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STRENGTHEN BABIES’ DEFENSE WITH THE 

Prevnar 20® helps protect against the 20 Streptococcus 
pneumoniae serotypes in the vaccine.1

BROADEST SEROTYPE 
COVERAGE 

AGAINST INVASIVE PNEUMOCOCCAL DISEASE1-3
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Please see brief summary of Prescribing Information on the following pages.

INDICATIONS
•  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

•  Prevnar 20® is a vaccine indicated for 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

IMPORTANT SAFETY INFORMATION
•  Do not administer Prevnar 20® to individuals with a severe 

allergic reaction (eg, anaphylaxis) to any component of 
Prevnar 20® or to diphtheria toxoid 

•  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® 

•  Apnea following intramuscular vaccination has been observed 
in some infants born prematurely. Vaccination of premature 
infants should be based on the infant’s medical status and the 
potential benefits and risks

•  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, 
pain at the injection site, drowsiness, decreased appetite, 
injection site redness, injection site swelling, and fever

•  In individuals 15 months through 17 years of age vaccinated 
with a single dose, the most commonly reported solicited 
adverse reactions (>10%) were irritability, pain at the 
injection site, drowsiness, fatigue and muscle pain, 
decreased appetite, injection site swelling and redness, 
headache, and fever

Scan or visit Prevnar20Pediatric.Pfizerpro.com to learn more.

* Prevnar includes Prevnar® (Pneumococcal 7-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) and Prevnar 13® 
(Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]). In the US, Prevnar® (PCV7) was available from 2000 
to 2010, and Prevnar 13® has been available since 2010.2

Prevnar 20® is the next generation of Prevnar* protection, helping to protect against 20 serotypes 
responsible for the majority of the remaining burden of IPD in children <5 years of age.1,4
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BRIEF SUMMARY OF FULL PRESCRIBING INFORMATION 
This brief summary does not include all of the information needed to use 
Prevnar 20 safely and effectively. Before prescribing, please consult the full 
Prescribing Information for Prevnar 20. 
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. 

  •  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. 

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. 
WARNINGS AND PRECAUTIONS 
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. 
Altered Immunocompetence 
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. 
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. 
ADVERSE REACTIONS 
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). 
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 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 1 and 2. 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). 

 

 

 

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. 
a.  Study 8 was conducted in the United States and the territory of Puerto 

Rico (NCT04382326). 
b.  N = number of participants with any e-diary data reported after the specified 

dose. This value is the denominator for the percentage calculations.  
c.  Mild: easily consolable; moderate: requiring increased attention; severe: 

inconsolable; crying cannot be comforted. 
d.  Any includes all participants who reported a reaction as mild, moderate, or 

severe during Day 1 to Day 7 after vaccination 
e.  Mild: increased or prolonged sleeping bouts; moderate: slightly subdued 

interfering with daily activity; severe: disabling not interested in usual daily 
activity. 

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

g.  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. 

h.  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 which was 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. 

Table 1. Percentage of Participants at 2, 4, 6, and 12 Through 15 Months  
of Age With Solicited Local Adverse Reactions Within 7 Days After 
Each Vaccination – Study 8a

Dose 1 Dose 2 Dose 3 Dose 4
Vaccine Group

Prevnar 
20 

(Nb=993) 
%

Prevnar 
13 

(Nb=974) 
%

Prevnar 
20 

(Nb=940) 
%

Prevnar 
13 

(Nb=924) 
%

Prevnar 
20 

(Nb=914) 
%

Prevnar 
13 

(Nb=901) 
%

Prevnar 
20 

(Nb=826) 
%

Prevnar 
13 

(Nb=815) 
%

Local Reaction
Pain at 
injection 
sitec 
  Anyd  
  Mild 
  Moderate 
  Severe

 
 
 

49.1 
30.6  
18.4 
0.1 

 
 
 

45.3  
30.4 
14.9 

0

 
 
 

44.0  
29.3 
14.8 

0

 
 
 

41.7  
27.7 
14.0 

0

 
 
 

38.6  
25.7 
12.9 

0

 
 
 

39.0  
25.5 
13.4 

0

 
 
 

35.7  
24.1 
11.3 
0.4

 
 
 

