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Causas principales de muerte en el mundo, 2019

Creado a partir de WHO. The top 10 causes of death 2019

Fuente: WHO Global Health Estimates
1. WHO. The top 10 causes of death 9 Dic2020 [internet] [Acceso sept 2022]. Disponible en: https://www.who.int/news-room/fact-sheets/detail/the-top-10-causes-of-death 

2000

2019

No transmisibles

Transmisibles

Lesiones

Según la OMS, en 2019, las infecciones del tracto respiratorio inferior fueron la 4ª 
causa de muerte a nivel mundial y la enfermedad transmisible que causó un 
mayor número de muertes en el mundo1

OMS: Organización Mundial de la Salud

https://www.who.int/news-room/fact-sheets/detail/the-top-10-causes-of-death


Defunciones según las causas de muerte más frecuentes. Año 2020. 
Valores absolutos y variación porcentual.

Instituto Nacional de Estadística (INE). Defunciones según la causa de muerte. Año 2020. 10/11/2021. Disponible en: https://www.ine.es/prensa/edcm_2020.pdf (Último acceso: Enero
2022)

https://www.ine.es/prensa/edcm_2020.pdf




Neumonía 
no invasiva/

no bacteriémica1,2

75%2

Neumonía invasiva/
bacteriémica1,2

(ENI*)

25%2 Bacteriemia1 

(ENI*)

Meningitis1 

(ENI*)

ENI: enfermedad neumocócica invasiva . La enfermedad invasiva es la infección de un líquido/lugar corporal habitualmente estéril, incluyendo osteomielitis, bacteriemia sin foco, neumonía bacteriémica, artritis séptica y meningitis1. 

1. Centers of Disease Control and Prevention. Pneumococcal disease. In Hamborsky J, Kroger A, Wolfe S, Epidemiology and Prevention of Vaccine-Preventable Diseases. - 13th Edition (2015), Washington DC.[internet] [acceso Sept. 
2022] Disponible en: https://www.cdc.gov/vaccines/pubs/pinkbook/pneumo.html

2. Said MA, Johnson HL, Nonyane BA, et al. Estimating the burden of pneumococcal pneumonia among adults: a systematic review and meta-analysis of diagnostic techniques. PLoS One. 2013;8(4):e60273. 
doi:10.1371/journal.pone.0060273

La neumonía neumocócica es la presentación clínica más común de la 

enfermedad neumocócica en adultos1

Creado a partir de las referencias 1, 2

https://www.cdc.gov/vaccines/pubs/pinkbook/pneumo.html


Streptococcus pneumoniae: patógeno aislado con más frecuencia en pacientes 
con NAC en Europa1

Creado a partir de Welte T et al. Thorax. 2012

S. pneumoniae
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Haemophilus influenzae

Legionella spp.

Staphylococcus spp.

Moraxella catarrhalis

Bacilo Gram-negativo

Mycoplasma pneumoniae

Chlamydophila spp.

Coxiella burnetti

Virus

 Diplococo Gram-positivo2

 Polisacárido capsular2

◦ Define el serotipo

◦ Factor de virulencia

◦ Base del desarrollo de vacunas

 100 serotipos identificados en 20202

 Diferente distribución según regiones geográficas, y 

grupo de edad2

◦ Diferente patogenicidad2

1. Welte T, Torres A, Nathwani D. Clinical and economic burden of community-acquired pneumonia 

among adults in Europe. Thorax. 2012;67(1):71-79. doi:10.1136/thx.2009.129502

2. Centers of Disease Control and Prevention. Pneumococcal disease. In Hamborsky J, Kroger A, Wolfe 

S, Epidemiology and Prevention of Vaccine-Preventable Diseases. - 13th Edition (2015), Washington 

DC. [internet] [acceso Sept. 2022]  Disponible en: 

https://www.cdc.gov/vaccines/pubs/pinkbook/pneumo.html

Frecuencia de micro-organismos aislados causantes de 

NAC 

en Europa, 1990–20071*

*Datos  presentados como % de frecuencia media de aislamiento de los respectivos patógenos de los estudios 

incluidos. Los estudios se identificaron en una revisión bibliográfica de todos los artículos primarios de estudios 

que reportaron carga clínica y económica de la NAC en Europa desde enero de 1990 hasta diciembre de 2007.

NAC: neumonía adquirida en la comunidad.

https://www.cdc.gov/vaccines/pubs/pinkbook/pneumo.html
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Tasa de incidencia de neumonía 

neumocócica y razón de tasas** por edad 

y presencia de EPC1

Creado a partir de Shea KM, et al. Open Forum Infect Dis. 2014

Tasa de incidencia de neumonía 

neumocócica y razón de tasas** 

por edad y presencia de DM1
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Tasa de incidencia de neumonía neumocócica 

y razón de tasas** por edad y presencia de 

enfermedad cardiaca crónica (ECC)1

**En relación a adultos sanos de la misma edad

Incluyendo sujetos entre 18–49 años, 50–64 años, y ≥65 años hasta un total de 49,3 millones, 30,6 millones, y 11,7 millones de personas/año observadas respectivamente.1

DM: Diabetes Mellitus; ECC: Enfermedad Cardiaca Crónica; EPC: Enfermedad Pulmonar Crónica; IC: Intervalo de Confianza; RR: Razón de Tasas.

1. Shea KM, Edelsberg J, Weycker D et al.  Rates of pneumococcal disease in adults with chronic medical conditions. Open Forum Infect Dis. 2014;1(1):ofu024. Published 2014 May 27. doi:10.1093/ofid/ofu024

La tasa de incidencia de neumonía neumocócica en los adultos con enfermedades 
crónicas aumenta con la edad, triplicándose en los mayores de 65 años1



El riesgo de hospitalización por neumonía neumocócica en pacientes con enfermedad 
respiratoria crónica en España, es 4,8 veces superior al de un individuo de la misma edad 
sin factor de riesgo1

8,6/100.000 80,5/100.000

x 4,8
OR 4,8

(IC 95% 1,2–7,6)

Sin factor de riesgo Enfermedad respiratoria crónica

Creado a partir de Gil-Prieto R, et al. Hum Vaccin Immunother. 2016.

Incidencia de hospitalización anual estimada* para neumonía neumocócica y OR 

por grupo de riesgo en adultos ≥18 años en España, 20111.

*Incidencia/100.000 habitantes

Nota: Datos estimados  a partir de los datos de la Clasificación Internacional para Atención Primaria mantenidos por la Comunidad Autónoma de Madrid1

1. Gil-Prieto R, Pascual-Garcia R, Walter S, et al. Risk of hospitalization due to pneumococcal disease in adults in Spain. The CORIENNE study. Hum Vaccin Immunother. 2016; 12(7):1900-1905. doi: 

10.1080/21645515.2016.1143577.

OR: odds ratio o razón de probabilidades, IC: intervalo de confianza



Incidencia de hospitalización anual estimada* para neumonía neumocócica y OR por grupo de riesgo en adultos ≥18 en 

España, 20111. Enfermedad cardiaca crónica y diabetes

8,6/100.000 1104,8/100.000

x 39,4
OR 39,4

(IC 95% 4,5–55,6)  

Sin factor de riesgo Diabetes mellitus

x 12,96
OR 12,96

(IC 95% 11,7–15,7)

8,6/100.000 441,7/100.000
Sin factor de riesgo Enfermedad cardiaca crónica

El riesgo de hospitalización por neumonía neumocócica en adultos con diabetes y 
enfermedad cardiaca crónica en España1

1. Gil-Prieto R, Pascual-Garcia R, Walter S, et al. Risk of hospitalization due to pneumococcal disease in adults in Spain. The CORIENNE study. Hum Vaccin Immunother. 2016; 12(7):1900-1905. doi: 

10.1080/21645515.2016.1143577.

Creado a partir de Gil-Prieto R, et al. Hum VaccinImmunother. 2016.

*Incidencia/100.000 habitantes

Nota: Datos estimados  a partir de los datos de la Clasificación Internacional para Atención Primaria mantenidos por la Comunidad Autónoma de Madrid

OR: odds ratio o razón de probabilidades, IC: intervalo de confianza



 168.074 ingresos por infección neumocócica:

 La neumonía neumocócica fue responsable del 64,1% de 
todos los ingresos

 Media de días de ingreso: 11,1 

 Tasa de reingresos: 11,8%

 Coste medio por ingreso hospitalario: 5.676€

 La edad y la presencia de comorbilidades se asocian a mayor 
mortalidad intrahospitalaria y uso de recursos

La carga económica asociada a la enfermedad neumocócica es elevada1

Hospital incidence, in-hospital mortality and medical 

cost of pneumococcal disease in Spain (2008-2017): 

a retrospective multicentre study

Respiratory Medicine

Hospital incidence of pneumococcal disease in Spain by condition

1. Darbà J, Marsà A. Hospital incidence, in-hospital mortality and medical costs of pneumococcal disease in Spain (2008-2017): a retrospective multicentre study. Curr Med Res Opin. 2021;37(3):523-530. 

doi:10.1080/03007995.2021.1876007

Creado a partir de Darbà J et al. Curr Med Res Opin. 2021









1. Torres A, Blasi F, Dartois N, et al. Which individuals are at increased risk of pneumococcal disease and why? Impact of COPD, asthma, smoking, diabetes, and/or chronic heart disease on community-acquired pneumonia 
and invasive
pneumococcal disease. Thorax. 2015; 70(10):984-989. doi: 10.1136/thoraxjnl-2015-206780.

