRIZEOHEEMDISBCHLIE. Miettinen&NurmineniE iz & W HH L7z,

TR #HBEEOEGDOE (KRFI-PCV13) D95%CID NEA0.1%
ABIEIHE DL,

N=2{EB(LRVT 7 F Bl S N7 HBER. n=M@ S h - 5.

m=#E%30H B O OPAM BRI A 5450 1 B U7 #BaE

ARNERER OFSHI A EEROFKIE360.1% (362/6024)
Tdh D KEDAHRNCHE L2 ARFIERERS H 8 OB iR Ame s
54.0% (325/60201) . HEREHAIER12.5% (75/602f1) & U
TEERGIALBED.0% (54/60261) THolz. Fio. KHIFEEBOLY
HOHEFRIE38.4% (231/6026) TH D KEFMVHFNIH
TE U ARIEE%IAHBOEH17.4% (105/60261). iK%
15.4% (93/602f). #E5&11.6% (70/602%1) K& UBIEIRES5.3%
(32/602ffl) TH>7zo

17.1.2 BN EMEHER (0175E8)
i ARBRE R BB T 2 ) A7 HTF 2RO XIEF 72 2 LWRZEEE
AIEHE 2 18~49ROMAL 5150 & HRIC, AHIXIFPCVI3%E]
EIFFAPICIEERE L. 2 OXERIC23MMARER VS v HS 1 R
727F v (MR, PPSV23) ##HHd 2 “HEMHLEGAK %~ £t
Ufzo YAZRTICIE, BEER (BRK. BEmEER, HE %
EUEEMESE, BEOERR) ROITHRTF (BE, 80E) »&
iz,
ARAIUEPCV 1 3HRE%30H B O MR RAOPA GMT%2E3IC
R . MEERERROPA GMTRUIgG GMCid133H@MER ¢
3. 2O0FBMEBECH L CHREE T, 2EEMERIIAFETE
Motz £7-. PPSV23EME30H B MBEIEEHOPA GMT
RUIgG GMCld. AAICEE NS ISIIER T N T T2O0HER
THL CREETH 5723,

#3 AHIUIPCVI3HAEHR30H B O MEFRRRIJOPA GMT (0177 5%)

Mgy AFIEE (N=1,133) PCV13f (N=379)
n |Observed 95% CIT n | Observed 95% CIT
GMT GMT

13458 MYEHY
1 1019| 268.6 |(243.7,296.0) | 341 | 267.2 | (220.4, 323.9)
3 1004| 199.3 | (184.6,215.2) | 340 | 150.6 | (130.6, 173.8)
4 1016| 1416.0 |(1308.9, 1531.8) | 342 | 2576.1 |(2278.0, 2913.2)
5 1018| 564.8 512.7,622.2) | 343 | 731.1 | (613.6, 871.0)

(
6A 1006|12928.8 | (119234, 14019.0) | 335 |11282.4| (9718.8, 13097.5)
6B |1014|10336.9] (9649.4, 11073.4) | 342 | 6995.7 |(6024.7, 8123.2

(
7F |[1019] 5756.4 | (54104, 6124.6 (6775.3, 8500.2
9V [1015| 3355.1 | (31354, 3590.1 (3557.8, 4460.7
14 |1016| 5228.9 |(4847.6,5640.2) | 343 | 5889.8 |(5218.2, 6647.8
(
(
(
(

( )| 342 | 7588.9
( )
( )
18C [1014] 5709.0 |(5331.1, 6113.6) | 343 | 3063.2 |(2699.8, 3475.5
( )
( )
( )

343 | 3983.7

19A 1015/ 5369.9 |(5017.7, 5746.8)| 343 | 5888.0 |(5228.2, 6631.0
19F | 1018 3266.3 |(3064.4, 3481.4)| 343 | 3272.7
23F | 1016 4853.5 |(4469.8, 5270.2)| 340 | 3887.3
23 Mg R
22F |1005| 3926.5 |(3645.9,4228.7)| 320 | 291.6 | (221.8, 383.6)
33F |1014|11627.8] (10824.6,12490.7) | 338 | 2180.6 |(1828.7, 2600.2)
T95%CLid. t73#iICEED < BRAMBRE TOREDTFIIHEOCIZ AL
TRz,
N=fEEAL RO 7 F > HRE S N WERE . n=MTF S h - hErE
CI={EHXE. GMT=#MFahu4M (1/dil). OPA=* 7 = L& ATEE

AR OFS M EEBROFEBSEAEIL78.7% (893/1,134%1) T
HO . KREBSHHEENHE U 72 ARFE RS 0 R O BB AIERE
75.8% (860/1,1344). BEREHAIER21.7% (246/1,13441) K
OBEREERAALEEL5.1% (171/1,13461) THoiz. Fio. KAl
BEROLEHEOHEEEROFEBEEIX62.3% (707/1,134f)) T
HO . READHEANHE Lo ARFEEZ 40O 34.3%
(389/1,13441). #HAME28.8% (327/1,1344l). HEE26.5%
(300/1,13441) HOBEETE12.7% (144/1,13461) TH -7z,
17.1.3 BN EMEER (0185ER)

i RFRE T 7 F > R 72 W CDA4+THifa A’50cells/ u LEL_E &
OlmEe PREARETAILA (HIV) U ARKE (RNA) 25
50,000copies/mLAK D 1 8% LL_EOHIVEH 3024 &2 #Ric. &
HIXIZPCV13% 1 BIFHAMNICHERE L. Z08EM%ICPPSV23%#
Y2 _EHEMEBHRREERE L 7.

2948.2, 3632.9
3335.8, 4530.0

)
)
)
)
)
)
)
)




AHIXIZPCV 1384 30H H O MR ENOPA GMT % %412
AT Fio, AHITMENRENIEGC GMCOREIRE LRSI
72 PPSV230iEf#%ME%30H HDOPA GMTK UIgG GMCld.
AENCEENS ISMER T R T T2OOTMEBETH L TREET
Ho1Y,

F4 AEIXIIPCVI3HM%30H B o MiFRAFRIOPA GMT (0183 Ek)

MiEH] AR (N=152) PCVI3g (N=150)
n |Observed 95% CIT n |Observed 95% CIT
GMT GMT
1 3L5mIMmiE R
1 131 | 238.8 | (173.1,329.3) | 131 | 200.9 | (142.7,282.7)
3 131 | 116.8 | (94.9,143.7) | 130 72.3 (58.6, 89.2)
4 130 | 824.0 | (618.8,1097.2) | 131 | 1465.5 |(1154.5, 1860.3)
5 131 | 336.7 |(242.4,467.7) | 130 | 276.7 | (197.9, 386.7)
6A | 126 | 6421.0 |(4890.4, 8430.7)| 128 | 5645.1 |(4278.9, 7447.4)
6B 129 | 4772.9 |(3628.3, 6278.7)| 130 | 3554.0 | (2751.0, 4591.4)
7F 131 | 6085.8 [(4871.6,7602.8)| 131 | 6144.3 |(4982.8, 7576.6)
9V | 129 | 2836.3 |(2311.5,3480.4)| 128 | 2133.9 [(1721.8, 2644.5)
14 131 | 3508.7 |(2730.6, 4508.5)| 130 | 3000.3 |(2350.0, 3830.5)
18C | 129 | 3002.2 |(2435.5, 3700.8)| 129 | 1560.3 |(1213.8, 2005.6)
19A | 131 | 4240.7 |(3415.4,5265.3)| 131 | 3715.9 |(2949.2, 4681.8)
19F | 131 | 2438.6 |(1972.7,3014.6)| 131 | 2042.0 |(1618.9, 2575.5)
23F | 129 | 1757.4 |(1276.1,2420.2) | 127 | 1787.0 |(1309.9, 2437.9)
2JEHGE AR
22F | 128 | 3943.7 |(3049.2,5100.5)| 116 | 109.3 | (66.2, 180.3)
33F | 131 |11342.4|(9184.3,14007.6) | 129 | 1807.6 |(1357.3, 2407.3)

T95%CI, t737iIcEED < BRWNBRETOREDTFIIHEOCIZ WA L
TRz,

N=fE/EAL RO 7 F > 8 S NI WEBRE. n=MTF S h - &

CI={EHXE. GMT=/AEa5if#M (1/dil). OPA=#* 7 = (L& AIEME

sk (R

ARHI B OESHERAE BEFROFEFIAEIX63.8% (97/15241)
THY . KEBTIPHERTNCHUE U7 AFIERER S B O B iR
57.2% (87/152f1) . BEREEAIIEAR]1.8% (18/152f1) T U'HEE
HRALALEE4.6% (7/152f) T ->7ze Fiz. RAEMZOLGE
DHERROFEISEIZ42.8% (65/15261) TH Y. KD HH
BICHIRE U 7= AR Bt % | 4AH R 0 9%5720.4% (31/152f1) . %
13.2% (20/15261). AiAHE12.5% (19/15241) K O'B&iF
3.3% (5/152fl) T -7z
T (CHIT DEHRIRE C K DISERMERPAED TR

*%17.1.4 ENSEMEFER (03355R)

2~67 Al ORFEAIR694HI % R I, ARHIUIPCV13%4[EF
THME (fRE%EE LC27HMM EoREZ 5 3., Bz
L LTI2~ 157 AiiEc1E
AFIXIZPCV 13036 B iM% 30 H H o Mis A Z N IgGHA g
EARE (0.35ug/mL) BIEICE L2 #EE 0ElE (IgGHikiR
BR) 2RS5TRT . AHIOIgGRFEERICOVT, 134LHEIMmE
BTk, PCVI3icxt LTIk R R Lz, RRIEA O 210
BEITIE, AR O MEBER22FOIgGHRARERIE. PCVI3DIME
B3 (13HBIMFER D S 5 MENRRNIgGHRARER PR L EVL
MER) 1Tk U CIRSHERE 272 L7z MERI33F0IgGHifk
BAERIL, PCVI3DIMER3ICH LTS UEER -S> T,

#5 AFIRIZPCV1303[E B HRE%30H B o MR R gGHIAEE A
0.35 ng/mLEL EO#ERE OEIE (03335k)

) 5. —HEREBRBEEm L.

MmiEs|  AA (N=347) PCV13 (N=346) # (%)
wEEOEE (%) | HEEOEHSE (%) (AAI-PCV13)
(m/n) (m/n) (95% CI) ¥
1 335/ E R+
1 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
3 100.0 (339/339) 97.7 (335/343) 2.3 (1.0, 4.5)
4 100.0 (339/339) 100.0 (343/343) 0.0 (-1.1, 1.1)
5 98.8 (334/338) 100.0 (343/343) -1.2 (-3.0,-0.1)
6A 99.1 (336/339) 100.0 (343/343) -0.9 (-2.6,0.2)
6B 95.0 (322/339) 98.8 (339/343) -39 (-6.9,-1.3)
7F 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
Y 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
14 99.4 (337/339) 99.7 (341/342) -0.3 (-1.9, 1.1)
18C | 98.8 (335/339) 100.0 (343/343) -1.2 (-3.0,-0.1)
19A | 99.7 (338/339) 100.0 (343/343) -0.3 (-1.7,0.8)
19F | 100.0 (339/339) 100.0 (343/343) 0.0 (-1.1, 1.1)
23F | 97.9 (331/338) 99.7 (341/342) -1.8 (-4.0,-0.2)
2kt Mg Ry
22F | 99.7 (338/339) § 2.0 (0.4,4.3)
33F | 90.9 (308/339) § -6.8 (-10.6, -3.5)

T HEEZE R OCLIZ. Miettinen&Nurmineni%i

TIEBMIL, [gGHRIAREROBMZE (AFI-PCV13) OREfI95%CID RR

M-10% & D REVZ LITEDL,
§ IS HEIE. AHIEA O2MIER & PCV 130 & RS R gGHARAE KA

b AR I

MiEE (MER3) LokBkicES<,

ED<

N=#{FB(L R T 7 F > HE S N HBRER. n=@F S h - mEBREH.
m=IgGHFIEEA%0.35 1 g/mLLL DB E 5L

CI=EHXM. [gC=RmEr/u7) »G

AHIXIEPCV1303[u H#%E#%30H H o MG RRFRIgG GMC
ZHRO6ITRT . 133EMIER TIX. 2&%‘]@@(*””##59’91gG GMC
IZDOWTPCVI13Icxf U TIEL M EHE 23 72 L 725,

#6 AAIXIIPCVI3O3EE#EZRIOHB O MEMNEENIgG GMC

(033545%)
miE%| &Kl (N=347) | PCV13 (N=346) GMCHt
n GMC n GMC (&H|/PCV13)
(95% CI) *
1 33E ME R *
1 339 2.39 343 3.95 0.61 (0.55, 0.67)
3 339 2.63 343 1.42 1.85 (1.67, 2.05)
4 339 2.98 343 3.54 0.84 (0.76, 0.93)
5 338 2.59 343 3.35 0.77 (0.69, 0.87)
6A 339 2.51 343 4.45 0.56 (0.50, 0.63)
6B 339 2.46 343 4.17 0.59 (0.51, 0.68)
7F 339 4.38 343 5.22 0.84 (0.75, 0.94)
EAY 339 3.09 343 3.55 0.87 (0.78, 0.97)
14 339 8.99 342 12.03 0.75 (0.66, 0.85)
18C 339 2.85 343 3.85 0.74 (0.67, 0.82)
19A 339 3.44 343 5.28 0.65 (0.59, 0.72)
19F 339 4.24 343 5.65 0.75 (0.69, 0.82)
23F 338 242 342 2.95 0.82 (0.72, 0.93)
2EFLEIME T
22F 339 6.59 343 0.06 | 107.45 (96.18, 120.03)
33F 339 1.85 337 0.06 | 32.48 (27.72, 38.05)