35.8 
27.1 
8.7 
0 

Rednesse 
  Anyd 
  Mild 
  Moderate 
  Severe

 
25.5 
21.5 
4.0 
0

 
24.6 
22.3 
2.4 
0

 
23.2 
21.2 
2.0 
0

 
26.4 
23.1 
3.4 
0

 
25.4 
21.1 
4.3 
0

 
27.2 
23.5 
3.7 
0

 
23.5 
19.6 
3.9 
0

 
26.6 
22.0 
4.7 
0

Swellinge 
  Anyd 
  Mild 
  Moderate 
  Severe

 
16.4 
11.5 
4.8 
0.1

 
18.8 
14.7 
4.1 
0

 
15.5 
11.5 
4.0 
0

 
17.3 
13.5 
3.8 
0

 
17.1 
12.5 
4.6 
0

 
17.6 
13.8 
3.8 
0.1

 
14.9 
10.7 
4.2 
0

 
17.3 
13.6 
3.7 
0

Any local 
reactionf 59.8 56.5 53.1 52.7 50.8 49.1 44.8 45.9

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. 
a.  Study 8 was conducted in the United States and the territory of Puerto 

Rico (NCT04382326). 
b   N = number of participants with any e-diary data reported after the specified 

dose. This value is the denominator for the percentage calculations.  
c.  Mild: hurts if gently touched; moderate: hurts if gently touched with crying; 

severe: causes limitation of limb movement. 
d.  Any includes all participants who reported a reaction as mild, moderate, or 

severe during Day 1 to Day 7 after vaccination 
e.  Mild: >0.0 to 2.0 cm; moderate: >2.0 to 7.0 cm; severe: >7.0 cm. 
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 7 after vaccination.

Table 2. 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 8a

Dose 1 Dose 2 Dose 3 Dose 4
Vaccine Group

Prevnar 
20 

(Nb=993) 
%

Prevnar 
13 

(Nb=974) 
%

Prevnar 
20 

(Nb=940) 
%

Prevnar 
13 

(Nb=924) 
%

Prevnar 
20 

(Nb=914) 
%

Prevnar 
13 

(Nb=901) 
%

Prevnar 
20 

(Nb=826) 
%

Prevnar 
13 

(Nb=815) 
%

Systemic Events

Irritabilityc 
  Anyd 
  Mild 
  Moderate 
  Severe

 
70.9 
23.4 
43.0 
4.5

 
71.7 
21.6 
46.2 
3.9

 
71.6 
22.9 
44.7 
4.0

 
68.8 
21.2 
43.4 
4.2

 
64.4 
25.2 
37.5 
1.8

 
63.0 
21.6 
39.2 
2.2

 
61.0 
23.4 
35.0 
2.7

 
61.1 
21.8 
37.9 
1.3

Drowsinesse 

   Anyd 
   Mild 
   Moderate 
   Severe

 
67.2 
50.2 
16.1 
0.9

 
66.0 
49.3 
15.6 
1.1

 
54.7 
37.0 
16.9 
0.7

 
55.6 
36.9 
17.9 
0.9

 
44.1 
31.1 
12.5 
0.5

 
44.1 
30.1 
13.1 
0.9

 
39.5 
27.8 
11.0 
0.6

 
39.5 
28.2 
10.7 
0.6

Decreased 
   Appetitef 
   Anyd 
   Mild 
   Moderate 
   Severe

 
 

24.4 
14.5 
9.7 
0.2

 
 

23.9 
16.1 
7.5 
0.3

 
 

26.4 
16.4 
9.8 
0.2

 
 

 23.5 
15.3 
7.7 
0.5

 
 

 20.6 
13.5 
6.7 
0.4

 
 

22.4 
13.9 
8.2 
0.3

 
 

 24.8 
15.9 
8.6 
0.4

 
 

25.2 
16.1 
8.3 
0.7

(continued)

Table 2. 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 8a

Dose 1 Dose 2 Dose 3 Dose 4
Vaccine Group

Prevnar 
20 

(Nb=993) 
%

Prevnar 
13 

(Nb=974) 
%

Prevnar 
20 

(Nb=940) 
%

Prevnar 
13 

(Nb=924) 
%

Prevnar 
20 

(Nb=914) 
%

Prevnar 
13 

(Nb=901) 
%

Prevnar 
20 

(Nb=826) 
%

Prevnar 
13 

(Nb=815) 
%

Systemic Events

Feverg 
   ≥38.0°C 
   ≥38.0°C  
   to 38.4°C 
   >38.4°C  
   to 38.9°C 
   38.9°C to 
   40.0°C 
   >40.0°C