Paciente con 

patología crónica

Enfermedad 

neumocócica

 Hospitalización, ingreso en 
UCI, reingreso

 Estancias hospitalarias más 
largas

 Mayor duración del 
tratamiento antibiótico y de 
visitas médicas

 Mayor riesgo de muerte

Impacto 
económico

en el sistema1

Efecto 
en la calidad 

de vida1

 Días de trabajo perdidos o 
pérdida de trabajo

 Visitas más frecuentes al 
médico

 Medicación adicional
 Ayuda de cuidadores

Peor 
evolución

y mayor gravedad1

 Hospitalización
 Complicaciones cardiacas y 

respiratorias
 Empeoramiento de la 

patología de base
 Mayor riesgo de muerte

Consecuencias de la enfermedad neumocócica en el adulto con patología crónica1



Principales vacunas antineumocócicas comercializadas
para adultos en España

Vacuna  polisacáridica 23 Valente  (PPS23)1Vacuna conjugada 13 valente (PCV13)2

1. AEMPS. Ficha técnica Pneumovax23. [Internet] [Acceso sep2021]. Disponible en: https://www.aemps.gob.es/cima/pdfs/en/ft/63828/FT_63828.pdf
2. AEMPS. Ficha técnica Prevenar 13. [Internet] [Acceso sep2021]. https://cima.aemps.es/cima/dochtml/ft/09590002/FT_09590002.html

PCV13 PPS23

Composición vacuna Polisacáridos capsulares conjugados 
con proteína transportadora 
CRM197

Polisacáridos capsulares

Mecanismo de acción Respuesta T dependiente Respuesta T independiente

Producción de linf B memoria SI NO

https://www.aemps.gob.es/cima/pdfs/en/ft/63828/FT_63828.pdf


EFECTIVIDAD DE PCV13
FRENTE A HOSPITALIZACIÓN POR NAC POR STV1

*Recibieron PCV13 en los 5 años previos.

NAC por ST PCV13: NAC en la que se identificó serotipos incluidos en PCV13.

NAC por ST no-PCV13: NAC en la que no se identificar

on serotipos incluidos en PCV13

PCV13: vacuna antineumocócica conjugada 13-valente;

NAC: Neumonía Adquirida en la Comunidad, EV: eficacia vacunalNAC: Neumonía Adquirida  en la Comunidadad; ICC: Insuficiencia cardiaca congestiva; EPOC: enfermedad pulmonar obstructiva crónica; STV: serotipo vacunal incluido en Prevenar 13®

1. McLaughlin J, Jiang Q, Isturiz RE, Sings HL, Swerdlow DL, Gessner BD, et al. Effectiveness of 13-Valent Pneumococcal Conjugate Vaccine against Hospitalization for Comunity Acquired Pneumonia in 
older US adults. A test negative design. Clin Infect Dis 2018 nov 15; 67(10): 1498–1506.

EV = 72,8%1

(IC 95%: 12,8; 91,5)

Creada a partir de McLaughlin J, Clin Infect Dis. (2018) May 21 

68 Casos:

NAC por ST PCV13

1.966 Controles:

NAC por ST no-PCV13

Vacunados con PCV13* 3 (4,4%) 285 (14,5%)

No vacunados con PCV13 65 (95,6%) 1681 (85,5%)

1 ABRIL

2015

30 ABRIL

2016

2.034 adultos ≥65 años hospitalizados por NAC

incluidos en el análisis final1

Creada a partir de  McLaughlin J, Clin Infect Dis. (2018) May 21 



Nuevas Vacunas Antineumocócicas Conjugadas

PCV15 
PCV20 
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Serotipos neumocócicos incluidos en las principales vacunas
antineumocócicas

1. Grabenstein JD et al. Clin Microbiol Infect. 2012;18(Suppl 5):15–24. 2. PNEUMOVAX®23. Summary of Product Characteristics. Merck Sharp & Dohme Corp; 2019. 3. Kwambana-Adams B, et al. Nature Sci Rep. 2017;7:111; 
4. Synflorix®. Summary of Product Characteristics. GlaxoSmithKline; 2018. 5. Prevenar 13®. Summary of Product Characteristics. Pfizer; 2019. 6. Thompson A et al. Vaccine. 2019;37:6201–6207. 7. Stacey H, et al. Human Vacc 
Immunother. 2019;15:530–539.



1. Menéndez R, España PP, Torres A, et al. Evolution and distribution of pneumococcal conjugate vaccines serotypes causing

Community Acquired Pneumonia in adults in Spain, 2016-2020. (The CAPA study). Poster P0308 presented at the 32nd ECCMID.

23–26 April 2022. Lisbon. Portugal.

1. de Miguel S, Domenech M, González-Camacho F, et al. Nationwide Trends of Invasive

Pneumococcal Disease in Spain From 2009 Through 2019 in Children and Adults During

the Pneumococcal Conjugate Vaccine Era. Clin Infect Dis. 2021;73(11):e3778-e3787.

doi:10.1093/cid/ciaa1483.

Asumiendo inmunogenicidad óptima 
para los serotipos incluidos en las 

vacunas



PCV15 Desarrollo clínico
(Material cedido por MSD para esta presentación)



Phase III V114 Clinical Development Program 
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V114-019 Clinical Study Overview

PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent

https://clinicaltrials.gov/V114-019

Trial Patient Population Interventions Primary Endpoints

PNEU-AGE 

A Phase 3, Multicenter, 
Randomized, Double-blind, 
Active-Comparator-
controlled Study to Evaluate 
the Safety, Tolerability, and 
Immunogenicity of PCV15

(NCT03950622)

Healthy adults ≥50 
years of age (n=1,200)

Administration of 
PCV15 or PCV13 at 
Day 1

 Percentage of Participants with Solicited 
Injection-Site Adverse Events (AEs) Up to 5 
days after vaccination 1

 Percentage of Participants with Solicited 
Systemic AEs Up to 14 days after 
vaccination 1

 Percentage of Participants with Vaccine-
related Serious AEs Up to 6 months

 Geometric Mean Titer (GMTs) of Serotype-
specific Opsonophagocytic activity (OPA) at 
Day 30

 Percentage of participants with Geometric 
Mean Fold Rise (GMFR) ≥4 in serotype-
specific OPA for 2 unique PCV15 serotypes at 
Day 30

Back to PCV15 Phase 3 Trials

https://clinicaltrials.gov/ct2/show/NCT03950622?term=NCT03950622&draw=2&rank=1


V114-019 Study Design

Platt, et al.  A phase 3 trial of safety, tolerability, and immunogenicity of V114, a 15-valent pneumococcal conjugate vaccine (PCV), compared with PCV13 in adults ≥50 years (PNEU-AGE); ECCMID, 2021.

AE = adverse events; eVRC = electronic vaccination report card; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent

PCV15 (0.5mL) or 

PCV13 (0.5 mL)



V114-019 Immunogenicity Assessment

aImmunogenicity assessments are based on the lower bound of the 95% confidence interval for the between-group differences.

GMT = geometric mean titer; OPA = opsonophagocytic activity; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent

Platt, et al.  A phase 3 trial of safety, tolerability, and immunogenicity of V114, a 15-valent pneumococcal conjugate vaccine (PCV), compared with PCV13 in adults ≥50 years (PNEU-AGE); ECCMID, 2021.

To demonstrate noninferiority of PCV15 to PCV13 for 13 shared serotypesa

To demonstrate superiority of PCV15 to PCV13 for the 2 unique serotypes (22F/33F)

To demonstrate superiority of PCV15 to PCV13 for serotype 3 



V114-019 Safety Results

Platt, et al.  A phase 3 trial of safety, tolerability, and immunogenicity of V114, a 15-valent pneumococcal conjugate vaccine (PCV), compared with PCV13 in adults ≥50 years (PNEU-AGE); ECCMID, 2021.