TOGMCHKAUCHE, WAL LI HARELISELY. BREXVAKZ
KFET 5T ETIICEIEHE L,

TIES X, GMCH (KAl /PCV13) OMifI95%CIO RRA0.5& D K&
WwZ EigEo<,

N=F{EBLR VT 7 F VEES NI ERE. n=MHT S iz ErE %

CI=E#XH. GMC=#%"Fi5#E (1g/mL). [gG=REru7) > G

KA 140 B OBRNEE U IOESHRMOBRIE (§XTo
B DIRBRSEETER) 1391.9% (319/347f1) TROLNI, &
Tov BEMERICED 5 NI-HENIHE U 7SR AL B RS AT
$60.0~66.2%. WE#E55.6~60.9%. [EIRA7.8~50.9%K% O&SE
11.1~16.8%TH > 7z, AHEMRIAHROHERNNE Lz 2H
HORIRIE (§RXTORREORBREREER) 1375.8% (263/347
Bl) TROLN, FEMEBICEED S NIFHFNICHE L 28 1E0
RIS B RI#1E28.8~38.7%. 1HHR23.5~35.4%. RAKIHE6.7
~9.3% R VEMIE0.9~1.5%TH > 7z ZOMDELEIRIEE L

T\ FEE28.5~35.9% M 5Nz,

#k17.1.5 BB MAEER (02955

K27 Al (42~90H 1) ORI, 720612 MRIC, REHIIE
PCVI3D W3z AnfANERE (FERZES L 22 Al 4
2 AR U6, AlEHICER3E. BAGREE LT12~ 15 HlRkFic
1[E) 92 _EERHERBEE EHEL 7.

AHIIEPCVI13m3[u HEE%30H H o MiE B R [gGhuifiE
EABE (0.35ug/mL) ML EICEL-HBRE 0SS (IgGhikE
BHE) 2R7TITRT . RAIOIgGHUARERICOWT, 13 @ IMFE
BITix, PCVI3IcK L CIELHEER Lz, AFIEA G210
ERITIE, RAO MERFRNIgGHRERARIZ. PCVI3DMFE
HI23F (PCV130)JIII B RN IgGHRARERAMIER3Z IR E &

HARWVIMIER) |

Ot U CIRS PR 2 e L7

K7 AKAHIIPCVI3D3[E B HEME%30H H O MG RWIgGHUARE D
0.35ug/mLUL EO#ERE &G (0293 58)

IMyERY AH| (N=858) PCVI13 (N=856) %= (%)
WEEOEE (%) | wWEEOEIE (%) (AH|-PCV13)
(m/n) (m/n) (95% CI)

1 3LmIMmE R
1 95.7 (672/702) 99.1 (659/665) -3.4 (-5.2,-1.8)
3 94.7 (662/699) 79.2 (524/662) 15.6 (12.1,19.2)
4 96.4 (674/699) 98.6 (654/663) -2.2 (-4.0,-0.6)
5 95.3 (669/702) 97.4 (647/664) -2.1 (-4.2,-0.2)
6A 93.7 (658/702) 98.6 (654/663) -4.9 (-7.1,-3.0)
6B 88.6 (619/699) 92.0 (609/662) -3.4 (-6.6,-0.3)
7F 99.0 (694/701) 99.8 (664/665) -0.8 (-1.9,-0.1)
PAY 97.1 (680/700) 98.2 (649/661) -1.0 (-2.8,0.6)
14 97.9 (685/700) 97.9 (647/661) -0.0 (-1.6, 1.6)
18C 97.4 (682/700) 98.3 (651/662) -0.9 (-2.6,0.7)
19A 97.9 (687/702) 99.7 (663/665) -1.8 (-3.2,-0.8)
19F 99.0 (693/700) 100.0 (663/663) -1.0 (-2.1,-0.4)
23F 91.5 (639/698) 91.8 (607/661) -0.3 (-3.2,2.7)

2JEHEIMmE R

22F 98.6 (691/701) § 6.7 (4.6,9.2)
33F 87.3 (613/702) § -4.5 (-7.8,-1.3)

THEEZE R OCLIE. Miettinen&NurmineniZic &5 <,
FIEHEIL, IgGHUARERORRMZE (KFI-PCV13) OHifI95%CID TR
M-10% LD RENZ EIZE DL,




SIEH M. ARFEAR O2MER & MFER3 %k PCVI3DMERRFEN
[gGHUERAR I B BEVIEMER (MEFR23F) tol#icES<,
N=#{EBLR VT 7 F v RS N WEBRER. n=M1F S n7-wBE%.
m=IgGHilRIEEA0.35 1 g/mLEL D #ERH 1L

CI=ZHEXME. [gG=tfEru7) G

AHIIFPCV130 3l B #ME#%30H BH 0 MERRF RWIgG GMC
ERBITRT, 13EMER T, MEROAZERE . AH D IME
B RMIEG GMCIZDOW T, PCVI3ICH U TIEHHERERE 2372
Ulzo F7z. RAIEAO2MEM T, RAOMEHNRERNIgG
GMCiZ. PCVI1301iER4 (PCVI3DIMiERRRIIgG GMCH®
MFR3 %R E RS EVINER) (o6 LIS ERER L L,

#8 AHIXIFPCVI3n3EE#HEMEZ3I0OHHOIMER R EMNIgG GMC

(02975%)
MER|  AHl (N=858) | PCV13 (N=856) GMCH:
n GMC n GMC (A1 PCV13)
(95% CI) T

1 335 IE R+
1 702 1.21 665 1.89 0.64 (0.59, 0.69)
3 699 1.08 662 0.62 1.73 (1.61, 1.87)
4 699 1.29 663 1.35 0.95 (0.88, 1.03)
5 702 1.63 664 2.25 0.72 (0.66, 0.80)
6A 702 1.55 663 2.95 0.52 (0.48, 0.58)
6B 699 1.60 662 1.97 0.81 (0.71, 0.93)
7F 701 2.48 665 3.23 0.77 (0.71, 0.83)
Y 700 1.73 661 1.89 0.91 (0.84, 1.00)
14 700 4.78 661 6.80 0.70 (0.63, 0.78)
18C 700 1.53 662 2.00 0.76 (0.70, 0.83)
19A 702 1.63 665 2.29 0.71 (0.65, 0.77)
19F 700 2.01 663 2.72 0.74 (0.69, 0.79)
23F 698 1.31 661 1.47 0.89 (0.80, 0.99)

2SR ME R
22F 701 491 § § 3.64 (3.33, 3.98)
33F 702 1.67 $ § 1.24 (1.10, 1.39)

TGMCHEUCHE, A Lz HRRE 2 INEEH. BREE2RTET
BIMERBFRARIEET L L VBN SBOMEBEZ A VT, tRICHE
DEEEL,

FIELMHIZ. GMCE (KA /PCV13) OMifI95%CID RRA0.5& D k&
nwZ EieEo<,

SIEHMEE. RAEAO2MER & MiFER3 %2R < PCVI3DMiERERN
[gG GMCA R b EWHEMER (MEH4) SolEIcES<,

N=E(EBLRVT 7 F BB S N HERE . n=M S /- HBREKR

CI=E#HXH. GMC=%"F9#E (ng/mL). IgG=fEru7) »G

ARHFIIEPCV 13040 B #ME#%30H B O MIERERNIgG GMC
ZRITRT . 13HBEIMFER Cld. AF O MERERNIgG GMC
IZ2WT, PCVI3Icx UCIHELHREE RN Uiz, £z, ARAIE
HO2MER T, AHOMERFERNIgG GMCld. PCV130ii
E84 (PCVI3D MBI RNIgG GMCHIMERI3 % R ERH K
WIMTERL) 12t U CIES R R L9,

£9 AAIXIIPCVI3D4EHEMEZI0HEH 0 MFEHFRNIgG GMC

(0297K5%)
MmiERY|  AAl (N=858) | PCV13 (N=856) GMClt
n GMC n GMC (&AI/PCV13)
(95% CI) *

1 335 I E AL *
1 715 1.35 685 2.03 0.66 (0.62, 0.72)
3 712 0.96 686 0.71 1.35 (1.25,1.46)
4 713 1.23 682 1.60 0.77 (0.71, 0.84)
5 713 2.49 682 3.95 0.63 (0.58, 0.69)
6A | 713 3.70 682 6.21 0.60 (0.54, 0.65)
6B 712 4.76 682 6.43 0.74 (0.67, 0.81)
7F 714 3.42 686 4.85 0.70 (0.65, 0.77)
oV | 716 2.40 686 3.29 0.73 (0.67, 0.80)
14 716 5.61 685 6.95 0.81 (0.73, 0.89)
18C | 713 2.62 684 3.08 0.85 (0.78, 0.93)
19A | 715 4.10 685 5.53 0.74 (0.68, 0.80)
19F | 715 3.55 685 4.47 0.79 (0.74, 0.86)
23F | 713 2.04 683 3.32 0.61 (0.56, 0.68)

2FEHE E T *
22F | 714 7.52 s § 4.69 (4.30,5.11)
33F | 714 4.15 s s 2.59 (2.36,2.83)

TGMCHREUOCHE, SHEER L - HfARE 2 ISEEH. BENZETET
2 IMERIERAHIEE T L E VB 6N DEOMEMEZ VT, tOMmICHE
DEEHE L.

1IEL . GMCH (KA1 PCVI13) DOREif195%CID RERA0.5& D k&
Wz EicHEIL,

SIEH M. AHIEA O21MIER & IMIERI3% bR < PCV 130 I iE R R
IgG GMCAM R b EWIGEMER (MiER4) LoHiicEo<,

N=S{EBL R T 7 F > HEE N HERE . n=T S h - 1R

CI={EHEXM. CMC=%f"F4EE (ug/mL). [gC=REr/u7) G

AR 1AH B OFRTICHE U ESRAORIKIG (TXTO
B O BERFIEER) 1369.0% (592/858f]) TRM SNz, &
7oo BEMEBICRY S NI-HRNIIHRE U FHERA 0 B RS 13&E
#21.0~33.3%. ALHE11.7~16.3%. MEIES.7~12.8%% Ol
10.0~12.3%TdHh > 7z, ARAHEEZIAHBOHRICHE L =258
HORIRIE (§XTORSORBREERER) 1384.4% (724/858
Bl) TERHONIz. Tz FEEBICRD S NI-HBHICHE L2
L5 ORIR IS5 R#E47.1~57.8%, HIR22.0~45.0%. &
AIHGE12.3~15.8% KR UHME1.2~3.2%ThH > 7. TOMDIE
REIRISE LT, F819.2~14.0%H58%0 51 i,

*%17.1.6 JBHEMAEEER (024545%)
7h B~ 17TROEBFR/NE (7~230Hin - RRET 7 F > 0
RIEA 2V, 2L E17mLUT - MiRERE T 7 F > OB@E»S 22 0»
RIGEEEDH5) 606012 RIC. AFIIFPCVI3D LTy
T 5. —EHEMEBEE L ER L. FiwEICEIERL
L. AAIXIZPCVI3DWTFhh %1 ~3EAANEE L (7~11
A AE 3, 12~237 A8 : 2@, 2% E17R T 1 1E),
BEBBICB VW TABICE TN S 15OMBERICN T 2 AH i3
PCV 130 &5 %30H HDIgG GMC%£101ZRT 7,