 
10.3 
7.3 

 
2.2 

 
0.7 

 
0.1

 
7.5 
6.3 

 
0.9 

 
0.3 

 
0

 
17.3 
10.9 

 
4.0 

 
2.2 

 
0.2

 
16.3 
10.0 

 
4.2 

 
2.2 

 
0

 
12.6 
7.7 

 
3.4 

 
1.4 

 
0.1

 
13.7 
7.9 

 
3.9 

 
1.9 

 
0

 
14.5 
6.5 

 
5.1 

 
2.7 

 
0.2

 
14.0 
7.7 

 
3.2 

 
2.9 

 
0.1

Any 
systemic 
reactiong

 
85.9

 
84.5

 
82.0

 
80.5

 
74.0

 
72.6

 
70.8

 
71.2

Use of 
antipyretic 
or painh

35.1 33.8 40.7 41.0 36.3 36.1 37.5 36.7



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 CRM197 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 6839 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 4204 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. 

Postmarketing Experience With Prevnar 13 in Pediatric Population 
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. 
  • Blood and lymphatic system disorders: Lymphadenopathy localized to the 

region of the injection site 
  • Cardiac disorders: Cyanosis 
  • General Disorders and Administration Site Conditions: Vaccination-site 

dermatitis, vaccination-site pruritus, vaccination-site urticaria 
  • Immune System Disorders: Anaphylactic/anaphylactoid reaction, including 

shock 
  • Nervous system disorders: Hypotonia 
  • Respiratory: Apnea 
  • Skin and Subcutaneous Tissue Disorders: Angioneurotic edema, Erythema 

multiforme 
  • Vascular disorders: Pallor 
DRUG INTERACTIONS 
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. 
USE IN SPECIFIC POPULATIONS 
Pediatric Use 
The safety of Prevnar 20 has been established in individuals 6 weeks through 
17 years of age. 
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. 
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. 
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. 
This product’s labeling may have been updated. For the most recent prescribing 
information, please visit www.pfizer.com. 
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Study Design
Study 8 was a pivotal, double-blind, active-comparator-controlled study evaluating VAXNEUVANCE as a 4-dose series in healthy infants (N=1720) randomized to receive either 
VAXNEUVANCE or PCV13.

GMC Ratios, postdose 3f

VAXNEUVANCE delivered comparable immune responses for 12 of the 13 shared serotypes found in PCV13. Shared 
serotype 6A was just below the noninferiority criteria by a small margin, with the lower bound of the 2-sided 95% CI 
for the GMC ratio being 0.48 vs >0.5.

Select Safety Information
The most commonly reported solicited adverse reactions in children 2 through 17 years of age vaccinated with a single 
dose were: injection-site pain (54.8%), myalgia (23.7%), injection-site swelling (20.9%), injection-site erythema (19.2%), 
fatigue (15.8%), headache (11.9%), and injection-site induration (6.8%).

Vaccination with VAXNEUVANCE may not protect all vaccine recipients.
Please read the adjacent Brief Summary of the Prescribing Information.

fMeasurements were taken 30 days postdose specifi ed. 
gPostdose 3 IgG response rate percentage point di�erence (VAXNEUVANCE-PCV13), 19.1 (95% CI: 14.4, 24.0).
hPostdose 4 IgG GMC Ratio (VAXNEUVANCE/PCV13), 1.43 (95% CI: 1.30, 1.57).

REFERENCES: 1. Farrar J, Gierke R, Andrejko K, et al. ACIP updates: recommendations for use of 20-valent pneumococcal conjugate vaccine in children � United States, 2023. MMWR Morb Mortal Wkly Rep. 2023;72:1072. DOI: http://
dx.doi.org/10.15585/mmwr.mm7239a5 2. Recommended child and adolescent immunization schedule. Centers for Disease Control and Prevention. Last updated November 16, 2023. Accessed November 16, 2023. https://www.cdc.
gov/vaccines/schedules/hcp/imz/child-adolescent.html 3. Immunizations. American Academy of Pediatrics (AAP). Last updated July 10, 2023. Accessed January 2, 2024. https://www.aap.org/en/patient-care/immunizations/ 
4. Immunization schedules. American Academy of Family Physicians (AAFP). 2024. Accessed January 2, 2024. https://www.aafp.org/family-physician/patient-care/prevention-wellness/immunizations-vaccines/immunization-
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VAXNEUVANCE delivered a robust immune response against 15 serotypes 
postdose 3 IgG response rates and postdose 4 IgG GMC ratios, including14,f:

Randomized controlled trials assessing the clinical effi cacy of VAXNEUVANCE compared to PCV13 
have not been conducted.
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