AE = adverse events; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent; SAE = serious adverse event
aAll injection-site events were considered to be vaccine-related. For systemic AE’s relatedness to study vaccine was assessed by the investigator
bFor solicited injection-site erythema and injection-site swelling, mild ≥0 to ≤5 cm, moderate ≥5 to ≤10 cm, and severe ≥10 cm

PCV15  
PCV13

PCV15  
PCV13

PCV15  
PCV13

PCV15  
PCV13

PCV15  
PCV13

PCV15  
PCV13

PCV15  
PCV13

PCV15



OPA GMT Ratios (Day 30)

PCV15 (n=596-598) PCV13 (n=597-598) GMT Ratio
(95% CI)GMT GMT

1 256.3 322.6 0.79 (0.66, 0.96)

3 216.2 135.1 1.60 (1.38, 1.85)

4 1125.6 1661.6 0.68 (0.57, 0.80)

5 447.3 563.5 0.79 (0.64, 0.98)

6A 5407.2 5424.5 1.00 (0.84, 1.19)

6B 4011.7 3258.2 1.23 (1.02, 1.48)

7F 4617.3 5880.6 0.79 (0.68, 0.90)

9V 1817.3 2232.9 0.81 (0.70, 0.94)

14 1999.3 2656.7 0.75 (0.64, 0.89)

18C 2757.7 2583.7 1.07 (0.91, 1.26)

19A 3194.3 3979.8 0.80 (0.70, 0.93)

19F 1695.1 1917.8 0.88 (0.76, 1.02)

23F 2045.4 1740.4 1.18 (0.96, 1.44)

Platt, et al.  A phase 3 trial of safety, tolerability, and immunogenicity of V114, a 15-valent pneumococcal conjugate vaccine (PCV), compared with PCV13 in adults ≥50 years (PNEU-AGE); ECCMID, 2021.
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V114-019: Immunogenicity

PCV15 was Noninferior to PCV13 for the 13 Shared Serotypes

13 Common Serotypes

GMT = geometric mean titer; OPA = opsonophagocytic activity; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent



V114-019: Immunogenicity

GMT = geometric mean titer; OPA = opsonophagocytic activity; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent

Platt, et al. A phase 3 trial of safety, tolerability, and immunogenicity of V114, a 15-valent pneumococcal conjugate vaccine (PCV), compared with PCV13 in adults ≥50 years (PNEU-AGE); ECCMID, 2021

PCV15 (n=594–598) PCV13 (n=586-597) GMT Ratio
(95% CI)GMT GMT

22F 2375.2 74.6 31.83 (25.35, 39.97)

33F 7994.7 1124.9 7.11 (6.07, 8.32)

0,5 1,0 2,0 50,0

GMT Ratio (Log10 Scale) PCV15/PCV13

Proportions of Subjects with a ≥4-Fold Rise in OPA (Day 1 to Day 30)

PCV15 PCV13
Percentage point difference

(PCV15/PCV13) 

Observed response
percentage (m/n)

Observed response
percentage (m/n)

Estimate
(95% 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)

Superiority 

margin

PCV15 was Superior to PCV13 for 2 Unique Serotypes

OPA GMT Ratios (Day 30)

Unique PCV15 Serotypes

Unique PCV15 Serotypes



V114-017 Clinical Study Overview

AE = adverse event; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent; PPSV23 = pneumococcal polysaccharide vaccine, 23-valent

aChronic conditions and other risk factors associated with increased risk for pneumococcal disease: Chronic heart disease, chronic lung disease, chronic liver disease, diabetes mellitus, asthma, smoking.

https://clinicaltrials.gov/V114-017

Trial Patient Population Interventions Primary Endpoints

PNEU-DAY

A Phase 3, Multicenter, 
Randomized, Double-blind, 
Active Comparator-controlled 
Study to Evaluate the Safety, 
Tolerability, and 
Immunogenicity of PCV15 
Followed by Administration of 
PPSV23 Six Months Later

(NCT03547167)

Immunocompetent 
Adults between 18 and 
49 years of age at 
increased riska for 
Pneumococcal Disease 
(n=1500)

Single dose (0.5 mL, IM) 
of PCV15 or PCV13 on 
Day 1 (Vaccination 1) 
and a single dose of 
PPSV23 at Month 6 
(Vaccination 2)

 Percentage of Participants with a 
Solicited Injection-site AEs Up to Day 
5 after Vaccination 1

 Percentage of Participants with a 
Solicited Systemic AE Up to Day 14 
after Vaccination 1

 Percentage of Participants with a 
Vaccine-related Serious AE Up to 
Month 6 (before Vaccination 2)

 Geometric Mean Titer (GMT) of 
Serotype-specific Opsonophagocytic 
Activity (OPA) Responses at Day 
30 after Vaccination 1

Back to PCV15 Phase 3 Trials

.

https://clinicaltrials.gov/V114-017
https://clinicaltrials.gov/ct2/show/NCT03547167?term=NCT03547167&draw=2&rank=1


V114-017 Study Design

Hammitt, et al. Phase 3 Trial to Evaluate Safety, Tolerability and Immunogenicity of V114 Followed by 23-Valent Pneumococcal Polysaccharide Vaccine 6 Months Later in At-Risk Adults Aged 18–49 Years (PNEU-
DAY); ECCMID 2021

Target N=1500 
participants

3:1 randomization for 
PCV15:PCV13 at 

79 sites

Stratified by enrollment 
at CAIH/non-CAIH site 
and type/number of 

underlying risk factors 
for pneumococcal 

disease

Pre-vaccination 

V114 (0.5 mL) or 
PCV13 (0.5 mL)a

Post-vaccination

PPSV23 (0.5 mL)

Day 1
1

Day 30
32

Day 15 Month 6
4

Month 6.5
5

Month 7
6

Pre-vaccination Post-vaccination

Immunocompetent adults aged 18–49 years with or without risk factorsb for pneumococcal disease

VRC

Solicited and unsolicited 
non-serious AEs

VRC

SAEs Month 6 to Month 7SAEs Day 1 to Month 6

Solicited and unsolicited 
non-serious AEs

aVaccines were dispensed and administered in a blinded fashion by unblinded study personnel who were not involved in any subsequent participant assessments. 
bRisk factors for pneumococcal disease included chronic liver, lung, or heart disease, diabetes mellitus, smoking and AUDIT-C score ≥5.
AE = adverse event; AUDIT-C = Alcohol Use Disorders Identification Test; CAIH = Center for American Indian Health; PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-
valent; 
PPSV23 = pneumococcal polysaccharide vaccine, 23-valent; SAE = serious adverse event; VRC = vaccination report card.



V114-017: PCV15 and Sequential 
PCV15/PPSV23 Immunogenicity

CI = confidence interval; GMT = geometric mean titer; OPA = opsonophagocytic activity; 

aSerotypes not included in PCV13. 

Buchwald, U. PCV15 Phase 2/3 study results in adults, including adults with underlying conditions. Oral presentation at ACIP February 24-25, 2021 virtual meeting. https://www.cdc.gov/vaccines/acip/meetings/slides-2021-2-24-25.html

OPA GMTs 30 days postvaccination with PCV15/PCV13 (Day 30)
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https://www.cdc.gov/vaccines/acip/meetings/slides-2021-2-24-25.html


PCV15 resumen del desarrollo clínico

PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent; PPSV23 = pneumococcal polysaccharide vaccine, 23-valent

 La PCV15 tiene un perfil de seguridad similar con las PCVs autorizadas

 La PCV15 induce respuestas inmunitarias frente a 12 serotipos compartidos con la PCV13 sin una pérdida
significativa de inmunogenicidad

 La PCV15 es estadísticamente superior a la PCV13 en lo que respecta al serotipo 3 compartido, el serotipo más
frecuente que causa la enfermedad neumocócica residual en los adultos

 La PCV15 es superior a la PCV13 para los serotipos 22F y 33F, epidemiológicamente importantes

 La PCV15 puede utilizarse en una pauta secuencial con la PPSV23 y administrarse de forma concomitante con la 
vacuna de la gripe

 La PCV15 tiene el potencial de abordar la carga de la enfermedad neumocócica residual debida a los tipos
vacunales (incluido el serotipo 3) y a los principales tipos no vacunales (serotipos 22F, 33F) en adultos.



Inmunogenicidad

• Administrada en pauta secuencial  con VNP 23 cubriría más serotipos.
• Beneficio teórico adicional de un  3%  más en NN y un 8% más en ENI por la protección frente a los 

serotipos incluidos únicamente en PPV23 y no están en PCV20. (2, 9N, 17F y 20).

• Datos epidemiológicos de ENI confirman especialmente el serotipo 9N  se ha incrementado, a lo largo del período
estudiado 2009-20119, en más de un 50% (pasando de 23 casos a 50 casos) (S. de Miguel et al). Este serotipo tiene
una letalidad moderada.

• La pauta secuencial de PCV15+ PPV23 es coste efectiva (modelos de coste-efectividad presentados en el 
ACIP 2021) . Aquí esta pendiente de precio.

• Potencial limitación- Incertidumbres: 

• Para tener mayor cobertura de serotipos  se debe administrar en pauta secuencial en población adulta, 
PCV15+ PPV23 ,con las dificultades de cumplimentación  y posibles errores. Necesario conocer la 
historia vacunal previa del paciente. Riesgo de pauta incompleta y  quedar peor protegidos.