£10 AAIXIFPCVI3DRMEEZKIOHEH O MENRENIgG GMC

(0247#8%)
IR 7~115 Ak 12~23h A 2~17m%
(3 H %) (2[m B B fER) (1 = #EfER%)
GMC (iifi195% CI) T|GMC (#if195% CI) ™ |GMC (#ifl95% CI) T
AFEE |PCVI3EE| AHFIEE |PCVI3EE| AHFIE |PCVI3E
(n=60) | (n=59) | (n=56) | (n=60) | (n=162) | (n=162)
133038 Mg R
1 2.47 3.66 3.83 4.20 3.00 3.99
(2.09, 2.92) | (2.98, 4.50) | (3.07, 4.77) | (3.30, 5.34) | (2.60, 3.46) | (3.48, 4.58)
3 2.65 1.71 2.96 1.68 1.37 1.03
(2.30,3.05) | (1.40, 2.08) | (2.4, 3.58) | (1.29, 2.20) | (1.19, 1.58) | (0.88, 1.21)
4 2.21 3.85 3.46 4.89 2.53 5.22
(1.82,2.68) | (3.12,4.76) | (2.67,4.50) | (3.76, 6.36) | (2.17, 2.96) | (4.52, 6.03)
5 3.82 4.56 3.39 3.12 343 4.24
(3.14,4.63) | (3.58,5.80) | (2.65,4.34) | (2.52, 3.88) | (2.89, 4.07) | (3.46, 5.20)
6A 2.23 4.30 2.05 3.73 9.03 8.81
(1.71,2.91) | (3.28, 5.65) | (1.30, 3.23) | (2.64, 5.29) | (7.07,11.53) | (6.96, 11.14)
6B 3.03 4.17 2.69 2.87 13.55 10.51
(2.41,3.82) | (3.25,5.36) | (1.70, 4.25) | (1.92, 4.30) | (10.52, 17.46) | (8.01, 13.78)
7F 5.16 6.42 4.80 5.42 4.03 4.63
(4.27,6.23) | (5.25,7.85) | (3.63, 6.34) | (4.30, 6.82) | (3.46, 4.70) | (3.92, 5.46)
A% 2.61 3.59 2.48 2.89 3.60 4.35
(2.09,3.26) | (2.86,4.51) | (1.97,3.11) | (2.21, 3.78) | (3.06, 4.24) | (3.65, 5.20)
14 9.62 13.07 8.23 8.30 9.21 8.04
(7.94,11.67) | (1040, 1642) | (6.19, 10.94) | (6.56, 10.51) | (7.1, 11.92) | (6.24, 10.36)
18C 3.45 3.50 5.09 3.68 7.16 4.46
(2.80, 4.24) | (2.75, 4.45) | (3.98, 6.52) | (2.85, 4.75) | (6.03, 8.52) | (3.76, 5.30)
19A 4.59 5.81 6.74 5.87 10.99 14.90
(3.95,5.33) | (4.92, 6.85) | (5.29, 8.60) | (4.85, 7.11) | (9.12,13.26) | (12.23, 18.16)
19F 3.49 4.83 5.90 5.92 8.95 12.28
(2,94, 4.15) | (4.03,5.79) | (4.69, 7.43) | (4.93, 7.11) | (7.45,10.76) | (10.07, 1497)
23F 2.62 2.79 2.85 2.18 5.36 5.12
(2.02,3.39) | (2.10,3.69) | (1.99, 4.07) | (1.54, 3.07) | (4.41, 6.50) | (4.12, 6.37)
2FEHE AR
22F 9.04 0.142 15.90 0.12 14.99 0.319
(7.48,10.93) | (0.10, 0.19) | (12.16,20.78) | (0.09, 0.16) | (12.73,17.66) | (0.24, 0.38)
33F 3.37 0.13 5.17 0.15 4.89 0.279
(2.78,4.10) | (0.10, 0.16) | (3.96, 6.74) | (0.12, 0.19) | (4.12, 5.80) | (0.22, 0.32)

TO5%CIi. t3#ilcFED < BARAMBNE COREDTFHEDOCIZ AR L
TRz,

n=fEMT S N7 WERELE - a) 58fl. b) 16141, ¢) 1594, d) 160fl

CI=E#XHE. GMC=%M"F9¥E (ug/mL). IgG=fEru7) G

7T~112HICBWT, AHHEER]I4HBOBRNIHE U 75
HAORIKIG (T RXTOREOIRBRERERER) 1339.1% (25/64
) TROENIz, oy FEREBICED SN-HRICHE L7
RN OB IEALBEL1.1 ~20.3%. &IE7.8~14.3%. fEiE
9.4~ 14.3% R UOMERE6.3~14.1%Tdh - 7-. KFFEMEZI4HBE D
FHANCHE L -2 HORIRIE (TRTORROIBRERERER)
1346.9% (30/64fil) TRO LNz, £/, FEMRICED SN
HANCHE L 250 BIRISIE SRS EL14.3~21.9%. HIR7.9
~12.5%. BHIHEE4.8~9.5% K% VEHMHEZE0~1.6%TdH -7z,
12~237 A#IcB W T, AFIHEEZ1AHBOBRNCHRE U724
HAORBIRIE (T RTOREORREERER) 1351.6% (32/62
) TROOLNTz, Fio. FEEBZICED SNIZHRNTHE L7
SR OB RS ER 7.7 ~24.2% KLBE7H1 (11.3%). MEAR
6.5~11.3% N OhfE4.8~6.5%TH > 7z, AEEEZI4HBOHE
ANCHUE L2 2 oRIKIE (T XTORSORREERER) &
48.4% (30/62f) TED SNz, Tl BEERBIEDOLN-H
FHCHE L7z 28O IS IS ZREEL6.1 ~29.0%. {HIR16.1
~21.0% KO BMRBEES.7~16.1%TH > 7z,

2~17ICB VT, AEIEER 4B OHRNICHE U 4R
DRIRIEIF66.7% (118/1776]) TRD SNz, F/z. HEREREZIC
R 5N HHNTHE U 72 FEHERAL O BIRG 1378 54.8%. TEAR



20.9%. #LBE19.2% K OHEHE6.8% T - 1zo AAIEMR14HM D
HANICHE L= 25 M ORIRIEZ40.7% (72/17761) TRDLHHI
oo FHRNICHIE L2 SO RIRISIE 2R L3R O#ERE T\
SHMEL5.6%. HR15.6%. BAMIR12.5% K% CERZ3.1%T
HY . 3~1TROHERE T, HE29.0%. 185719.3%. BHFE
14.5% K% UEHIE0.7%TdH > 7.

18. EIFIE
18.1 {ERtER
RENE. ZhZnNHF+ V752878 (CRMior) EFEA L7 ME
U R i SIRE TR VY T4 F2EFLTHBD ., MigkE
DF TV =t BRRLORE 2 (GES 2 hik 2 FH8 U Chli%EREIC
KBTI 5. AR THRKAERZICEZFET 5. Fv
VT N BERRAAOL S TR, MiEER R AYBR AT
AR ERBHROFRICHFS T %,

20. RV EDFR
SVERIE I L CIRFS 52 &

21. HEEREM
B ) A 7 EHEAEE RO b BYICEET 52 L.

22. 2%
YUYy 05mL 1A

#x 23, TEVER

1) #tNERL : FIHSCTREE W\ S IAH0225 5 (20236 H26 HA&RE.
CTD 2.7.3.2.2.3.4)

2) Platt HL, et al. Vaccine. 2022 ; 40 (1) : 162-72.

3) Hammitt LL, et al. Open Forum Infect Dis. 2021 ; 9 (3) : ofab605.

4) Mohapi L, et al. AIDS. 2022 ; 36 (3) : 373-82.

5 #NER : BENSEMMH033#E (2023F6H26H %, CTD
2.7.3.2.1.2)

6) Lupinacci R, et al. Vaccine. 2023 ; S0264-410X (22) 01575-4.

7) Banniettis N, et al. Vaccine. 2022 ; 40 (44) : 6315-25.
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—1=ENYITAX NPy s

2. BENEYE (FRHEEEST3C ENEHTRHRLE)

2.1 2R OETIX, &E SN AFBEFREO—EKITR L
THARELZWZ EPHSNTBY ., FLAFOZRE
HHHZLLTOARVDOTHRE LN &, [18.1 &i#]
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2.5 EERICEBIT2EDIE,. FHEEEZITS 2L AEE R
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a8 AENLMIFIRE O RBEHRL T 2 6 7% 5 AELT 7 F
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11A. 12F, 14, I5B. 17F. 18C. 19A. 19F.
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4) REFERZEY 58RI FESNTNSETHRHA
BETHBL EDHTIBEU LOFRBDHDEE

6. BERURE
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BEZEIEETH S, [9.1.1 2]
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B EEEz EE2 EHMS N2 BE8ICOARERET S
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14.1.1 1E7ER
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(2) BEELP GBIV H UEIRICZ > TASEHAT S &,
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el

(4) $t2EEIEIDICY Y Y DICRALRA. Lo VEEL T,
¥ - ARBICEVWERZHRET S &,

(5) THEETOEMDSIMBERICA>TVAENWS EE2HEIPDZ L,

(6) AFNIIALIEIRY OFFHET 2 &,

14.1.2 &8/
(1) #EH. Bl L. 7La—LTHEET 5.
(2) FIAMNESICH 2> TIE ARk - HREAOZE 2T
SO TEHDORICERT ST &,
- HREETIICEE LW &,
C EHEHERALZE S, BUEORALMBOBR 2 47
BARESICHZRE, MUZPATEHNT S &,

15. ZOfDER
15.1 ERPREMICE D <&
15.1.1 FANZ. &H T 2 FMBLII ORI O fifi KERE I & 5 BEGE
120t LTI PRS0
15.1.2 HEBFEEN S 5 W IIME RO S ETBEICER T 2
F IR DIBRDTHICIIIRAF LN EEZZ 6N,
15.1.3 MR IREOBROF L WELT OB HHIH L TR=
U Y EORENEOFHREFTORTRHHEIR. &
AloOBER L HRAEMEORS ZHIELZ W EFEE LU,

17. ERPRRYHR

17.1 BHERUREECET HR

17.1.1 ERERRAER
EIN2ME 3% CHREF13061IC D W T HEHE S M- RRRBEOMZE X RO
LBV THB. 65BDBNICHKFZHEL . 23FHIT R TOHE
BN 2 BT X O EeRE % O U4l 2 ELISAR: CRIE L 7z
B O AR I FUAM I B RT 0 2.3~ 15.36% (FhR{ES.61%)
DEFRZERL. 2EL EOFAERIEZ R LA RIIERFNT51.6~
96.9% (HiRfE2.2%) TdH -7z
AR B WA O PRI R 2 MGE L R E S Tunkn,
6561H14961 (75.4%) I6HDREIRIEHRD Nz ZDELED
IESHERAERATHE (72.3%) EEHBAIFR17H (26.2%) . E
SHRAERR ISP (23.1%). BEREALE (6.2%). ERE3ME (4.6%).
ESTRARRERR M (3.1%) Th -7

18. IR
18.1 {EFIREF

i RERE X € DORBU K > THRHNTOREERD» SRESNTHBD .
M RIREFREDO BRI THE RV v hT A (BHEE) 1049 2
TEDPEARBEEEET 5L, BREMFEAVELHERSN, HIER
Ehdo
FANIHUR & U 2B O A IRBEFRME LA ) Sy h T F2g
CIiRIKET 7 F > Th D FHZHEET 52 LIC& D 23BHDMi%
WREFPEMETLAR ) Y 7T A FISHT 2504 LR U BEPH
HEZHEERT 2 EEZI6N5%,
—RIC. PRI E R RAPEGUE L NV O ERIE, U7 F R
EIBETICEL Y,
MBEFRIMER AR Y H v h T4 P&, ECTHRIFREEA =L
WKE > THRZFERT D, DD, 1ZEA EDONHRIREFNIMIET
IZRT B PURISE X RERP KRR 2FARMOIN R TI—RIZZL
WARXIIARLETH 2. 23 RIRE T 27 F > & A 7R RERERIC
D, IS DOFRMER I 2 RBREANRS NIz, £z 121
1Ml B O23Ml DR R FRE T 27 F > % 2L LD/ NRIER OB A ICHE L
TERREBIC R D S5 OFEMER I T 2 RIZFEEI RS
7090, [2.1 2]

20. BIRVL EDER
SV I L TIRIES 5 2 &

22. 2%
YUYy 05mL 1K

23. FEXmk

1) Borgono JM, et al. Proc Soc Exp Biol Med. 1978 ; 157 : 148-54.

2) Musher DM, et al. ] Infect Dis. 2010 ; 201 : 516-24.

3) Austrian R. The role of immunological factors in infectious,
allergic and autoimmune processes. New York, Raven Press.
1976 ; 79-89.

4) CDC : MMWR. 1997 ; 46 (RR-8) .

5) Smit P, et al. JAMA. 1977 ; 238 : 2613-6.

6) Hilleman MR, et al. Bull WHO. 1978 ; 56 : 371-5.

7) Weibel RE, et al. Proc Soc Exp Biol Med. 1977 ; 156 : 144-50.
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525, (RIRIGN LDER

AAENE (2L EORIEEE 2B 5 iR IERE IC & 2 BIYRE D FERE T 1 |
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20vPnC Infant
1.8.1 IR0 (%)

20XXAEXXAERR (F 1) BAEEFRSEES
MEDYFUE S£YERRFIRLE 876311
IR0 R BREEERD I F
Erik 1 2~8C TIRTF (BEUERESITITEREEW)

A - 27 AL RIS, TR

7L _F—20% K MR T

Prevenar20®sSuspension Liquid for Injection

RBES 000000
) EE-EMSOLGTZCL VTS ZL BRZERALE 20XXAEXXA

2. ERERELE (FHEEERTLIEAELTRNE)

2NV RKNDOESZ T T7TIVT bFXYA RICEoTTF 74 X —% B L2 &R HDH I LR LNRE
22 LR R L TVDHE

2. 3 EERBMERBIIID > TND T EBY S 2 RF

2.4 FRRICHBT 2F DI, TRIEREZT S 2 LA REL2REBICH D

3. BELEDBER UHERL - MK

3.1 BiEDBE

TEE 20 MO MIER O MR ERE A RN RS U CHIE S, BEBICE L~ ORINSITRRETRBER Y S v b T4 RehiH L, B %, 2 b OMigERERE
PRV HTA REMBNC, P75 U TEHOERME (Corynebacterium diphtheriaeC7 (8197) /pPX3520) X 0 pEA S+, [B)IY - &8 L /- ML R 757
UTHEE ((RMyy) &, BT 2 LS UTREEIRSOGIC L 0 A S8, BRAT D,

AFNISIEIRIEZ B D B T2 DIC, MRERERNER Y > T4 R-CRMy TEEEET T anNy FTHLY VEET VI =0 MMIWE S TREE E LERTE(RDY
J7FTHD,

728, CRMy; OBLE TRECIWT, AV 7 (7o aLilsksy) AL TV 5,

3.2 #ARK
fi7e4 7 LS —20 KMERRETE
HRIRSY i EREHENEAR U Y > 71 T A R-CRMygq & 1A
Fasins 0. 5mL
AUV BT FiER1:2.2ug
RUY BT FMiER3:2.2ug
AUV BT FliER4:2.2ug
KUY BT FMiERS:2.2ug
RIH o BTA FMIER6A 2.2 g
RNIH BT FIER 6B : 4.4 g
RIY BT RMFEMTF 2.2 g
ANIY BT FiER8: 2.2 g
RIUH o HTA KRBV : 2.2 ¢
ARVY BT RMIER 10A: 2.2 g
LS RV v B TA R 1A : 2.2 g

ARYVY BT A RiliER 12F: 2.2 g
RV BTA FMIER14:2. 20 g
RVY BT A RiMiER 158 : 2.2 g
RYH T4 Pl 18C: 2.2 g
ARVY BT RMiER 19A: 2.2 g
RYY T4 FMEHH19F : 2.2 g
RYY T4 FMHH 22F : 2.2 g
RVY BT A RiliER 23F : 2.2 g
RIVY BT A RiiER 33F : 2.2 g
CRMie7 : #9651 pg (FzAHERE LT)

WAL+ P U T A 44mg, KUY YV L_— |k 80 0.1lmg, =7 B
RNl 0.295mg. UL EET LI = A 0.126mg (7L =7 AHa8E) . pH
A Gl i)

3. 3 HAIDHERK

Wit 7L —20 KRR TE
pH 5.56~6.1
RIFEEL 1 (CEBREHRIC 2 b
[N AANIARVEMET, RV IRE D & XS mT 24

4 HEERITHHR
INRICH T HAMAERE (MFR 1, 3, 4, 5, 6A, 6B, 7F. 8, 9V, 10A. 11A, 12F, 14, 15B, 18C. 19A, 19F, 22F, 23F R Uf 33F) Ik 2 BERMRLED T

5 MEERIHRICEET HFE

5.1 RFNTE 4T D R ERE MIERLLIIMT K 2R IWE I O R B IC X 2 EGWEZE TBIT 2 2 LT TE vy,
5.2 077 VT OFPHHERICENT 2 Z LIETERL,

6. AR UHAE

- WIEIGE @, 1[E 0. 5mL 754 3 |, Wb 27 ARILL ORI TR T XUTHARICER T %,
- IBANSRE @ 3 R A D 60 H LA ORIV T, 0.5mL & 1 [MIECF SUEH R ICER 3 2,

1. RAZERUVHAZICEET 58
1.1 EBXMRE - EER
ARANOHEREIL 2 7 Ll - 6 iR OMIZH 5 E AT 5,

FEREL LT 2 » AlLLE T » AR CHEEZBGT A2 &, 2720, SEBEEMIIONTIE, 12 » HIRIE TIZ5E T L, BIN%EIT 12 » ARSI, 12
L LT 12~15 » AORICITS Z &,

o, SO NAEITH LTI TRROSMRRE ORI Lo #ME T2 2 LB TE D,
(1) THRAELE 12 n AR (EELHLE)



- PlESa s 1 [\ 0. 5ml 370 % 2 [A], 27 ARILA LRI TR FUIMEMNICEN T 5,

- BINGREE 1 (Al 0. 5mL A 1 [Bl, 2 [6] H OFEHE 60 H LA EOMIE T, 12 » AL, BT UIFHARNICERT 2.

(2) 12 n BESLLE 24 1 AR (EELHhHF)

< 1[E 0. 5mL §*2% 2 [\, 60 A ML EORINE TR T UIMANICESRT 5,

(3) 24 n AEHLIE 6 kB (ERELIE)

< 1A 0. 5ml % J2 T XA RANICIER T2,

1. 2CRMyg; VTR D F v )V T X U R o fEE LEIMRERERHE SR Y 7 F o L ARKH & O EHMITBE 4 5 22 M O ZPEIRESL LTV R0,
1. 3 FIRFETE

ERHAME L RO TZEAIIE, DU 7 F o LRSS 52 Z LN TE 5, [8.4, 14.1.1 ]

8. BEERARNIE

8.1 AKANT TPBIpefi AR AN MO DEMBEM M EAE ) (S L CRE9 2 2 &,

8. 2 PR (oW T, SNSRI, MIRAORE (B2, M2%) ([C& o TREEREZH <D Z &,

8. 3 WA ST Z OHGER T, Y PITIERAE DI . BRI 2 FRICHR D, £, R OREERICHE L, RFTORFEROSSERHOZE L, &
DITEE, RGO MERE & LGS ITERCCEMOREE T 5 L O FillcmoEs &,

8. 4 KFN LMD T 7 F o % FRHI [ — OB E 26t L CHERT 25803, ZRENHMERRT 2 2 LN TE 2 FORM AT 2 &, FrC, B N HER
MR BICHRE L TOS5A3, BB G B L oo, YHEfiE ORE 2GS L CIHREICHEMT 5 2 & CNE~ORIEHERIC SV CIRIEAS#E O — L
—vV BB, (7.3 58]

I RENEREZATHEICHT HIE

0.1 EEEIEE EEOHMETSICKL. FEZETIHH)

WEAEE DIROWTNNTEE T 5 RO LN DGEIE, EHRRELR OMRE A L, 3258 K OBE 4 O & [HEI2ITV, PR#EROMEN:, RIS, A
FEIZOW Tl 2170, REZ#IEISZ BT, R L TERET L2 &,

0.1 1 BERICREFREDZHNE SN TV IERVIEREICEREREREEDEN DS

9.1. 2 DEMEREE. BHAE. AR, MEKE, REBEEOEREKEEEHIT S

[9.2, 9.3 %]

9.1.3 PRHETETHEIER 2 ALURNICERBRDAON-ERUVEAURBEDT7LUILX—ERS5SEREEL-CELHIE
9. 1.4 BRICEZDOBREDOHHE

I AXFOERRIECTITIT FFVARIZHLT, PLLX—2ET58Fh0HsE

9.1.6 /MR ADE. BREEFEOHDE. MAREEEHETLTNSE

HANERTM OO ZNNH 2,

9.2 BHREEEL R HE

BHEEEETHD, [9.1.2 1]

9. 3FHEEEE#H T 5F

BEREEEEETHD, [9.1.28H1]

9.7/hNR

9. 7.1 % 6 BARMOHEZRGE LI AIMER LM ZIEIE & U7 BARRBR TSN LT,

1. BIRE

WOBISIER D HDOND Z ERDDHDT, BEETIIATV, BENED HNGEITED L@ LT Z &,
1.1 EXBEIRG

NA123vy, 7H7453F%0— (OTRHGHERH)

1.2 =8 (BEEREEE) (0.19%9)

1113 /MR A ERBER  (HERE)

SRBE, SR, PEREREH M ANGED DS aiciE, MRRASE 5 2 L,

11.2 Z DD EIR IS

10%84 | ¥ 1~ 10%Ait 1A R
)i I B HEBEY . TN | ERS . RS RRR
E—PER NG, Bl | B, MAFVERIE, 2T
L3 3
S
J& AT IR | R - R (59.9%) VoYL AL T < HIRB, %, %5
(EEHFHERAL) | BE (57.3%) . MEAR (45.1%) HERK
b,e)
oW B E | AR (16.2%) Y Fif, RN
i kY FESHE AL IR L2
R Y ]G
RS A v R | SR (79.3%) MO, IR DLE | HERIRAR T — K
Rfe (78.5%) "7 JEPEIS TR R
il
i O KR bast's g VATE /A PHIRVEAE, PP P
R R R
o | BB (39.4%) Y

a) FEHUFUE IXE PN IARRER (B7471016 sXER) | SN TAHRRER (B7471003 3kR) K% OWESMH IAHRRER (B7471011 #kiR) Ok R% A% L T

b) FEPNEIHER (B7471016 35R) | MM ARG (B7471003 #RIR) M OVBSMSIAHGRER (B7T471011 #MR) (W TR A FEIC X 0 IUE L2 RIBUS O FE BRI &
o) FEPEIMHAER (B7471016 3BR) TOARA R FHRERE K OAHI A N ERIRE 2 650 L CHEq

d) B LIZL K R BIE L DTSN - JTER & &t

14 BRLDEE

14 1 EFIEEHDEE

14.1. 1455805

(1) WREN SR B L2 %IECHERT 5 2 &,

(2) VESE R ORI IIEEREE Z L TR 2 2 L (BHEBOMERIZLIERY & U, FEE - BT LRnZ L),

) AFEMOT 7T LIRAELTER LN &, [7.358M]

@) o7 7 F o L RARFCARZ BT 256, BARDMAICERT 2L, [7.35H]

(5) HERRAMAEANC L IEVIRYE, B0 LHTBETH L, YU V% ETFICKIBE LY —BEiRE 72528, b ULKIEZEVIELTHILEYD
) BHIE, B RIBBIRICR S E T ETICHRSIEVIRESL Z &,



(6) JEHEORINIME P AS> TWIRNZ EEZENDD Z &,

(1) RFNEFHHE LN b B LG AIREET 52 &,

14.1. 22 Fix510%

e TR A8, @, B, TAra— L SETERLE LT, BT L, £ MERNA~OREIIITDRVWI &,

14.1. TR E ST RS

(1) W, AR, 1R I RABET MR OMAAR) 2. 1~2 Rl RBRRTAMUES (SMAERS) SUL = A R Rasic 7L o — V5 TR L= BT,
BT L, el HONTHAESDRWEA R SIX, FRICBIR < REERRTIMRIER MR ([T 22 L bafETh D, BENICIIEE LRV 2
Lo F, MENSOEGEIIITORNWI &

(2) FNPIERICHT- > T, MRk - RS OBRELZ BT 52720, UTOEICEETSZ L,

HEEGANBERICEZESTH AN, MR, ME., BEOMHA TERICEE LWL 5, SPHERE ok L GEY R HEERET D Z L,

- REITERA 2T B 2 L,

B ERIA L & & R AR AT D IMEOWTE B G ATE I A k& AN CTHERT D2 &,

17. BRER A

171 BHERVREMEICET 558

17.1.1 EAEMAXER (B7471016 ER)

Atk 2~6 » Hiln DREFEFLENIE 668 1] [AHIS T HERERE : 226 B, AHIM APIEFERE « 218 i, TERE I3 MR EREREE Y 2 F o (MEMERY T T U THR
FEE) (BUF, M3vPnCl) GHIRD 7 F ) B TFEERERE « 224 fil] 2 5d RICIE/ER L “HEME = FIFEMILRGRIR 2 920 L7z,

B BETR VN TARAIIE 13vPnC D% 0. 5mL Z 5 4 [8] (PIlEISyE & LT 3], BMsefE & UC LIED) B TR UL A PNHRE L7 2, S IRBRIEHamg 7 Hi (8
LY HZEE), B AEIC L D RIRISOREBURZFHE L, EREIRISORIRI (FEREEKD Grade 3) 13K 1 D LBV Tholo, RFTOREIRKIGITHERE
#%1~2 R (EP#M)IE) WCHRBLL, FREHiRE 1~5 B (hhfE) CThotz, £7-. SHMEORISGITERESL 1~3 B (P IC8B L, FEliE1~28 (h
RfE) Thot?,

#* 1 LRSS DOFEBLIRGL

B GEBEIE (%] )

B ARF B TR ARF G P B RE 13vPnC fZ FHEfE

| G ATt 20

_— 5 Grade e L= Grade e 5 Grade

sl o ESE 3" N (i 3" N =N 3v

1| 225 | 176(78.2) 0(-) 217 81(37.3) 0(-) 224 168(75.0) 0(-)
% | 2| 223 170(76. 2) 0(-) 215 68(31.6) 0(-) 222 187(84.2) 0(-)
R 3| 222 175(78.8) 0(-) 215 68(31.6) 0(-) 221 190 (86. 0) 0(-)

4| 218 | 189(86.7) 1(0.5) 212 69 (32.5) 0(-) 220 189(85. 9) 1(0.5)

1| 225 | 154(68.4) 0(-) 217 62(28. 6) 0(-) 224 148 (66. 1) 0(-)
o 2| 223 153(68. 6) 0(-) 215 56 (26. 0) 0(-) 222 163(73.4) 0(-)
MR | 3| 222 153(68. 9) 0(-) 215 59(27.4) 0(-) 221 166 (75. 1) 0(-)