• Serotipos como el 11A, quedan “protegidos” por una vacuna polisacárida, en vez de por una 
conjugada…

PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent; PPSV23 = pneumococcal polysaccharide vaccine, 23-valent;PCV20 = pneumococcal conjugate vaccine 20-valent

Conclusiones de la VNC 15

https://www.ema.europa.eu/en/documents/product-information/vaxneuvance-epar-product-information_en.pdf



PCV 20 Desarrollo clínico
(Material cedido por Pfizer para está presentación)



1. Torres A, Menéndez R, España PP, et al. The Evolution and Distribution of Pneumococcal Serotypes in Adults Hospitalized With Community-Acquired Pneumonia in Spain Using a Serotype-Specific Urinary Antigen
Detection Test: The CAPA Study, 2011-2018. Clin Infect Dis. 2021;73(6):1075-1085. doi:10.1093/cid/ciab307

Extraído de España PP, et al. Abstract 01317. 31st ECCMID 9-

12 July 2021

Distribución de serotipos vacunales en NAC por todas las causas y NAC neumocócica por temporada

Extraído de Torres A et al. Clin Infect Dis. 2021 

El 70% de los casos de neumonía neumocócica hospitalizada en adultos están 
causados por los serotipos incluidos en APEXXNAR1

CAP/NAC: neumonía adquirida en la comunidad PPV23 = vacuna antineumocócica polisacárida 23-valente comercializada por MSD, PCV15= vacuna antineumocócica conjugada 15-valente aprobada por la Unión Europea mediante 

procedimiento centralizado, pero aún no esta comercializada en España.  PCV20 = vacuna antineumocócica conjugada 20-valente; PCV13 = vacuna antineumocócica conjugada 13-Valente, ST: serotipos
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Estudios Fase 3 para Evaluar Seguridad e Inmunogenicidad de PCV20 

Estudio / Población Cohortes, Grupos y Aleatorización Objetivos Clave

Estudio Comparativo Pivotal

(B7471007)

(EEUU, Suecia)

≥18 años, sin vacunación 
antineumocócica previa

N = 3902 (2184 PCV20)

≥60 años:

•PCV20/salino, n = 1514 o 

PCV13/PPSV23, n = 1495

50 a 59 años: 

• PCV20, n = 334 o PCV13, n =111

18 a 49 años:

• PCV20, n = 336 o PCV13, n = 112

• Seguridad de PCV20

• Comparar inmunogenicidad de PCV20 con PCV13 

(13 serotipos comunes) en ≥60 años

• Comparar inmunogenicidad de PCV20 con PPSV23 (7

serotipos adicionales) en ≥60 años

• Comparar inmunogenicidad de PCV20 en adultos de 18–49 años 

y 50–59 años con adultos de 60-64 años

Estudio en Adultos con 

vacunación antineumocócica 

previa (B7471006)

(EEUU, Suecia)

≥65 años, con vacunación 
antineumocócica previa 

N = 875 (626 PCV20)

PPSV23 (1-5 años antes):

• PCV20, n = 253 o PCV13, n = 122

PCV13 (≥6 meses antes):

• PCV20, n = 248 o PPSV23, n = 127

PCV13/PPSV23 (≥1 año antes): 

• PCV20, n = 125

• Seguridad de PCV20

• Describir inmunogenicidad de PCV20 en adultos ≥65 con 

vacunación antineumocócica previa (PPSV23, PCV13, o pauta 

secuencial PCV13/PPSV23)

Estudio de Consistencia de 

Lotes (B7471008)

(EEUU)

18–49 años, sin vacunación 
antineumocócica previa 

N = 1710 (1465 PCV20)

PCV20 Lote 1, Lote 2 y Lote 3

• n = 486-490/lote

PCV13:

• n = 245

• Seguridad de PCV20

• Comparar inmunogenicidad de 3 Lotes diferentes de PCV20

Estudios Coadministración

(B7471004 – Gripe)

(B7471026 – COVID-19)

Coadministración en adultos ≥65 años

Gripe (N= 1796) 

COVID-19  (N = 600) 

• Evaluar Seguridad e inmunogenicidad de coadministración de 

PCV20 y vacuna inactivada contra la influenza / coadministración 

de PCV20 y vacuna ARNm contra COVID-19
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Diseño del estudio B7471007
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50–59 años

(N = 445) 

& 

18–49 años

(N = 448)

PPSV23

Placebo

PCV13

PCV20

Mes 2 (Visita 3) Mes 6 (Visita 4)

PCV13

PCV20

Mes 0 (Visita 1) Mes 1 (Visita 2)

Extracción de sangre

para inmunogenicidad

Seguimiento telefónico

PCV20 

PCV13

Aleatorizados 
1:1

Aleatorizados 
3:1

PCV20 

PCV13

≥60 años

(N = 3009)

1◦ Objetivo inmunogenicidad: GMTs OPA no inferiores para serotipos comunes en cohorte ≥60 años

2◦ Objetivo: GMTs OPA específicos por serotipo en cohortes de 18-49 y 50-59 años no inferiores a niveles en cohorte 60-64 años

PCV13 = 13-valent pneumococcal conjugate vaccine; PCV20 = 20-valent pneumococcal conjugate vaccine; PPSV23 = 23-valent pneumococcal polysaccharide vaccine.
Trial to Evaluate the Safety and Immunogenicity of a 20-valent Pneumococcal Conjugate Vaccine in Pneumococcal Vaccine-naïve Adults.  
ClinicalTrials.gov Identifier: NCT03760146.  Results available at https://clinicaltrials.gov/ct2/show/NCT03760146. Accessed April 15, 2021.

https://clinicaltrials.gov/ct2/show/NCT03760146


GMR=geometric mean ratio; PCV13=13-valent pneumococcal conjugate vaccine; PCV20=20-valent pneumococcal conjugate vaccine; PPSV23=23-valent pneumococcal polysaccharide vaccine. 
Essink B, Sabharwal C, Xu X, et al. Phase 3 pivotal evaluation of 20-valent pneumococcal conjugate vaccine (PCV20) safety, tolerability, and immunologic noninferiority in participants 18 years and older. Presented at: 
2020 ID Week; October 21–25, 2020; Philadelphia, PA.
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PCV20 indujo respuesta inmune frente a los 20 
serotipos



Confidential

Resumen estudio pivotal fase 3 (B1471007)

• PCV20 induce una respuesta inmune para los 20 serotipos vacunales, en adultos mayores de 18 años de 
edad, sin vacunación antineumocócica previa

• Se estableció la correlación de inmunogenicidad (bridging) de los grupos de menor edad – PCV20 indujo 
respuestas en adultos de 50 a 59 años y de 18 a 49 años que fueron no inferiores a las de los adultos de 
60 a 64 años

• Entre los adultos de mayor edad o aquellos con factores de riesgo para enfermedad neumocócica, los 
datos de inmunogenicidad sugieren que PCV20 será tan eficaz como PCV13

• El perfil de seguridad de PCV20 fue similar al de PCV13, con pocos eventos adversos graves observados
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Diseño del estudio B7471006 
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Seguimiento telefónico

COHORTE A
PPSV23 previa

(≥1 a ≤5 años) sin 
PCV13 previa

(N = 375)

COHORTE C
PCV13 previa 
seguida por 

PPSV23 (≥1 año)
(N = 175)

PCV20PCV20  

PCV13Control 

PCV20  

Mes 0 (Visita 1) Mes 1 (Visita 2) Mes 6 (Visita 3)

PCV20

Objetivo 1◦ de Inmunogenicidad: Describir respuesta inmune a PCV20 en adultos ≥65 años previamente vacunados con PPSV23, 
PCV13, o ambas PCV13 y PPSV23

Grupos control para Evaluación de Seguridad 

COHORTE B
PCV13 previa
(≥6 meses) sin 
PPSV23 previa

(N = 375)

PCV20  

PPSV23Control 

PCV20

GMTs OPA 1 Mes después de PCV20

Extracción de sangre
para inmunogenicidad

PCV13 = 13-valent pneumococcal conjugate vaccine; PCV20 = 20-valent pneumococcal conjugate vaccine; PPSV23 = 23-valent pneumococcal polysaccharide vaccine; GMT = geometric mean titer; 

OPA = opsonophagocytic activity; Trial to Evaluate the Safety and Immunogenicity of a 20-Valent Pneumococcal Vaccine in Adults 65 Years of Age or Older With Prior Pneumococcal Vaccination. 

ClinicalTrials.gov Identifier: NCT03835975. Results available at https://clinicaltrials.gov/ct2/show/NCT03835975 . Accessed April 15, 2021

https://clinicaltrials.gov/ct2/show/NCT03835975
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Cohorte A Cohorte B Cohorte C

PCV20 induce una respuesta robusta para los 20 serotipos, 
independiente de la vacunación antineumocócica previa

Data on file. Pfizer Inc., New York, NY.

1

10

100

1000

1 3 4 5 6A 6B 7F 9V 14 18C 19A 19F 23F 8 10A 11A 12F 15B 22F 33F

GMTs OPA 1 Mes después de PCV20 – todos los serotipos

Before vaccination 1 Month after vaccination Before vaccination 1 Month after vaccination Before vaccination 1 Month after vaccination
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La respuesta a los serotipos incluidos en PCV13 fue superior en 
los previamente vacunados con PCV13  

1

10

100

1000

1 3 4 5 6A 6B 7F 9V 14 18C 19A 19F 23F

GMTs OPA 1 Mes despúes de PCV20 – serotipos incluidos en PCV13

Before vaccination 1 Month after vaccination Before vaccination 1 Month after vaccination Before vaccination 1 Month after vaccination

Cohorte A Cohorte B Cohorte C



Confidential 46

T
ít

u
lo

s

Aumento de GMTs OPA en los 7 serotipos adicionales, 
independiente de la vacunación antineumocócica previa

1

10

100

1000

8 10A 11A 12F 15B 22F 33F

GMTs OPA 1 Mes después de PCV20 - 7 serotipos adicionales

Before vaccination 1 Month after vaccination Before vaccination 1 Month after vaccination Before vaccination 1 Month after vaccination

Cohorte A Cohorte B Cohorte C
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Resumen de B7471006: Adultos ≥65 años de edad con vacunación antineumocócica previa
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• PCV20 induce una respuesta inmune para los 20 serotipos vacunales, en adultos previamente vacunados con 
PCV13, PPSV23, o PCV13 seguida por PPSV23

• Estos resultados apoyan el uso de PCV20 para reforzar la respuesta inmune de serotipos compartidos con 
PPSV23 y para inducir una respuesta inmune robusta en los serotipos no incluidos en PCV13

• Estos hallazgos son consistentes con el programa de desarrollo clínico de PCV13, donde la inmunogenicidad de 
PCV13 fue superior en sujetos previamente vacunados con PCV13 (PPSV23 naïve) – con refuerzo para los 13 
serotipos comunes 

• El perfil de seguridad de PCV20 fue similar al de PCV13 o PPSV23, independientemente de la vacuna 
antineumocócica previa. Se observaron bajas tasas de EA graves



Conclusiones  datos presentados VNC 20

• La PCV20 parte de un desarrollo clínico previo, de la PCV7 y la PCV 13, muy extenso.  Posee 3 ECs fase III 
realizados en población adulta: pivotal, consistencia de lotes y el protocolo 1006 de estudio de  
inmunogenicidad de PCV20 en sujetos previamente vacunados con (PPV23, PCV13 o PCV13 + PPV23): 

• Potencial mayor cobertura de serotipos y de fracción atribuible de enfermedad que la PCV15 y muy 
próxima a la de PPV23 (solo aprox. 3% de diferencia en NN y un 8% en ENI).

• Mejora la respuesta (en comparación con PPV23) frente a los serotipos 11A  y 22F; es más robusta, más 
específica, con  mayor avidez por el antígeno y más duradera en el tiempo, no produciendo tolerancia 
inmune e induciendo inmunidad mucosal. Como  corresponde  en la respuesta de una vacuna conjugada, 
frente a una polisacárida. 

• PCV20 es coste-efectiva (modelo de coste-efectividad del ACIP). Aquí, pendiente de precio público….

• Facilidad en la implementación de la pauta vacunal: con una única dosis para  toda la población adulta 
(criterio de edad y criterio de patología crónica) se cubriría la gran parte de carga por  enfermedad 
neumocócica. Evitaría errores de administración y previsiblemente ayudaría a mejorar coberturas.

PCV13 = pneumococcal conjugate vaccine, 13-valent; PCV15 = pneumococcal conjugate vaccine, 15-valent; PPSV23 = pneumococcal polysaccharide vaccine, 23-valent;PCV20 = pneumococcal conjugate vaccine 20-valent



Aprobación FDA para PCV20 para la prevención de 
enfermedad neumocócica

https://www.fda.gov/media/150021/download

Prevnar 20 is a vaccine indicated for active immunization for 
the prevention of pneumonia and 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 
adults 18 years of age and older. 

https://www.fda.gov/media/150021/download


Por la que se concede la autorización de comercialización 
conforme al Reglamento (CE) n° 726/2004 del Parlamento Europeo 
y del Consejo al medicamento para uso humano
"Apexxnar - Vacuna antineumocócica polisacárida conjugada (20-
valente, adsorbida)"

Aprobación EMA para PCV20 para la prevención de 
enfermedad neumocócica

COMISIÓN EUROPEA - DECISIÓN DE EJECUCIÓN DE LA COMISIÓN. Bruselas, 14.2.2022



Pfizer Confidential – For Internal Training Purposes

Adultos ≥65 años que no hayan recibido previamente una vacuna

antineumocócica conjugada o con antecedentes de vacunación desconocidos

deben recibir una vacuna antineumocócica conjugada (PCV20 o PCV15).

Cuando se use PCV15, debe seguirse de una dosis de PPV23.

Adultos ≥19 años con ciertas condiciones médicas u otros factores de

riesgo* que no hayan recibido previamente una vacuna antineumocócica

conjugada o con antecedentes de vacunación desconocidos deben recibir una

vacuna antineumocócica conjugada (PCV20 o PCV15). Cuando se use PCV15,
debe seguirse de una dosis de PPV23.

Nuevas Recomendaciones de ACIP



Adultos ≥65 años que no hayan recibido previamente una vacuna antineumocócica
conjugada o con antecedentes de vacunación desconocidos deben recibir una
vacuna antineumocócica conjugada (PCV20 o PCV15). Cuando se use PCV15, debe
seguirse de una dosis de PPV23.

Adultos ≥19 años con ciertas condiciones médicas u otros factores de riesgo* que
no hayan recibido previamente una vacuna antineumocócica conjugada o con
antecedentes de vacunación desconocidos deben recibir una vacuna
antineumocócica conjugada (PCV20 o PCV15). Cuando se use PCV15, debe seguirse
de una dosis de PPV23.

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-10-20-21/02-Pneumococcal-Kobayashi-508.pdf

Nuevas Recomendaciones de ACIP (octubre, 2021)

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-10-20-21/02-Pneumococcal-Kobayashi-508.pdf


La recomendación de  pauta secuencial podría  condicionar 
errores de programa y menores coberturas

Yang X, et al. Vaccine. 2018; 36:7574-7579.

23%

45%

15%

17%

PPSV23PCV13

pauta inversaa

Solo PPSV23b

Solo PCV13

pauta no completadab

Sólo el 15% de 

los sujetos  

vacunados

completaron la 

secuencia 

PCV13-PPSV23 

correctamenteb

a. De los adultos que completaron la vacunación antineumocócica, 0.2% recibieron 

PCV13 y PPSV23 el mismo día.  No es posible en base a los datos disponibles 

conocer qué vacuna se recibió primero. 

b. De los adultos que recibieron sólo un tipo de vacuna, se registró un seguimiento de 

al menos 12 meses desde la recepción de la primera dosis en: 72.8% de adultos que 

recibieron PPSV23 y 53.4% de adultos que recibieron PCV13.

• ACIP recomendó la vacunación secuencial 
con PCV13, seguida ocho semanas después, 
por PPSV23 a todos los adultos con alto 
riesgo de enfermedad neumocócica.

• Entre 224.132 pacientes, el 49% no 
estaban vacunados.  

• De la población vacunada: el 15% 
completó la serie mientras que el 17% 
recibió la secuencia en orden inverso, el 
45% recibió solo PCV13 y el 23% solo 

PPSV23



Recomendaciones de pauta secuencial pueden traducirse en una 
disminución de coberturas, y  errores programáticos en su administración

• Evalua las tasas de cumplimentación correcta de la 
pauta secuencial en población >65 años con patología 
crónica (cohorte HR-2) y en pacientes de alto riesgo 
con inmunocompromiso (cohorte HR-1).

• Para la cohorte HR-1  la tasa de cumplimiento total fue 
del 5% a los 6 años de seguimiento ( solo 2% recibió 
PCV13 y PPSV23 a los 3 años  de seguimiento).

• Para la cohorte HR-2  la tasa de cumplimiento total fue 
del 20% a los 6 años de seguimiento (mayor en pac. 
Con diabetes 27% y menor en alcoholismo 8%)

Morga A et al. Vaccine, 2022. 
40(15): 2274-2281

La confusión en el orden de administración de las vacunas que puede afectar 
negativamente la respuesta inmunitaria (es decir, administrar primero PPSV23)



Sprenger R, Häckl D, Kossack N, Schiffner-Rohe J, Wohlleben J, et al. (2022) Pneumococcal vaccination rates in immunocompromised patients in Germany: A retrospective cohort study to assess

sequential vaccination rates and changes over time. PLOS ONE 17(3): e0265433. https://doi.org/10.1371/journal.pone.0265433

Baja implementación de la pauta secuencial en 
inmunocomprometidos en Alemania

• Estudio de cohorte retrospectivo para evaluar las tasas de 

vacunación secuencial, recomendada en 

inmunocomprometidos, y los cambios a lo largo del tiempo.

• Se establecen dos cohortes: cohorte A (primer 

diagnóstico de condición inmunocomprometida entre 

01/2013 y 12/2014) y cohorte B (primer diagnóstico 

entre 01/2015 y 12/2017). Seguimiento de cada 

paciente 2 años.

• Son tasas acumuladas de vacunación desde el 

diagnóstico. Se evalúan cada trimestre.