4| 218 | 175(80.3) 1(0.5) 212 51(24.1) 0(-) 220 171(77.7) 0(-)
wo| 1| 225 39(17.3) 0(-) 217 35(16.1) 1(0.5) 224 36(16. 1) 0(-)
i¢ 2| 223 37(16.6) 0(-) 215 25(11.6) 0(-) 222 38(17.1) 0(-)
fo | 3| 222 | 82040 00) 215 | 22(10.2) | 1(0.5) | 221 | 35(15.8) 0(-)
23
oo | 4| 218 46(21. 1) 0(-) 212 29(13.7) 0(-) 220 49(22.3) 0(-)
o | 1| 225 12(5.3) 0(-) 217 14(6.5) 0(-) 224 24(10.7) 1(0. 4)
& | 2] 223 | 23(10.3) 0(-) 215 21(9.8) 0(-) 222 26(11.7) 0(-)
W 3| 222 18(8.1) 1(0.5) 215 17(7.9) 0(-) 221 24(10.9) 0(-)
B4 | 218 | 30013.8) 0(-) 212 27(12.7) | 2(0.9) | 220 32(14.5) 0(-)
W | 1| 225 | 93(41.3) 0(-) 217 | 102(47.0) 0(-) 224 | 100(44.6) 1(0. 4)
wo| 2| 223 | 96(43.0) 0(-) 215 90 (41.9) 0(-) 222 | 117(52.7) 0(-)
# | 3| 222 | s8(26.1) 0(-) 215 73(34. 0) 0(-) 221 76(34. 4) 0(-)
| a| 218 | 56(25.7) 0(-) 212 67(31.6) 0(-) 220 57(25.9) 0(-)
5 | 1] 225 | e1(27.1) 3(1.3) 217 54(24.9) 100.5) | 224 59(26. 3) 4(1.8)
dil | 2| 223 | 58(26.0) 3(1.3) 215 58(27.0) | 3(1.4) | 222 71(32.0) 1(0.5)
W | 3| 222 | 57(25.7) 1(0.5) 215 60(27.9) | 2(0.9) | 221 14(19.9) 0(-)
PE | 4| 218 | 49(22.5) 2(0.9) | 212 | 53(25.0) | 1(0.5) | 220 | 61(27.7) 2(0.9)

1| 225 22(9.8) 0(-) 217 21(9.7) 0(-) 224 29(12.9) 0(-)
% | 2| 223 | 45(20.2) 4(1.8) 215 39(18.1) | 3(1.4) | 222 47(21.2) 3(1.4)
o3| 222 34(15.3) 1(0.5) 215 33(15.3) 2(0.9) 221 44(19.9) 2(0.9)
) 4| 218 | 93(42.7) | 14(6.4) | 212 81(38.2) 17(8) 220 87(39.5) 10(4. 5)

a) AL M L2 pi%
b) EAEMENY [HJE] & LTS ShEFER
FER, BERR - BB Tem 222
TESHIALEN « OB & AHIRSh 5
BROR © REOERS
RENRESIN - 5@ % O B ETRENICBL (BOG) 2R S7e< e 213 L ofiRReE (REIRE )
SRS « L& Ik ARy KR
¢) 37.5CLA k. 38.9CHI~40. 0COHAIT, BEIEENEE (Grade 3) & L7z, F7z. 1 BIOIRBRSBINEIC A0°CEBZ D HEMNE LT,



GoIE R < R ERVEM S ER B R E | Sk 2 BT T B 2h L & AR B3 D S JRERRAE & L C. WIREIRIE 1 5 H 0 Tg6 HUARIREE 0. 35ug/mL (LI IA)4E o> BIEIE
FE) ZSWHO M HERENTWD Y KAlZE KL THRE L7 & & OPIEIGREE S R ONBINSREH O Te6 PURIREE S HEMICE LIRBRBINE OB&1X,. ThEh
60. 2~100. 0% TN 91. 7~100. 05 T o7z (K2 KVFEK 3) ., Fo, WIEGEE K ONBINGGRER O iEH
6B) ~6.77ng/mL (M7EHY 15B) | 0.97ng/mL (iMiER 3) ~18. 45ng/mL (M{EH 15B) OfEPHTH-7= 2

{

[

x4 % Ig6 GMC I%, ENZH 0. 42pg/mL (IiED

F 2 AHA (BCTHARA U < IZFAPEERE) 3L 13vPnC B2 TR ORI G2 12 2 M S BRI 2L D TG HUARIREE S SR O BUE M IE L 72 in RS INE 0 F &

(%)
RNCHE L7z TG PRI I3 L - IRRBINE OFIE 2 (%) AFBE TR S O
1M 3% (95%CT) 13vPnC B¢ FHEREIZ 35
71 I HEEDAE
ESd a3 AT 5 P N R 13vPnC f T 2R
(%) (95%C1)
Fe3 3757
97.7 92.0 99. 1 -1.4
1
(94.8, 99.3) (87.5, 95.3) (96.8, 99.9) (-4.4, 1.3)
96. 4 95.3 99. 1 -2.7
3
(93.0, 98.4) (91.5, 97.7) (96.8, 99.9) (-6.2, 0.1)
96. 8 94.8 99. 1 -2.3
4
(93.6, 98.7) (90.9, 97.4) (96.8, 99.9) (-5.6, 0.5)
92.3 93.0 97.3 -5.0
5
(88.0, 95.5) (88.7, 96.0) (94.2, 99.0) (-9.6, -0.9)
90.0 94.8 98.2 -8.1
6A
(85.3, 93.7) (90.9, 97.4) (95.4, 99.5) (-13.0, -4.0)
87.8 82.2 96. 4 -8.6
6B
(82.7, 91.8) (76.3, 87.1) (93.0, 98.4) (-14.0, -3.7)
95.9 94.8 99. 1 -3.2
F
(92.4, 98.1) (90.9, 97.4) (96.8, 99.9) (-6.8, -0.3)
95.9 93.0 98.6 -2.7
9V
(92.4, 98.1) (88.7, 96.0) (96.1, 99.7) (-6.4, 0.4)
96. 8 96. 2 97.7 -0.9
14
(93.6, 98.7) (92.7, 98.4) (94.8, 99.3) (~4.4, 2.4)
96. 8 94.8 99. 1 -2.3
18C
(93.6, 98.7) (90.9, 97.4) (96.8, 99.9) (-5.6, 0.5)
99.5 99.1 99.5 0.0
19A
(97.5, 100.0) (96.6, 99.9) (97.5, 100.0) (-2.1, 2.1
100. 0 100. 0 100. 0 0.0
19F
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) -1.7, 1.7)
89.6 88.7 93.6 -4.0
23F
(84.8, 93.3) (83.7, 92.6) (89.6, 96.5) (-9.5, 1.2)
BER T IRG
99.5 99.5 0.9 5.9
8
(97.5, 100.0) (97.4, 100.0) 0.1, 3.3) (3.0, 10.0)
60. 2 59. 6 1.8 -33. 5"
10A
(53.4, 66.7) (52.7, 66.3) (0.5, 4.6) (-40.7, -26.2)
100. 0 100. 0 2.7 6. 4"
11A
(98.3, 100.0) (98.3, 100.0) (1.0, 5.8) (3.8, 10.4)
4.7 74.6 0.9 -19. 0"
12F
(68.4, 80.3) (68.3, 80.3) 0.1, 3.2) (-25.7, -12.5)
99. 1 98.6 8.2 5.5
15B
(96.8, 99.9) (95.9, 99.7) (4.9, 12.6) (2.2, 9.6)
100. 0 100. 0 0.9 6. 4"
22F
(98.3, 100.0) (98.3, 100.0) 0.1, 3.2) (3.8, 10.4)
95.0 92.5 3.2 1.3"
33F
(91.2, 97.5) (88.0, 95.6) (1.3, 6.4) (-3.2, 6.0)

CI : {EHEIXH

a) FANCHLE L7 16 HUiABEE N MR 5 125 LCIE 0. 23pg/mL LA b, M{ERL 6B (2kF L CiL 0. 10pg/mL BA F, fiERL 19A (2% LCIL 0. 12ug/mL BA B & L, ZRLSOARFNCE 5 EARI R L it
0. 35pg/mL LA I3 L7218 nE o &l &
b) EANMIEAU 6 L ik 13vPnC J FEEREREC O LIl MERL O FANCHIE L7z 1e6 FURIREEICE LIIEBRBINE OBIG O 5 6, MiERL 3 R\ ik HARVVE (MiERL 23F, 93.6%) ZHIA& DK N CT OFHICfE

MLz,

3 A (BT HE U < IRIPNEERE) U3 13vPnC BT HERE O 1B AN 3 2 2 BRE LT D 16 HLARSR LS ERTOBUE BT E L/ IBBRBINE OF&

(%)
FRTCHUE L7e 16 HURRIEICRE LI iBRBmE oFIG 2 () AANB TR O
37 (95%C1) 13vPnC B FHEREIC IS
w FoEIGoEY
AFBE T R AF 5 N N B RE 13vPnC JZ T
(%) (95%CI)
ESlURCR]
99. 1 98.6 100.0 0.9
' (96.7, 99.9) (95.9, 99.7) (98.3, 100.0) (-3.3, 0.8)
) 91.7 91.5 98.6 6.9
’ (87.2, 95.0) (86.9, 94.9) (96.1, 99.7) (-11.5, -3.2)




HANCHUE L7z 1g6 HURIE (I L2 IR B INE O#IG Y (%) AFIB TR O
175 (95%C1) 13vPnC B¢ FHEREIZ 35
b7 ) FoEIGDEY
ARF Bz T AR AT s P PN 13vPnC fz T Mk
(%) (95%CT)
100. 0 100. 0 100. 0 0.0
4
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) -1.7, 1.7)
99.5 99.5 100. 0 -0.5
5
(97.5, 100.0) (97.4, 100.0) (98.3, 100.0) (-2.6, 1.3)
100. 0 100. 0 100. 0 0.0
6A
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) -1.7, 1.7)
100. 0 100. 0 100. 0 0.0
6B
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.8, 1.7)
99.5 100. 0 100. 0 -0.5
7F
(97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
99.5 100. 0 100. 0 -0.5
9V
(97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
99. 1 100. 0 99.5 -0.5
14
(96.7, 99.9) (98.3, 100.0) (97.5, 100.0) (2.9, 1.7)
99.5 100. 0 100. 0 -0.5
18C
(97.5, 100.0) (98.3, 100.0) (98.3, 100.0) (-2.6, 1.3)
100. 0 100. 0 100. 0 0.0
19A
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.7, 1.7)
100. 0 100. 0 100. 0 0.0
19F
(98.3, 100.0) (98.3, 100.0) (98.3, 100.0) (-1.7, 1.7)
99.5 99.5 100. 0 -0.5
23F
(97.5, 100.0) (97. 4, 100.0) (98.3, 100.0) (-2.6, 1.3)
BERINiIR i)
100. 0 100. 0 3.2 0.5
8
(98.3, 100.0) (98.3, 100.0) (1.3, 6.5) (-1.3, 2.5)
99. 1 99.5 0.9 -0.57
10A
(96.7, 99.9) (97.4, 100.0) 0.1, 3.2) (2.9, 1.7)
100. 0 100. 0 5.9 0.5
11A
(98.3, 100.0) (98.3, 100.0) (3.2, 9.9) (-1.3, 2.5)
98.2 98.6 0.0 -1.49
12F
(95.3, 99.5) (95.9, 99.7) 0.0, 1.7) (-4.2, 0.9)
100. 0 100. 0 8.6 0.59
158
(98.3, 100.0) (98.3, 100.0) (5.3, 13.2) (-1.3, 2.5)
100. 0 100. 0 1.8 0.59
22F
(98.3, 100.0) (98.3, 100.0) (0.5, 4.6) (-1.3, 2.5)
100. 0 100. 0 2.7 0.59
33F
(98.3, 100.0) (98.3, 100.0) (1.0, 5.8) (-1.3, 2.5)

CT : {FFX T

a) FERTCHUE L7z Te6 HUORBEEAS ML 5 125 L Cit 0. 23pg/nL LA E, (fLiF#L 6B 125F L Cik 0. 10 pg/mL LA E. (AL 19A 125 L CiE 0. 12ug/nL LLE L L, ZRUSFOARFNCE 5 il LT

0. 35pg/mL LA EIZ 3 L7 1R8BS INE OFI G

b) FHEAHT

) BN IEAUS 6 L i 13vPnC J FEEREREC O il MR O FANCBIE L7z 1e6 FURIREEICE LIIBBRBINE 0BG O 5 6, MiERL 3 RV ik bARVE  (MIERL 14, 99.5%) % EIGDEKR O CI OFHICHE

ML,

17.1. 2 BN EMAERER (B7471011 &)

1% 2 1 R OWERHEFLENIE 1997 B AT A PEERERE © 1004 5, 13vPnC GHHRT 7 F ) FHPINEEFERE 993 ffl] 2 dRICEERt —EERE =FHEMIL

AR 2 i L7,

FRECRB VD TARAIE 13vPnC D% 0. 5ml &3+ 4 A (FIESedE & LT 3[El, BMGeE & LT 1LED) FHANERLEZ Y, SRR E% 7 If 4R 25

Te) | BRI E Y BISOSORBRIL 2T L, F2BISORORBURI (FREEK D Grade 3) 3R 4D LBV ThoT, RFTORIPOGITHEME 1~2 A
(hfE) (CHBLL., BRI 1~2 A (Wl Thoto, 7o, 2FMORIBOSITERME 1~2 B (PRE) (B L. Feediiz 1~3 B (hfE) <

Hotl- P,

£ 4 LRSS DR BB

R BRI (%] )
TR ARFI 75 P PR 13vPnC 5 P N EFE
[F14% R =4 Rl =4
Grade 3" Grade 3"

Bk EN e o ESN
253 240

1 993 0 974 0
(25.5) (24. 6)
218 244

2 940 0 924 0
(23.2) (26. 4)

FIR

232 245

3 914 0 901 0
(25. 4) (27.2)
194 217

4 826 0 815 0
(23.5) (26. 6)
163 1 183

TR 1 993 974 0
(16.4) 0.1) (18.8)