• Las tasas de vacunación secuencial 

recomendada por STIKO en 

inmunocomprometidos fueron bajas; fueron 

mayores en pacientes de 16 a 59 años que en 

pacientes ≥60 años.
*Dado que la vacunación secuencial se agregó por primera vez a las recomendaciones de STIKO en agosto de 

2016 (PCV13 seguida de una vacuna PPSV23 6 a 12 meses después), hicimos este análisis solo para la cohorte B 
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La vacunación frente a gripe y covid-19 se inicia este lunes

para usuarios y trabajadores de residencias

Salud incorpora este año la vacuna del papiloma para 10.000 niños de 11 años para

proteger cuanto antes a más población

Las personas entre 65 y 69 años que no se hayan vacunado con anterioridad se

podrán vacunar frente a neumococo con la nueva vacuna conjugada 20-valente

La vacuna del neumococo se sustituye por otra que ofrece mayor cobertura, y la

inmunización contra el herpes zóster se amplía a las personas nacidas en 1958, que

cumplen 65 años en 2023

La campaña de vacunación estacional frente a infecciones respiratorias (gripe, dosis de recuerdo frente a

Covid-19 y neumococo) comenzará en la Región de Murcia el próximo lunes, 26 de septiembre, con el

objetivo principal de inmunizar a las personas con mayor riesgo de presentar complicaciones, en caso de

padecerlas, así como a quienes pueden transmitírsela.

El consejero de Salud, Juan José Pedreño, informó hoy en rueda de prensa sobre esta campaña y otras

novedades del calendario vacunal, que sitúan a la Región como una de las comunidades con el

calendario vacunal más completo.

Destacó que “la vacunación antigripal es la medida preventiva más efectiva para impedir su

padecimiento y sus complicaciones, tras dos temporadas de escasa circulación por las medidas

higiénico-sanitarias frente a SARS-CoV-2”. También incidió en la “necesidad de vacunarse todos los años,

ya que la composición de la vacuna se adapta a los cambios antigénicos de los virus circulantes previstos

en la temporada”.

El consejero explicó que “los primeros en recibir la dosis de recuerdo frente al Covid-19 junto con la

vacuna de gripe serán los usuarios de residencias de personas mayores y de personas con discapacidad,

así como los trabajadores socio-sanitarios de dichos centros”.

A partir del 6 de octubre se administrará la vacunación antigripal junto con la dosis de recuerdo frente a

Covid-19 a personas de 60 o más años, así como a personas pertenecientes a grupos de riesgo y grupos

prioritarios (embarazadas, personal esencial, enfermos crónicos o con patologías de riesgo y cuidadores

domiciliarios o convivientes de personas de riesgo o mayores). También están llamados a vacunarse

frente a ambas infecciones a partir del mismo día los trabajadores sanitarios. Esta vacunación será en los

centros de salud y puestos de vacunación habituales.

Vacuna antigripal en población pediátrica y vacuna frente al
neumococo

Como novedad, el 2 de noviembre comenzará la vacunación frente a la gripe de menores entre 6 meses

y hasta 5 años, para protegerlos de la carga de enfermedad, como recomienda la OMS.

Por otro lado, las personas entre 65 y 69 años que no se hayan vacunado con anterioridad o pendientes

de una dosis de recuerdo hace más de 5 años, así como grupos de riesgo y personas internas en

residencias a partir de 18 años, se podrán vacunar de neumococo junto con la vacuna de la gripe con la

nueva vacuna conjugada 20-valente. La Región es la segunda comunidad en introducir esta vacuna.

Salud ha adquirido para esta temporada 446.000 dosis de antigripal, 48.000 más que en la anterior. El

coste total de esta campaña de vacunación antigripal y antineumocócica asciende a 5.340.280 euros.

Vacuna del papiloma para varones de 11 años

Otra de las novedades más importantes es la ampliación del programa de vacunación frente al virus del

papiloma humano a varones de 11 años, lo que supondrá un coste total de 1,4 millones de euros, junto

con las vacunas que ya se administran a la población femenina.

La Consejería de Salud se adelanta así a la decisión del Consejo Interterritorial de Salud, una vez

conocido el informe favorable del grupo de trabajo de la Ponencia de Vacunas, a ^n de proteger cuanto

antes a más población, ya que las vacunas se administrarán en los centros educativos a lo largo del curso

escolar, con la primera dosis este año.

La vacunación, en dos dosis, va dirigida a 10.000 niños de 11 años (nacidos en 2011), a quienes se

administrará la vacuna nonavalente, que ofrece mayor protección frente a las enfermedades causadas

por el virus del papiloma. Las niñas se seguirán vacunando también con la nueva vacuna.

Vacuna más potente contra el neumococo

Otra novedad del calendario vacunal es la introducción de una vacuna más potente contra el

neumococo. Con esta fórmula, el sistema inmune se ve estimulado de forma más intensa, lo que permite

mejorar su protección. En este caso, los bene^ciarios son 35.000 personas de 65 a 69 años. La vacuna

que se administrará es la conjugada, que facilitará inmunizar en una sola dosis a cerca de 35.000

destinatarios de 65 a 69 años y supone una cuantía total superior a 738.000 euros.

Vacuna de herpes zóster para adultos

Desde el pasado febrero, además de la ampliación de la protección frente a más serogrupos de

meningococo en niños a los 12 meses de edad, el calendario incluye la vacuna de herpes zóster para

adultos con factores de riesgo. Ahora, como novedad, Salud incorpora a los nacidos en 1958, es decir,

quienes cumplirán 65 años en 2023.

La protección frente al herpes zóster va dirigida a unas 14.403 personas y supondrá un importe superior

a los 2,2 millones.

El consejero de Salud, Juan José Pedreño, en la rueda de

prensa para informar de la nueva campaña de vacunación,

junto al subdirector de Prevención, Promoción de la Salud

y Adicciones, Jaime Pérez, y el subdirector de Cuidados y

Atención Comunitaria, Juan Manuel Lucas
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Advisory Committee on Immunization Practices Recommends Pfizer’s PREVNAR 20® for
Adults Previously Vaccinated with PREVNAR 13®

Thursday, October 20, 2022 - 11:50am

NEW YORK, October 20, 2022 - Pfizer Inc. (NYSE:PFE) today announced that that the Centers for Disease Contr ol and
Prevention’s (CDC) Advisory Committee on Immunization Practices (ACIP) voted to recommend a single dose of PREVNAR
20® (Pneumococcal 20-valent Conjugate Vaccine) to help protect adults previously vaccinated with PREVNAR 13®
(Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) or both PREVNAR 13® and PPSV23 against
invasive disease and pneumonia caused by the 20 Streptococcus pneumoniae (pneumococcus) serotypes in PREVNAR
20®. 

Specifically, the ACIP voted to recommend the following: 

•    Adults who have received PCV13 only are recommended to receive a dose of PCV20 at least 1 year after the PCV13
dose or PPSV23 as previously recommended to complete their pneumococcal vaccine series.
•    Adults with an immunocompromising condition, cochlear implant, or cerebrospinal fluid leak who have received both
PCV13 and PPSV23 with incomplete vaccination status are recommended to complete their pneumococcal vaccine series
by receiving either a dose of PCV20 at least 5 years after the last pneumococcal vaccine dose or PPSV23 as pr eviously
recommended.
•    Shared clinical decision-making is recommended regarding administration of PCV20 for adults aged > 65 years who
completed their vaccine series with both PCV13 and PPSV23. If a decision to administer PCV20 is made, a dose of PCV20
is recommended at least 5 years after the last pneumococcal vaccine dose.

“Today’s vote underscores the importance of PREVNAR 20® and it ’s seven additional serotypes helping prevent invasive
pneumococcal disease and pneumonia among adults,” said Luis Jodar, Infectious Disease and Evidence Generation, Chief
Medical Affairs Officer, Pfizer. “We commend the ACIP and CDC for recognizing the public health benefit and further
clarifying the adult pneumococcal pneumonia recommendations. We are confident this will help improve vaccination
rates and ultimately reduce disease burden in this population.”

Details of ACIP’s recommendations will be available from the CDC. Provisional recommendations will be forwarded to the
director of the CDC and the U.S. Department of Health and Human Services for review and approval, with final
recommendations published in the CDC’s Morbidity and Mortality Weekly Report (MMWR).

“With more than 26 million adults over the age of 19 who have been previously vaccinated with PREVNAR 13®, today ’s
ACIP vote recognizes the importance of helping to protect them against the seven additional serotypes contained in
PREVNAR 20®,” said Angela Hwang, President, Global Biopharma Business, Pfizer. “With these recommendations,
coupled with the previous recommendation for pneumococcal conjugate vaccine naive adults, providers now may help
protect all of their eligible adult patients with a single dose of PREVNAR 20® – r egardless of pneumococcal vaccination
history.”

In October 2021, ACIP recommended for routine use one dose of Pfizer ’s PREVNAR 20® in adults 65 years of age or older
who have not previously received a pneumococcal conjugate vaccine or whose previous vaccination history is unknown,
and adults aged 19 years of age or older with certain underlying medical conditions, such as asthma or diabetes, or
other risk factors who have not previously received a pneumococcal conjugate vaccine or whose previous vaccination
history is unknown.