FEBUIE GEBEIE %] )
R ARF 5 P PR T 13vPnC 5 A N EEFE
[EIE= ATl 5 Rl 5
Grade 3" Grade 3"
Bk EN e o ESN
146 160
2 940 0 924 0
(15. 5) (17.3)
156 159 1
3 914 0 901
7. 1) (17.6) 0.1)
123 141
4 826 0 815 0
(14.9) (17.3)
488 1 441
1 993 974 0
(49. 1) 0.1) (45.3)
414 385
2 940 0 924 0
TESFAL (44. 0) (41.7)
R 353 351
3 914 0 901 0
(38.6) (39.0)
295 3 292
4 826 815 0
(35.7) (0.4) (35.8)
242 2 233 3
1 993 974
(24.4) (0.2) (23.9) (0.3)
248 2 217 5
2 940 924
(26. 4) (0.2) (23.5) (0.5)
188 4 202 3
3 914 901
(20. 6) (0.4) (22.4) (0.3)
205 3 205 6
4 826 815
(24.8) (0.4) (25.2) 0.7)
667 9 643 11
1 993 974
(67.2) (0.9) (66. 0) 1.1
514 7 514 8
2 940 924
(54.7) 0.7 (55. 6) 0.9)
IR S0
403 5 397 8
3 914 901
(44. 1) (0. 5) (44. 1) 0.9)
326 5 322 5
4 826 815
(39.5) (0. 6) (39.5) (0. 6)
704 45 698 38
1 993 974
(70.9) (4.5) (71.7) (3.9)
673 38 636 39
2 940 924
(71.6) (4. 0) (68.8) (4.2)
Gk
589 16 568 20
3 914 901
(64.4) (1.8) (63.0) (2.2)
504 22 498 11
4 826 815
(61.0) 2.7 (61.1) (1.3)
102 7 73 3
1 993 974
(10. 3) 0.7 (7.5) (0.3)
163 21 151 20
2 940 924
(17.3) (2.2) (16.3) (2.2)
FEE
115 13 123 17
3 914 901
(12.6) (1.4) (13.7) (1.9)
120 22 114 24
4 826 815
(14.5) 2.7 (14.0) (2.9)

a) T AEEL VAT L 7= Bl
b) FEREAR THE] & LCHE Shi-fig
FAR, JEIR - REEM Tem B2 5
TSN « BaoBh & RHIRSh D
PRRBOE : RFOIES
FEARIEIN < 3@ O B EEENCBIL (BUG) 23S 722< 7 213 & Ofikes  (EIR )
SYREE P Ik F Ay RTE
c) 38.0°CLLLE, 38 9CH#I~40. COBAIT, FIEENFE (Grade 3) & L7z, Fio, AFHERERET 6 i, 13vPnC HFIRET 1 FIORBRBINE I 40CE B A D RANE LT,

G - R BV BR BR3P0 & AHRE T D e E MR EE & L. WIEISRIE 1 v A A 1gG HUARIREE 0. 35ug/mL (U [FZE DO RFIR
JE) AWHO 2 SIR SN TND Y ARFNEHERE LTz & & ORI #% & ONBINGE® O 1g6 FUARESHUEMISE LIZIBBRBINE OFIG I, ThEh 52. 1~
98. 3L X 73.6~99. 9% T o7z (K5 KUFK6) , £z, PIEIGREE K ONBMNGRER OF MIERIIKT 5 1g6 GMCI1X. £ EN 0. 36ug/mL (MIEHL 3) ~

4. 40pg/mL (If7E 15B) | 0. 56pg/mL (MLiEH 3) ~12. 59pg/mL (MfLiEH 15B) O#HPHITH 72 Y,

2% 5 A AN 13vPnC 5 PR AR O PRl 5ol #2 (i BRER ML IR D TG HLRIR AL 3 FR/T O BUEEIZEE L 72 iR B INE OIS ()

FHICHE Lz 16 HUARRREIZ 3 L7 IBBR S N AT 7 P PR B OY
OFEE D %) (95%CT) 13vPnC f I NEERRIZ 35
IRt
FHEE D
AT s P PN 13vPnC fif; P N4 FE
(%) (95%CI)
S i 7R




79.8 88. 4 -8.6
1
(76.9, 82.5) (86.0, 90.5) (-12.1, -5.1)
52.1 67.6 -15.5
3
(48.6, 55.5) (64.2, 70.8) (-20.1, -10.8)
79.7 88.2 -8.4
4
(76.8, 82.4) (85.7, 90.3) (-12.0, -4.9)
82.5 86. 8 -4.3
5
(79.7, 85.0) (84.2, 89.1) (-7.8, —0.8)
93.5 95.9 2.4
6A
(91.6, 95.1) (94.3, 97.2) (-4.6, —0.2)
88.3 92.4 -4.1
6B
(85.9, 90.4) (90.3, 94.1) (-7.0, -1.2)
96.6 97.6 -1.0
F
(95.2, 97.8) (96.3, 98.6) (2.7, 0.7)
81.9 89. 8 -7.9
9V
(79.1, 84.4) (87.5, 91.8) (-11.3, -4.6)
93. 4 94.1 -0.8
14
(91.5, 95.0) (92.3, 95.7) (-3.1, 1.6)
92.6 93.1 -0.6
18C
(90. 6, 94.2) (91.2, 94.8) (-3.1, 1.9)
97.1 98.1 -1.0
194
(95.7, 98.1) (96.9, 98.9) (-2.6, 0.5)
96.9 96. 6 0.2
19F
(95. 5, 98.0) (95.1, 97.8) (-1.5, 2.0)
77.9 85.5 -7.6
23F
(74.9, 80.7) (82.9, 87.9) (-11.4, -3.9)
SEIN i 57
96. 8 85.5 11.2%
8
(95.3, 97.9) (82.9, 87.9) (8.6, 14.0)
82.2 85.5 -3.3Y
10A
(79.5, 84.8) (82.9, 87.9) (-6.9, 0.3)
92.7 85.5 7.1V
11A
(90.7, 94.4) (82.9, 87.9) (4.2, 10.2)
67.5 85.5 -18. 1V
12F
(64.2, 70.6) (82.9, 87.9) (-22.1, -14.0)
98.2 85.5 12.7%
158
(97.0, 99.0) (82.9, 87.9) (10.2, 15.4)
98.3 85.5 12.8”
20F
97.2, 99.1) (82.9, 87.9) (10. 3, 15.5)
33F 86. 7 85.5 .17
(84.2, 88.9) (82.9, 87.9) (-2.2, 4.5)

CT : {E4HIXTH]

a) FRNCBUE L7z TG HUAREEEE AN MY 5 126 L TiX 0. 23pg/mL LA b, fi {7 6B (Z%F LTI 0. 10pg/mL LA b, il 19A 125k LCIE 0. 12pg/mL LA & L, ZRUSAOARANZE £ 2 miFRIsxt LT

0. 35pg/mL LA I3 L7 1R B nE oFl &

b) GBI TERZ 5 LTI 13vPnC B COL@MIER O HFRNIHE L7z 1g6 PrAREEICE LIRS INE OFIGO 5 b Mg 3 ARk bIKVE (IIE5 23F, 85.5%) & HI& DK U CI ORISR L7z,

F 6 AHAN T APIEERESE 13vPC 5 B PRHRTL O IB NG E % 1 IR BRI L D Te6 PUARIREE S FRTOBUEM I IE L 12inBRB g oG (%)

FRNCHUE L7z TG HUAIEEICHE L 72 1RSI ARFI 75 P PR B O
13577 OEIG Y (%) (95%C1) 13vPnC 5 PPN EERELC
BiFHEIGDE
AT 75 P R 13vPnC f P P 4EFE
(%) (95%CT)
e i 7575
94.3 97.2 -2.9
1
(92.4, 95.8) (95.7, 98.2) (-5.0, -0.8)
73.6 85. 8 -12.1
3
(70.3, 76.8) (83.1, 88.2) (-16.2, -8.1)
98.9 99. 1 -0.1
4
(97.9, 99.5) (98.1, 99.6) (-1.3, 1.0)
97.9 97.7 0.2
5
(96.6, 98.8) (96.4, 98.7) (-1.4, 1.7)
99.5 99.7 -0.3
6A
(98.6, 99.9) (99.0, 100.0) (-1.1, 0.5)
99. 1 99.5 -0.4
6B
(98.1, 99.6) (98.6, 99.9) (-1.4, 0.6)
99.5 99.9 -0.4
F
(98.6, 99.9) (99. 3, 100.0) (-1.2, 0.3)
98.5 98.9 -0.4
9V
(97.4, 99.3) (97.9, 99.5) (-1.6, 0.8)
98.9 99.5 -0.5
14
(97.9, 99.5) (98.6, 99.9) (-1.6, 0.4)
98.9 98.7 0.3
18C
(97.9, 99.5) (97.5, 99.4) (-0.9, 1.5)




99.9 99.7 0.1
194
(99. 3, 100.0) (99.0, 100.0) (-0.5, 0.9)
98.8 98.9 -0.1
19F
(97.7, 99.5) (97.9, 99.5) (-1.3, 1.1)
97.2 98.1 -0.9
23F
(95.8, 98.3) (96.9, 99.0) (-2.5, 0.7)
ER TRl
99.5 4.7 2.3"
8
(98.6, 99.9) (3.3, 6.5) (1.1, 3.8
97.7 2.0 0.6"
10A
(96.4, 98.7) (1.1, 3.3) (-1.1, 2.3)
98.8 4.2 1.6
11A
(97.7, 99.5) (2.8, 5.9 0.2, 3.2)
95.2 0.3 -1.9Y
12F
(93.5, 96.6) 0.0, 1.0) (-4.0, 0.0)
99.7 4.6 2.6”
158
(99. 0, 100.0) (3.2, 6.3) (1.4, 4.0)
99.6 1.5 2.4
29F
(98.8, 99.9) 0.7, 2.6) (1.3, 3.9
99.5 1.7 2.3V
33F
(98.6, 99.9) 0.9, 3.0) (1.1, 3.8)

CT + {FFXTH

a) FRNCBUE L7z TG HUABEEE AN MY 5 126 L TiX 0. 23pg/mL LA b, ffi% 6B (Z%F L TiE 0. 10pg/mL LA b, Ml 19A 125k LCiE 0. 12pg/mL LA & L ZRUSAOARANZE £ 2 miFHRi st LT

0. 35pg/mL LA EIZEE L7 1R8BS INE OFIE

b) EANMEANS 6 LTI 13vPnC #ECo3@ MR O FANCHUE L7z 1e6 FUARIEICE LIZBRBMEOFIEG D 5 B, MR 3 Z 7o bR (IR 1, 97.2%) ZHIEOEKR O CL OFHICHER L,

18. FEhEE

18.1 {E MR

AHNL, Y VT 2RI ETHD R (SHEE L7 20 RO MG OMRERERIPER ) o B T4 FaEGhH T 5, AROERICLY, RV oW T A FiC
9% T AMIEAFE O IR E K OPURIRE N FHE S, BEAE SHHURIBIMREREN 2 47" = (b, BRIEH R OREER 2 L, MR ERE REYAE
DFHCFST D, £ ATV —BANAOEAZFET 52 LICk Y, HREKEICK T D& E a2 ks 85 o7,

20. L EDEE
VU VUK EFNRE T D22 L, YU VRN TURE LIEGE. ERTOWREDNEE LI R2BELNRH D,

21 ABEH
EES Y 2 7 @R 2 RED B, WUNCERT D L,

22. A%
13Uy 0.5ml 1A

23. EEXM

1) ARAMERRED 7 F o RO 70U 7 F U EROHERIC OV TO @A (EASEE (ERRREIRYERR., B3R A DA 5

https://www. mhlw. go. jp/stf/houdou/2r98520000016ywl. html

2) EPNEIFERER (B7471016 745k) (2024 4£ X A X H/KFR CTD2.7.3.2, 2.7.4.2)

3) WHO Expert Committee on Biological Standardization. Annex 3, Recommendations to assure the quality, safety and efficacy of pneumococcal
conjugate vaccines. In:WHO Technical Report Series No 977, Sixtieth report, 2013. Geneva, Switzerland: World Health Organization. p. 91-151.
4) A IAREER (B7T471011 3RABR) (2024 4F X A X AZKES  CTD2.7.3.2)

5) *LNERE - MRS IARARER (B7T471011 3kBR) #fiBh& R}

6) Pilishvili T, et al.:Vaccine. 2015;33 (Suppl. 4) :D60-D65

7) Clutterbuck, E. A. et al.:J Infect Dis. 2012;205 (9) :1408-1416

24 XEFERERVELEDLESE

7 7 A P&t

Pfizer Connect/ AT 4 )b« £ T H A—a
T151-8589 HURURBEA X MR 4 A 3-22-7

TEL 0120-664-467

26. BLERIEREE
26. 1 BLERTET

774 P& )
SO K% A3-22-7 {' Pﬁzer



20vPnC Infant
1.8 IfscE (R)
1.8.2 #he X I3zhd: (%) , HIEROHE () &2 0OERIM

LR (R) L ZORERHL
1.1. FEEX IR (R)
ARFNOBIEE TR (F) TUTOLEBY TH D,

INRIZBT AMRERE (ME% 1, 3. 4. 5. 6A, 6B, 7F. 8. 9V. 10A. 11A. 12F, 14,
15B. 18C. 19A., 19F, 22F, 23F M TN 33F) (T L B {=EEMIEYE DO T