About PREVNAR 20®

PREVNAR 20® is Pfizer’s next-generation pneumococcal conjugate vaccine that includes capsular polysaccharide
conjugates for the 13 serotypes (1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F and 23F) already included in Prevnar 13®
(Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]). The vaccine also contains capsular
polysaccharide conjugates for seven additional serotypes (8, 10A, 11A, 12F, 15B, 22F and 33F) that cause invasive
pneumococcal disease (IPD),4,5,6,7,8 and have been associated with high case-fatality r ates,9,10,11,12 antibiotic
resistance,13,14,15 and/or meningitis.16,17 PREVNAR 20™ contains the broadest serotype coverage of any available
conjugate vaccine and helps protect against the 20 Streptococcus pneumoniae serotypes in the vaccine.

On June 8, 2021, Pfizer announced the U.S. Food and Drug Administration (FDA) approved PREVNAR 20® for the
prevention of invasive disease and pneumonia in adults age 18 years or older . On September 30, 2022, the FDA approved
the addition of information in the PREVNAR 20® prescribing information regarding coadministration with an influenza
vaccine, adjuvanted (Fluad Quadrivalent) in adults aged 65 years or older .

On February 15, 2022, Pfizer announced the European Medicines Agency (EMA) approved the company’s 20-valent
pneumococcal conjugate vaccine, which is marketed in the European Union (EU) under the brand name APEXXNAR. 

INDICATIONS FOR PREVNAR 20®

•    PREVNAR 20® is a vaccine indicated for active immunization for the pr evention of pneumonia and 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 adults 18 years of age and older
•    This indication for the prevention of pneumonia caused by S. pneumoniae serotypes 8, 10A, 11A, 12F, 15B, 22F, and
33F 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.

U.S. IMPORTANT SAFETY INFORMATION

•    PREVNAR 20® should not be given to anyone with a history of se vere allergic reaction to any component of PREVNAR
20® or any diphtheria toxoid–containing vaccine
•    Some adults with weakened immune systems may have a lower response to PREVNAR 20®. Safety data are not
available for these groups. Your healthcare provider can tell you if PREVNAR 20® is right for you
•    In adults 18 years of age and older, the most common side effects were pain at the injection site, muscle pain, fatigue,
and headache
•    Ask your healthcare provider about the risks and benefits of PREVNAR 20®. Only a healthcare provider can decide if
PREVNAR 20® is right for you

Please see full prescribing information for PREVNAR 20®.

INDICATIONS FOR PREVNAR 13®

•    Prevnar 13® is a vaccine approved for adults 18 years of age and older for the prevention of pneumococcal
pneumonia and invasive disease caused by 13 Streptococcus pneumoniae strains (1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A,
19F, and 23F)
•    Prevnar 13® is not 100% effective and will only help protect against the 13 strains included in the vaccine

U.S. IMPORTANT SAFETY INFORMATION

•    Prevnar 13® should not be given to anyone with a history of severe allergic reaction to any component of Prevnar 13®
or any diphtheria toxoid–containing vaccine
•    Adults with weakened immune systems (eg, HIV infection, leukemia) may have a r educed immune response
•    In adults, the most common side effects (>5%) were pain, redness, and swelling at the injection site, limitation of arm
movement, fatigue, headache, muscle pain, joint pain, decreased appetite, vomiting, fever, chills, and rash
•    Ask your healthcare provider about the risks and benefits of Prevnar 13®. Only a healthcare provider can decide if
Prevnar 13® is right for you

Please see full prescribing information for Prevnar 13®

About Pfizer: Breakthroughs That  Change Pat ients’ Lives

At Pfizer, we apply science and our global resources to bring therapies to people that extend and significantly improve
their lives. We strive to set the standard for quality, safety and value in the discovery, development and manufacture of
health care products, including innovative medicines and vaccines. Every day, Pfizer colleagues work across developed
and emerging markets to advance wellness, prevention, treatments and cures that challenge the most feared diseases of
our time. Consistent with our responsibility as one of the world's premier innovative biopharmaceutical companies, we
collaborate with health care providers, governments and local communities to support and expand access to reliable,
affordable health care around the world. For more than 170 years, we have worked to make a difference for all who rely
on us. We routinely post information that may be important to investors on our website at www.Pfizer.com. In addition,
to learn more, please visit us on www.Pfizer.com and follow us on Twitter at  and , ,
YouTube and like us on Facebook at .

DISCLOSURE NOTICE:

The information contained in this release is as of October 20, 2022. Pfizer assumes no obligation to update forward-looking
statements contained in this release as the result of new information or future events or developments.

This release contains forward-looking information about PREVNAR 20® (Pneumococcal 20-valent Conjugate V accine), including
its potential benefits, a recommendation by ACIP for a single dose of PREVNAR 20® to help protect adults previously vaccinated
with PREVNAR 13® (Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) or both PREVNAR 13® and
PPSV23 against invasive disease and pneumonia caused by the 20 Streptococcus pneumoniae (pneumococcus) serotypes in
PREVNAR 20®, that involves substantial risks and uncertainties that could cause actual r esults to differ materially from those
expressed or implied by such statements. Risks and uncertainties include, among other things, uncertainties r egarding the
commercial success of PREVNAR 20® and uncertainties regarding the commercial impact of ACIP’s recommendation; the
uncertainties inherent in research and development, including the ability to meet anticipated clinical endpoints, commencement
and/or completion dates for our clinical trials, regulatory submission dates, regulatory approval dates and/or launch dates, as
well as the possibility of unfavorable new clinical data and further analyses of existing clinical data; the risk that clinical trial
data are subject to differing interpretations and assessments by regulatory authorities; whether regulatory authorities will be
satisfied with the design of and results from our clinical studies; whether and when any biologics license applications may be
filed in any other jurisdictions for PREVNAR 20® for the prevention of invasive disease and pneumonia in adults age 18 years or
older and in any jurisdictions for any other potential indications; whether and when any such other applications that may be
pending or filed may be approved by regulatory authorities, which will depend on myriad factors, including making a
determination as to whether the product’s benefits outweigh its known risks and determination of the product’s efficacy and, if
approved, whether PREVNAR 20® will be commercially successful; decisions by regulatory authorities impacting labeling,
manufacturing processes, safety and/or other matters that could a ffect the availability or commercial potential of PREVNAR
20®; uncertainties regarding the ability to obtain recommendations from vaccine advisory or technical committees and other
public health authorities regarding PREVNAR 20® and uncertainties regarding the commercial impact of any such
recommendations; uncertainties regarding the impact of COVID-19 on our business, operations and financial results; and
competitive developments.

A further description of risks and uncertainties can be found in P fizer’s Annual Report on Form 10-K for the fiscal year ended
December 31, 2021 and in its subsequent reports on Form 10-Q, including in the sections thereof captioned “Risk Factors” and
“Forward-Looking Information and Factors That May Affect Future Results”, as well as in its subsequent reports on Form 8-K, all
of which are filed with the U.S. Securities and Exchange Commission and available at  and www.pfizer.com.

_______________________
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syndrome, immunodeficiency, iatrogenic immunosuppression, generalized malignancy, human immunodeficiency virus,
Hodgkin disease, leukemia, lymphoma, multiple myeloma, solid or gan transplants, congenital or acquired asplenia,
sickle cell disease or other hemoglobinopathies, CSF leak, or cochlear implant.

Gierke R, Advisory Committee on Immunization Practices (ACIP). Current Epidemiology of Pneumococcal Disease and
Pneumococcal Vaccine Coverage among Adults, United States. Centers for Disease Control and Prevention (CDC).
February 25, 2021. 
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Advisory Committee on Immunization Practices Recommends Pfizer’s PREVNAR 20® for
Adults Previously Vaccinated with PREVNAR 13®

Thursday, October 20, 2022 - 11:50am

NEW YORK, October 20, 2022 - Pfizer Inc. (NYSE:PFE) today announced that that the Centers for Disease Contr ol and
Prevention’s (CDC) Advisory Committee on Immunization Practices (ACIP) voted to recommend a single dose of PREVNAR
20® (Pneumococcal 20-valent Conjugate Vaccine) to help protect adults previously vaccinated with PREVNAR 13®
(Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) or both PREVNAR 13® and PPSV23 against
invasive disease and pneumonia caused by the 20 Streptococcus pneumoniae (pneumococcus) serotypes in PREVNAR
20®. 

Specifically, the ACIP voted to recommend the following: 

•    Adults who have received PCV13 only are recommended to receive a dose of PCV20 at least 1 year after the PCV13
dose or PPSV23 as previously recommended to complete their pneumococcal vaccine series.
•    Adults with an immunocompromising condition, cochlear implant, or cerebrospinal fluid leak who have received both
PCV13 and PPSV23 with incomplete vaccination status are recommended to complete their pneumococcal vaccine series
by receiving either a dose of PCV20 at least 5 years after the last pneumococcal vaccine dose or PPSV23 as pr eviously
recommended.
•    Shared clinical decision-making is recommended regarding administration of PCV20 for adults aged > 65 years who
completed their vaccine series with both PCV13 and PPSV23. If a decision to administer PCV20 is made, a dose of PCV20
is recommended at least 5 years after the last pneumococcal vaccine dose.

“Today’s vote underscores the importance of PREVNAR 20® and it ’s seven additional serotypes helping prevent invasive
pneumococcal disease and pneumonia among adults,” said Luis Jodar, Infectious Disease and Evidence Generation, Chief
Medical Affairs Officer, Pfizer. “We commend the ACIP and CDC for recognizing the public health benefit and further
clarifying the adult pneumococcal pneumonia recommendations. We are confident this will help improve vaccination
rates and ultimately reduce disease burden in this population.”

Details of ACIP’s recommendations will be available from the CDC. Provisional recommendations will be forwarded to the
director of the CDC and the U.S. Department of Health and Human Services for review and approval, with final
recommendations published in the CDC’s Morbidity and Mortality Weekly Report (MMWR).

“With more than 26 million adults over the age of 19 who have been previously vaccinated with PREVNAR 13®, today ’s
ACIP vote recognizes the importance of helping to protect them against the seven additional serotypes contained in
PREVNAR 20®,” said Angela Hwang, President, Global Biopharma Business, Pfizer. “With these recommendations,
coupled with the previous recommendation for pneumococcal conjugate vaccine naive adults, providers now may help
protect all of their eligible adult patients with a single dose of PREVNAR 20® – r egardless of pneumococcal vaccination
history.”

In October 2021, ACIP recommended for routine use one dose of Pfizer ’s PREVNAR 20® in adults 65 years of age or older
who have not previously received a pneumococcal conjugate vaccine or whose previous vaccination history is unknown,
and adults aged 19 years of age or older with certain underlying medical conditions, such as asthma or diabetes, or
other risk factors who have not previously received a pneumococcal conjugate vaccine or whose previous vaccination
history is unknown.

About PREVNAR 20®

PREVNAR 20® is Pfizer’s next-generation pneumococcal conjugate vaccine that includes capsular polysaccharide
conjugates for the 13 serotypes (1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A, 19F and 23F) already included in Prevnar 13®
(Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]). The vaccine also contains capsular
polysaccharide conjugates for seven additional serotypes (8, 10A, 11A, 12F, 15B, 22F and 33F) that cause invasive
pneumococcal disease (IPD),4,5,6,7,8 and have been associated with high case-fatality r ates,9,10,11,12 antibiotic
resistance,13,14,15 and/or meningitis.16,17 PREVNAR 20™ contains the broadest serotype coverage of any available
conjugate vaccine and helps protect against the 20 Streptococcus pneumoniae serotypes in the vaccine.

On June 8, 2021, Pfizer announced the U.S. Food and Drug Administration (FDA) approved PREVNAR 20® for the
prevention of invasive disease and pneumonia in adults age 18 years or older . On September 30, 2022, the FDA approved
the addition of information in the PREVNAR 20® prescribing information regarding coadministration with an influenza
vaccine, adjuvanted (Fluad Quadrivalent) in adults aged 65 years or older .

On February 15, 2022, Pfizer announced the European Medicines Agency (EMA) approved the company’s 20-valent
pneumococcal conjugate vaccine, which is marketed in the European Union (EU) under the brand name APEXXNAR. 

INDICATIONS FOR PREVNAR 20®

•    PREVNAR 20® is a vaccine indicated for active immunization for the pr evention of pneumonia and 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 adults 18 years of age and older
•    This indication for the prevention of pneumonia caused by S. pneumoniae serotypes 8, 10A, 11A, 12F, 15B, 22F, and
33F 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.

U.S. IMPORTANT SAFETY INFORMATION

•    PREVNAR 20® should not be given to anyone with a history of se vere allergic reaction to any component of PREVNAR
20® or any diphtheria toxoid–containing vaccine
•    Some adults with weakened immune systems may have a lower response to PREVNAR 20®. Safety data are not
available for these groups. Your healthcare provider can tell you if PREVNAR 20® is right for you
•    In adults 18 years of age and older, the most common side effects were pain at the injection site, muscle pain, fatigue,
and headache
•    Ask your healthcare provider about the risks and benefits of PREVNAR 20®. Only a healthcar e provider can decide if
PREVNAR 20® is right for you

Please see full prescribing information for PREVNAR 20®.

INDICATIONS FOR PREVNAR 13®

•    Prevnar 13® is a vaccine approved for adults 18 years of age and older for the prevention of pneumococcal
pneumonia and invasive disease caused by 13 Streptococcus pneumoniae strains (1, 3, 4, 5, 6A, 6B, 7F, 9V, 14, 18C, 19A,
19F, and 23F)
•    Prevnar 13® is not 100% effective and will only help protect against the 13 strains included in the vaccine

U.S. IMPORTANT SAFETY INFORMATION

•    Prevnar 13® should not be given to anyone with a history of severe allergic reaction to any component of Prevnar 13®
or any diphtheria toxoid–containing vaccine
•    Adults with weakened immune systems (eg, HIV infection, leukemia) may have a r educed immune response
•    In adults, the most common side effects (>5%) were pain, redness, and swelling at the injection site, limitation of arm
movement, fatigue, headache, muscle pain, joint pain, decreased appetite, vomiting, fever, chills, and rash
•    Ask your healthcare provider about the risks and benefits of Prevnar 13®. Only a healthcare provider can decide if
Prevnar 13® is right for you

Please see full prescribing information for Prevnar 13®

About Pfizer: Breakthroughs That  Change Pat ients’ Lives

At Pfizer, we apply science and our global resources to bring therapies to people that extend and significantly improve
their lives. We strive to set the standard for quality, safety and value in the discovery, development and manufacture of
health care products, including innovative medicines and vaccines. Every day, Pfizer colleagues work across developed
and emerging markets to advance wellness, prevention, treatments and cures that challenge the most feared diseases of
our time. Consistent with our responsibility as one of the world's premier innovative biopharmaceutical companies, we
collaborate with health care providers, governments and local communities to support and expand access to reliable,
affordable health care around the world. For more than 170 years, we have worked to make a difference for all who rely
on us. We routinely post information that may be important to investors on our website at www.Pfizer.com. In addition,
to learn more, please visit us on www.Pfizer.com and follow us on Twitter at  and , ,
YouTube and like us on Facebook at .

DISCLOSURE NOTICE:

The information contained in this release is as of October 20, 2022. Pfizer assumes no obligation to update forward-looking
statements contained in this release as the result of new information or future events or developments.

This release contains forward-looking information about PREVNAR 20® (Pneumococcal 20-valent Conjugate V accine), including
its potential benefits, a recommendation by ACIP for a single dose of PREVNAR 20® to help protect adults previously vaccinated
with PREVNAR 13® (Pneumococcal 13-valent Conjugate Vaccine [Diphtheria CRM197 Protein]) or both PREVNAR 13® and
PPSV23 against invasive disease and pneumonia caused by the 20 Streptococcus pneumoniae (pneumococcus) serotypes in
PREVNAR 20®, that involves substantial risks and uncertainties that could cause actual r esults to differ materially from those
expressed or implied by such statements. Risks and uncertainties include, among other things, uncertainties r egarding the
commercial success of PREVNAR 20® and uncertainties regarding the commercial impact of ACIP’s recommendation; the
uncertainties inherent in research and development, including the ability to meet anticipated clinical endpoints, commencement
and/or completion dates for our clinical trials, regulatory submission dates, regulatory approval dates and/or launch dates, as
well as the possibility of unfavorable new clinical data and further analyses of existing clinical data; the risk that clinical trial
data are subject to differing interpretations and assessments by regulatory authorities; whether regulatory authorities will be
satisfied with the design of and results from our clinical studies; whether and when any biologics license applications may be
filed in any other jurisdictions for PREVNAR 20® for the prevention of invasive disease and pneumonia in adults age 18 years or
older and in any jurisdictions for any other potential indications; whether and when any such other applications that may be
pending or filed may be approved by regulatory authorities, which will depend on myriad factors, including making a
determination as to whether the product’s benefits outweigh its known risks and determination of the product’s efficacy and, if
approved, whether PREVNAR 20® will be commercially successful; decisions by regulatory authorities impacting labeling,
manufacturing processes, safety and/or other matters that could affect the availability or commercial potential of PREVNAR
20®; uncertainties regarding the ability to obtain recommendations from vaccine advisory or technical committees and other
public health authorities regarding PREVNAR 20® and uncertainties regarding the commercial impact of any such
recommendations; uncertainties regarding the impact of COVID-19 on our business, operations and financial results; and
competitive developments.

A further description of risks and uncertainties can be found in P fizer’s Annual Report on Form 10-K for the fiscal year ended
December 31, 2021 and in its subsequent reports on Form 10-Q, including in the sections thereof captioned “Risk Factors” and
“Forward-Looking Information and Factors That May Affect Future Results”, as well as in its subsequent reports on Form 8-K, all
of which are filed with the U.S. Securities and Exchange Commission and available at  and www.pfizer.com.
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La vacunación es un componente principal de la salud
primaria y un derecho de los ciudadanos, siendo una
pieza clave y esencial en la prevención y control de las
enfermedades infecciosas.

• Muchas gracias por vuestra atención