1.2. ZIRESUIIR (R) ORERIL
AF| (20vPnC) ODEFKBHFEI, AF & BEAZRD 13 iR EKEE SR T 7 F > (13vPnC) D¥HE
D% ZE L, 13vPnC CTHEN. SNT=LeMB X OFEET — % & JEIC5Hm LT,

otk 2~6 1 H D HARNHSNIE 2605212 0 L7-[EPNE 3 F5BR (B7471016 iRBR) TR
PEOFERIT, HHRICAFIZ2BAET 5 2 & T 13vPnC & [FFRE OHURIGE DS, 13 Heib i A
(1. 3. 4. 5. 6A. 6B, 7F, 9V, 14, 18C. 19A. 19F B X' 23F) B L7 BImiER (8,
10A, 11A, 12F, 15B, 22F B X O'33F) I LT snbHZ a2 R LTz, U bEXY, AFNIX
13vPnC L RRED TR E=H L, o 7TBMMERIC L TH PSRRI NS Z &0
B, RENIOHEEX TR () Z%E LT,

fifg R R S ds L ORI oL, CTD2.5.4 IH, CTD2.5.5 THEH,

2. AERUHE (RB) &Z0OBRERIL
21. AERVCHE (B)
ABNOREROHE () FUTOERBY THD,

- WIESREE - E . 1B 0.5mL o4& 3|, WPy 27 BRLL OB TR T XUIA AN
ST 5,

BN amE . 3 EIESERENDS 60 HREILL EOMEEZBWT, 0.5mL % 1 [\ T XiEfp
WWNICTESTT 5,

22. AEEVCHE (B) DR ERIL

FLAh R 2 x5 & U724 ESE 2 FI5BR  (B7471003 3R5R, fHANERE) OFSE, AFloZzett7n
77 A WE13vPnC EFEIL TR Y, AHFID 4 [B] B EM%ZIZ 20 IER T~ TITR S )
FERERO R B INE 2758 2 Z LAVRENTz, T Dk, B7471003 5Bk & AR O LR L OH &
RV, A% 2~6 » A DB ARANFLIE Z XS ENGE 3 MHRER (B7471016 3ABR) 4 550 L,

AFN % 4 BEfE (F FEEREE - I3 ANEERE) L7z & & 0ReMER L OE R 234 L 7-

[VEBRS N % ARHI R FHEFERE, 13vPnC F2 FHERE (RPRRD 7 F2) BEE 713K A N BERERE
DWTHNIEENESITEN 1T, 1BRY 7 F o2 4 [ (1EIA : A% 2~6 2 H, 2813
B H : AiEEREL 4~8 8, 4 BB : A% 12~15» A) 1, TOME, KHEETEIIHAN
(23 [EEERE (FEIGeE) L7104 20 BRI R T 24 e SN g S, 4 B EERE GBI
FfE) BICT —RAZ —ISENRBD b=, £72, RFTGE X OEH RSO R E A I 3AA
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20vPnC Infant
1.8 IfscE (R)
1.8.2 #he X I3zhd: (%) , HIEROHE () &2 0OERIM

THERERE L 13vPnC X THAERE L THERFEIRETH Y, AFIFH N NEREREIZ 381 D IS o fERE
BILORROBREEGIIMOE FEFRERE L LL_XTE) 272, U EXLY, XFOHEEOCHE
() ZRE LT,

s R ERBR A S35 L OGO EE, CTD2.5.4 IH, CTD2.5.5 HEME,
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20vPnC Infant
1.8 IfscE (R)
1.8.3 Biffi EoERE (%) KO O EMRL

LB EOER () BRERRL

BEREEOEE B

R ERHL

2. BRETELE (FPHEEER(THILAE
LTHE)

2.1 AFNOKS T 77TV T %A R
Ko TT T 74 T7F—%EB LI EnbD
Z BB N

2.2 DDA EE L TWVWADHE

2.3 EERAMERIZ)H)I S TS Z L3
SYRYAE

2.4 LRSI HHEDIED, THIEEREAEIT O
TR Y IRRREIC B D

BT 17 LT — 13RSI I
ER—TdH 5,

5. MEEXIFHRICEET HFE

5.1 AHFNTE FI T D il ge BR B i j5 78 LASk
(2 X B RRYSE T DAL R I & D RYE &
TS Z LIXTE R,

5.2 7T VT OTHERICEHNTSZ L iX
TR0,

BUT 17 L~ — 3K Wb SO
klﬁ]éf&)éo

1. BERUAEICHET SEE

1.1 #HERE - HERNH
AANOERIT 2 » Hwll | 6 Rl ofic &
HHAT D,

YL LC 2 » ALl L 7 » Al AR ChEfE
R DL, 7272 L. 3ROV T
X, 12 o AR £ TIZ5E T L, BinmiEix
12 % AsLIRE AEHE L LT 12~15 » Ao
1795 2 &,

Fo. BEEBNE I LT T RE OB b
FONEBIZ LR ETHZENTE D,
(1) 7 nBEUE 12 n Bk (EELHL
=)

- WA 1 [A] 0. 5l 5o % 2 [\, 27 HRFLA
oM TR T XIIBANICEST 5,

< JBANSREE 1 [A] 0. 5mL Z 1 [A], 2 [A]H O#EfE
#% 60 ARILLEDME T, 12 » AL, & T
SUEFRNICTER T 5,

(2) 12 n B#HLIE 24 » RSk (EEtHh
=)

« 18 0.5mL 3°>% 2 [F], 60 HHLLEDORME
TR XUIHANICER T 5,

(3) 24 n AELIL 6 R (FEELNIE)

+ 1[B] 0. bml. % 2 T XU AN IES 35,
7.2 CRMior &38RI DF X VT X RXIE %
FEA LTEMRERER AT 7 F v L ARAIE D
H MBS B M K OV RIS L T

71 BT [ 7L _P— 138K MERRBTE | AT ST
EBXOARAOBERREE K TERIEIHA
W) IZEEDEFRE LT,

7.2 BT 17 LRI — 138K TE ] IR
FICHSERE LT,

PFIZER CONFIDENTIAL
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20vPnC Infant
1.8 IfscE (R)

1.83 B EOEE (8) KO OFR TR

BERELOEER (RB)

B TEARHL

U\fafll\o

1.3 RIFFIEE

RIS MLE RO TSEEITIEL, thov s F
EIRRFICHERET D 2 N TE D, [8.4,14. 1. 1
Z K]

73 BT [ 7L _RF— 130K MERRVETE ) WA ST
ELE—-ThD,

8. EELGEARHIE
8.1 AFNT TR A KO [ 8
FESEHE EEAE | IHEL L TRE % 2 &,

8.2 WHEEFEE I OW T, BRI LT RZ .
BROZE (12, %) | iof@%ﬁw
BIRARD L,

8.3 WEHFEE TF DORES I, HERY E X
WV 7B (OB BERER A A TERICR B, F
7o, BefERG ORI %L/%%®£%ﬁ
SRR DAL, é% (BN, AR D B
JER & B2 L7285 A I3 E%@@i
%Héiﬁ%%mﬂ%ﬁé Eo
8.4 ARFIEMDOT I F o % RRFZR—OH
FEE IR L CHEFE S 255813, TR E M
&@?6 LINTELEDOMAZIT) 2 &
%@@%ﬁi%&%ﬁﬁ$’ﬁ$bf
wéﬁAiAmwﬁﬁ%%ﬁboouﬁ&@%
OIRREZ TR L CHEEICERE T2 (MR

~ODFFERE I OW TITEAE S O R — L
=V BB, [7.3 5]

BT 17 LT — 13RI IS0
\—%O% EL/T&_O

9. HENERZETHEICEHT HEE

9.1 EREEIEE (EEOHIMZITOICEEL.
AEZEETLHE)

PHEFEE DIRONT NI E T D ERD 5
DG EIE, R IE R MR E 2R L, 252
&U&@ﬁ SO A EEIITV, TR
DENE BIBUS ., A AP SV T4 708
ATV, FIE LRI BT, EE LT
T5HZ &,

9.1.1 BEICREFRLEDEZEMALIATINS
ERUVABREICARERELREEDEIN D
H

9.1.2 LiEMERKERE. BliEE. FiEEE.
mEEE., REEESEOABREKELZHT 5
[9.2, 9.3 /4]

9.1.3 FHHEFETEER 2 BLAIZRADOH
LbN-ERUVEEMRKBEDT LILFX—%5E
SERZELLEZENDHDE

9.1.4 BEICEEOBREDHLHE

9.1-9.3 BT [7 L _F—139KMERRIIE] IR
XELFR—-THD,
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20vPnC Infant
1.8 IfscE (R)
1.8.3 Biffi EoERE (%) KO O EMRL

BERELOEER (RB)

B TEARHL

9.1.5 RFEIOHEAXIECITIVT RFVYALE
LT, PULKX—Z2ETEH538ThDHD
H

9.1.6 M/MREAE. BEEEDHLE. sk
BEEEZHEITLTVWSE

I NTESHIALO I DB E i d 5,

9.2 BHEEEEZ2H T HE
PREFEERETH D, [9.1.2 BH]]

9.3 FFHkREfEE 2 F T 5%
BEHEEEE TLD, [9.1.2 5]

9.7 INR

9.7.1 % 6 WA OEEZXIFE LIZHL)
PR OV e s & U 72 B R BRI 3 5 b
LTUZauy,

9.7 A%l @ Company Core Data Sheet (CCDS)
ICHDSERE LT,

1. BIRE
WORIIEDH HONDZ EDRHHDT, #l
LBx2 74TV, BRERRD ONHAITIE
WO R AEZTT O Z &,

11.1 EXGEIREG

N1 2avy, 7472453F— (T
& 4 KB

11.1.2 =8 (BEESEEE) (0.1%7)
11.1. 3 f/MREA SRR GEERH)
SREBE, S, FESRERR I 2 23R & T
BIE, MERESEZ IS5 &,

11.1.1-11.1.3 ENZE NFHEER (B7471016 7
), s TAEEER (B7471003 36R) 35
F OV B IAHERER (B7471011 58BR) Ok
BB L OBYT 17 L _F — 130K MR8
W SCEIZESEIHREL,

11.2 ZDAbDE| R

ENEEZE (B7471016 3X5R) |, IS

WELE | I~10% | e | e || ITAHRUBR (B7471003 BU5Y) 25 L ONEAMER T
i A o FREER (B7471011 3KBR) OfFEHEICHES X%
[ I Y5 0, sk JRRs, | | B LT, 7ok, SAERBIMEICIT ERREBR T
WO Tk RB T Bl bR Te s, [ LR — 130k
e 4 RE N S
:})%‘ &ﬁmﬁ (?ﬂi\ %77’:% I‘iiﬁf{%gij {AJ\\'f‘—J‘jC = c\— naﬁw &) ZD %%jb cl: U\
&% KCBE AFID CCDS ICit# D D FEREZHRE LT,
o % JE (A
BRI )
JR T E R | - TN S ©) B,
(V53| (59.9%) %, %9
fr ) |bed ] HIBE PR
(57. 3%)
be) R
(45. 1%)
b, c)
O R | A AR R THI, R
(46. 2%)
b, ¢)
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20vPnC Infant
1.8 IfscE (R)
1.8.3 Biffi EoERE (%) KO O EMRL

BERELOEER (RB)

B TEARHL

i & & O PES o A
UENARA IR L
=3 & =0 v
T A A AR | B ol DE, R
F (79. 3%) EAL T —
be) AR B PR
bIN T THME, R
(78. 5%) 22 TE MR
b, c)
i 5 E TEIRFEROL I | B VR
Jita TS I R 5|
B XK
&
5 E
z O @9%)
b, c

a) FEEBUHEEIXENFIAERER (B7471016 35k) | WEsLEE
IMFEEER (B7471003 305R) KL OWESME IAERER (B7471011
R ORERE AR L CER

b) EPNEIAEEER (B7471016 3RER) . WEShE M FAEER
(B7471003 385R) K OVMESME IAEFRER (B7471011 38R)
BWTETF HFEC K0 IEE L= IS 03B EI &

c) EPNEIAEFER (B7471016 7ER) TOARAIR FEERERE &
ORKI A NBERRE 2 A5 L CERH

d) B L2 < R DIF L DEREBAI - ERE2a T

14, FARALDOFEE

14.1 FEFIEBROEE

14.1.1 ¥EFERE

(1) WIEED SHELD H L7252 1300 2l
T5H5Z L,

(2) PGSR OESH R IgpfE S = L I2HY
$az %2 L (BHEMZOBERIXIEIRY & L, B
W« FEEAIZ L2V &),

Q) ARzt 7 F o LIRA L THEME LA
Wz L, [7.350]

(4) oD 7 F o b [RRFCAHK 2 B4 5 5
A BARDEAICEST D L, [7.350]
(5) BEFEWR = HERNC L IRV IEYE, ¥—
Wb kogETAs L, VUL TUEET
WCRER LY — ik e 3562 &, b LR
AR L THILEY (B nHX, B—72%
BERIZe D ECETICHIRVIEE S Z
B

(6) VEHE OIS ME NI A>TV RN
LERENDDBZ L,

14.1.1
(1) AFID CCDS IZHASEFKE LT,

(2) , (3) BUT 7L _F—138K MR
H] WA CEEE—-TH 5,

(4) fth# & ORIFFHERERFOER & L TRE

L7,
(5) BAT T 7L _F—130KMERE T Ui
WEICESERE LI,

(6) AT 7L _F—130KMERE T Uit
WELFE—-THD,
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20vPnC Infant
1.8 IfscE (R)
1.8.3 Biffi EoERE (%) KO O EMRL

BERELOEER (RB)

B TEARHL

() AR ZHRE LN &, Bk LT-EE1R
BEIETDHZ &,

(7) AFHKlD CCDS IZESXRE LI,

14.1.2 ETF510

TR 24, @, Elfanc, 7ov
a—)VETHEFR L LT, BEETA 2L, F
7o, MEN~OEGIIATORN &,

14.1.3 BAARESTRE

(1) EHE, =AHFRIREIC, 1 AR
AIAMAREE (SMRARS) (2, 1~2 mIERBRETSH
IR (PMAER) U =AfRigic 7 ra—
NVETHE L LT T8, B, W
HINTHREN DRGSR LI, B
£&7e < KBBATAMARES (OMALRR) ([CHEfEd 5 =
ELAMETH D, BHIZITERE L2 b, F
7o, MEN~OEGIII TN &,

(2) HAPNESNCHT- > Tl ik - rhEss
DOEEEZRET D720, LTFTORICEERT S Z
i
cBHRIIANBEREICE IR S TH DM, #
B, M., BEOMA FHARICRE L v X
9. BWEREE IO L ClEY RS E A ET
5T &,

PR EITHRINL A 58E T 5 2 &

RSB AR LT & & IR 2R 272 0 iR
DMt AR SHEITE B IS 2R E . WAL
MAZCHERNTDH L,

14.1.2
AHK|D CCDS B LOHUT 7L~ —13%K
PR ] IR SCEICESERE LT,

14.1.3
(1) BA/NREEZESRIT VNS 2D
7 F L DFFANEEREIEIC DWW T (SETE 2
) | BLOAF D CCDS IZHESEHEL
7=,

(2) BAT (7L _F— 139K WA
LEICHESEFE LT,
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20vPnC Infant
1.9 — A FRIZER 5 SCE

AWER RGN (R) (SRS TRMES | & TTERE 20 M REKER G Y 7 F o (L
ROT7TIVTHEFMAW) | LT 5,
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20vPnC Infant

1.10 - BEEEORTEHEEEROE LD

L4 - Bl

VLR 20 Ml RERE R AR D 7 F > (AR Y 7T U 7 mEi e

I C

he - I

NIZB U Dl ERE (MIERL 1, 3. 40 5. 6A. 6B, 7F, 8, 9V, 10A, 11A,
12F, 14, 15B, 18C, 19A, 19F, 22F, 23F JUF33F) (ZX 2 REIEIIED T
B

A0y -

=R
oy B

Mk - HE - PllElse gl E . 1 Bl 0.5mL 2% 3 [\, Wb 27 HELL EDOMB TR T
SUIFHAENIZERT 5,
BINSeEaEE . 3EIEEEREND 60 HELL EORIFEE B WT, 0.5mL % 1 [AlfZ
T UTBANICIESR 5,

JBISR S DR E

k4 KO () FREREFEEAR U > 7 4 K-CRM o7 5 A

(LA 7L _F—20 KPEBREE 12U Y (05mL) f, KUY v BT K
L LT, myEA 1, 3, 4, 5, 6A, 7F, 8, 9V, 10A, 11A, 12F, 14, 15B,

18C, 19A, 19F, 22F, 23F }¢x O 33F OfiREKE #MEA U ¥ > 717 4 F-CRM7
e 2.2 ng, MIHH 6B OMRERFE AN Y > 117 4 R-CRM, 07 it & 1%

4.4 ng i,
w7 R G-t (SRt ORIl AE G- ERBR O MRl 5% (24T - 72)
Ty E &5‘%}:&% &5‘?3 *ﬁ%@ﬁ(%g
(mL) (mL)
vy i AL PN 0,0.5,1.0 >1.0
a RVFoHT74 RELT, MIER L, 3, 4, 5, 6A, 7F, 8, 9V, 10A, 11A, 12F, 14, 15B,
18C, 19A, 19F, 22F, 23F M UF33F DAfSEREFNEAR U Y v B 7 4 F-CRMor it &1 % 4.4 pg/mL,
1357 6B D MR ERFE IR Y &> 7 T A F-CRMyoy i & 18 % 8.8 ug/mL DIRE TEH eI G OB
B mrLic,
A G- mtk
p 5.8 MR e
EhtE $ -1 P b s (mL/) (mL/) LR R
.| 2@ R
- ’ 175 PR 7
S ShSIEE G RN 0,0.5, 1.0 1.0 L
a R Po T4 RELT, MHER1L, 3, 4, 5, 6A, 7F, 8, 9V, 10A, 11A, 12F, 14, 15B,
18C, 19A, 19F, 22F, 23F XU\ 33F OFREREFMIANY Vv H T A F-CRMor i 1K % 4.4 pg/ml,
57 6B DRI ERE MR Y Y 7 T A K-CRMyoy i & 1A % 8.8 pg/mL DIEE TH AL TR DL
Bk mrLic,
RIEH] E IR (B s O A N PEAE)
B EHEE (%] )
A B T 1A ARH 5 PN B2
Pt B .
% ERALi N W) Gl N o)
[E1%% g FRAEK | Grade3 o FHLR | Grade3
1 225 176(78.2) 0(-) 217 81(37.3) 0(-)
¥ 2 223 170(76.2) 0(-) 215 68(31.6) 0(-)
7R 3 222 175(78.8) 0(-) 215 68(31.6) 0(-)
4 218 189(86.7) 1(0.5) 212 69(32.5) 0(-)
1 225 154(68.4) 0(-) 217 62(28.6) 0(-)
ik 2 223 153(68.6) 0(-) 215 56(26.0) 0(-)
I 3 222 153(68.9) 0(-) 215 59(27.4) 0(-)
4 218 175(80.3) 1(0.5) 212 51(24.1) 0(-)
i 1 225 39(17.3) 0(-) 217 35(16.1) 1(0.5)
i 2 223 37(16.6) 0(-) 215 25(11.6) 0(-)
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Page 1




20vPnC Infant

1.10 - BEEEORTEHEEEROE LD

Page 2

fﬁ 3 222 32(14.4) 0(-) 215 22(10.2) 1(0.5)
s
i 4 218 46(21.1) 0(-) 212 29(13.7) 0(-)
£ 1 225 12(5.3) 0(-) 217 14(6.5) 0(-)
B 2 223 23(10.3) 0(-) 215 21(9.8) 0(-)
1 3 222 18(8.1) 1(0.5) 215 17(7.9) 0(-)
ik 4 218 30(13.8) 0(-) 212 27(12.7) 2(0.9)
B 1 225 93(41.3) 0(-) 217 102(47.0) 0(-)
iR 2 223 96(43.0) 0(-) 215 90(41.9) 0(-)
b 3 222 58(26.1) 0(-) 215 73(34.0) 0(-)
m 4 218 56(25.7) 0(-) 212 67(31.6) 0(-)
5 1 225 61(27.1) 3(1.3) 217 54(24.9) 1(0.5)
el 2 223 58(26.0) 3(1.3) 215 58(27.0) 3(1.4)
" 3 222 57(25.7) 1(0.5) 215 60(27.9) 2(0.9)
el 4 218 49(22.5) 2(0.9) 212 53(25.0) 1(0.5)
5 1 225 22(9.8) 0(-) 217 21(9.7) 0(-)
2 2 223 45(20.2) 4(1.8) 215 39(18.1) 3(1.4)
o 3 222 34(15.3) 1(0.5) 215 33(15.3) 2(0.9)
4 218 93(42.7) 14(6.4) 212 81(38.2) 17(8)
a)  ETHEEX 0 LBk
b)  ESEEEN THE) & LTl Sn-ER
FR, MER : BAED Tem B2 5
BRI - oS & BHIR SN2
RHRBEE : RFOES
IEARIEIN : @ O HEVEENCEL (KR 2R3 513 EOfEIRIREE (IR
)
SHFE - P& IR FE AV RRE
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. . e - z z oy B —
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Validation Report for a 7-Plex Direct Luminex Immunoassay (dLIA) for
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Range Extension for the 384-well Opsonophagocytic Assay for _ o . N 4 Y
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for Detection of Functional Antibodies to S pneumoniae in Human Serum
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] ] e - e e 2545 B —
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Addendum to the Validation of Siemens Virology Parameters on the _ HE * HPIER #*
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Validation of the Standard Operating Procedure of Poliovirus N , N
14 VR-ECD-101 2 ~2 Gk =] s el % _
331430 CD-10100 Neutralization for Serotype 1, 2 and 3 - O.¢IH O.’QZIH e i AR %
Validation Report for the LIAISON® Measles, Mumps, Rubella IT and
531431 VR-MVR-10102 VZV Quantitative IgG Assays for the Detection of IgG Against Measles, |7 7 A ¥ —#k 20. IEI NZO. . A Pfizer Pearl River, K[% SHE FEvERE BE —
Mumps, Rubella and Varicella-zoster Viruses in Human Serum
532 b MG 7o SR Y A B 00 3R L
5321 MEEEEERBEHREE
R L [ | | | | | |
5322 JIFAHR OSAHE LA AR i
Bk L | | | | | | | |
5323 i MEFRBUEZ T 7o B
R L [ [ | [ | | | |
533 ERRIEMBIE (PK) SRR &

PFIZER CONFIDENTIAL
Page 10



20vPnC Infant 112 iRAHER—5E

FEEOEE | / BY7T—5D
2 25
WS asgRs | 54w | ## | HBSTEHE | HRSERAT kA e %o
5331 (EFEHEBCE SIS 2 PKE O A AR
R L [ | | | | | | |
5332 BHEICHT DPKE UM RAME R # S &
R L [ | | | | | | |
5333 PNERIPEZEREZ B L7 PRERBH A
R L [ | | | | | | |
5334 SHAMEZIR 2T L7 PR
R L [ | | | | | | |
5335 HE=l—3a L PKRBREE®
R L [ | | | | | | |
534 RIS (PD) BRI
5341 (EHEHSRE ICBIT 5 PDaR K UPK/PDRER % &
[esgerizs L | | | | | | |
5342 BEFICHT 5 PDRRER K UPK/PDRRERH 5
wugReL | | | | | |
535 AMERULZEMREBREREE
5351 HIEET 2MEIEC BT 5 Mol RS i
A Phase 3, Randomized, Double-Blind, Third-Party Unblind Trial to P
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_ B7471016 Supportive Tables 77 Atk 20204£9 H 16 H ~20224£4 A2 H A A 2] FEv R FEAT A
A Phase 3, Randomized, Double-Blind Trial to Evaluate the Safety and P
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effects on antigen-specific B cells R, YuL-M, et al infectious diseases |~
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B . N Juergens C, et al
randomized double-blind trial
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Preventing pneumococcal disease among infants and young children
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vaccination in infants: A modelling analysis Dillon-Murphy D, et al
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States 2011-2019 Schaffner W, et al Dis ~ o
Qurdcn f)f chploc(v)ccus pncumom'fac and Hactpophllus mﬂucrfzac type b Wahl B, O'Brien KL,
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SFram features and distributions in pncvumococcl fronjn children Wl‘[h 1{1vaslvc Metcalf BJ, Gertz RE, Jr , o ]
5436 disease before and after 13-valent conjugate vaccine implementation in the — — Clin Microbiol Infect |23 i3
Gladstone RA, et al
USA
5437 Prevention of Antibiotic-Nonsusceptible Invasive Pneumococcal Disease Tomczyk S, Lynfield R, _ Clinical Infectious P .
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5449 Haemophilus influenzae isolated from nasopharyngeal flora in children with 8 ’ ’ — BMC Infect Dis B#H i3
. . Doit C, et al
acute otitis media in France before and after 13 valent pneumococcal
5450 Substantial reduction of antibioticnon-susceptible pneumococcal otitis media {Ben-Shimol S, Givon-Lavi Antimicrob e .
_ — e
following PCV7/PCV 13 sequential introduction N, Greenberg D, et al Chemother ’
5451 A 13-yc.a?' survcy of pncy\mococcal nasopharyngcal carriagc.in children with |Cohen R, Varon E, Doit _ Vaccine e 1
acute otitis media following PCV7 and PCV 13 implementation C, et al
Efficacy of 13-valent pneumococcal conjugate vaccine (PCV13) versus that Dagan R. Juergens C.
5452 of 7-valent PCV (PCV7) against nasopharyngeal colonization of 820 %, & ’ — J Infect Dis B i3
S . . Trammel J, et al
antibioticnonsusceptible Streptococcus pneumoniae
5453 .'Antlbmuvc susceptibility rates of m.vaswc pnc%lm(?coc‘cl before and after the [moh% M, Reinert RR, van | _ Int J Med Microbiol |%% 1
introduction of pneumococcal conjugate vaccination in Germany der Linden M
[nsifghl into rcs%slancc phenotypes oft cfmcrgcnt non ‘13-Va'lcm Pncumococeal Janoir C, Lepoutre A, Open Forum Infect N
5454 ) vaccine type pneumococci isolated from invasive disease after 13- — — . B
R L Lo Gutmann L, et al Dis
valent pneumococcal conjugate vaccine implementation in France
Emerging Streptococcus pneumoniae strains colonizing the nasopharynx in The Pediatric
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