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La Sottoscritta Laura STICCHI, in qualità di relatrice, ai sensi dell’art. 3.3 sul Conflitto di 

Interessi, pag. 18,19 dell’Accordo Stato-Regione del 19 aprile 2012, per conto del Provider 

dichiara che negli ultimi due anni ha avuto rapporti anche di finanziamento con soggetti 

portatori di interessi commerciali in campo sanitario:

▪ MSD vaccini

▪ Pfizer vaccini

▪ GSK vaccini

▪ Sanofi Pasteur vaccini

▪ Sequirus

▪ Merck

▪ Astra Zeneca

▪ Aj Vaccines

▪ Moderna

▪ Novavax
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Burden of Respiratory Infections in People Living with HIV

• PLWH face a 5-fold higher pneumonia risk than the general population, even with CD4 
counts >500 cells/mm³.

• Severe respiratory infections (SARI) in PLWH are frequently polymicrobial (47% co-
detections), involving pathogens like Mycobacterium tuberculosis, Pneumocystis jirovecii, 
and respiratory viruses (RSV, influenza).

• In high HIV prevalence settings, the risk of SARI is 13–19 times higher compared to non-
HIV.

• Viral respiratory infections are frequent: in one study, 33% of HIV-infected patients 
hospitalized for respiratory symptoms had a viral infection, often with severe course 
(41% ICU admission, 59% mechanical ventilation, 11% mortality)

• Mortality is higher in non-SARI cases (36% vs. 4%), potentially due to delayed care-
seeking.



Heidari et al., 2024



Etiology and percentage of co-detection with other pathogens among SARI and non-SARI patients

Pecego et al, 2020



Tipo di affiliazione o supporto finanziario Sponsor

Herpes zoster (cumulative incidence) among patients with selected 

immunocompromising conditions 

McKay et al, 2020 



Spectrum of COVID-19 risk continuum 
for the clinically extremely vulnerable immunocompromised 

population 

Antinori et al, 2023
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Italian National Immunization Plan (PNPV 2023-25)
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Trust in the Italian NHS, % (n) (N = 160).
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Vaccinazione RSV negli adulti: uno sguardo all’Italia, 
in attesa dell’aggiornamento del Calendario Vaccinale

Le Società Scientifiche 
SIMIT-SITI hanno 
pubblicato un documento 
congiunto nel quale 
auspicano che la 
vaccinazione venga inserita 
nel Calendario vaccinale e 
sia raccomandata negli over 
60 con co-morbosità e negli 
over 75

Documento 

SITI-SIMIT2

Il Ministero della Salute 
ha pubblicato una 
circolare rivolta alle 
Regioni dove indica 
tutte le strategie di 
prevenzione disponibili 
contro RSV

Circolare Ministeriale 

misure di prevenzione 

contro RSV3 

Il Board del Calendario 
per la Vita ha 
raccomandato la 
vaccinazione contro il 
virus respiratorio sinciziale 
(RSV) nei soggetti:
• ≥ 75 anni
• ≥ 60 anni affetti da 

patologie croniche

Position paper del 

Calendario per la Vita1

La vaccinazione contro RSV 
negli adulti è menzionata nella 
circolare “Prevenzione e 
controllo dell'influenza: 
raccomandazioni per la 
stagione 2024-2025”, ove è 
indicata la possibilità di co-
somministrazione con i vaccini 
antinfluenzali 

Circolare ministeriale

Stagione Influenzale 

2024-20254

Gennaio 2024 Febbraio 2024 Marzo 2024 Maggio 2024

1.Position Paper del Board del Calendario per la Vita, https://www.igienistionline.it/docs/2024/01pp.pdf;
2. Documento SITI-SIMIT “Prevenzione delle infezioni da Virus Respiratorio Sincinziale nella popolazione italiana” http://www.igienistionline.it/docs/2024/03rsv.pdf; 

3. Circolare Ministeriale «Misure di prevenzione e immunizzazione contro il virus respiratorio sinciziale (VRS)» https://www.quotidianosanita.it/allegati/allegato1711563351.pdf;
 4. Circolare Ministeriale “Prevenzione e controllo dell'influenza: raccomandazioni per la stagione 2024-2025” https://www.trovanorme.salute.gov.it/norme/renderNormsanPdf?anno=2024&codLeg=100738&parte=1%20&serie=null 

https://www.igienistionline.it/docs/2024/01pp.pdf
http://www.igienistionline.it/docs/2024/03rsv.pdf
https://www.quotidianosanita.it/allegati/allegato1711563351.pdf
https://www.trovanorme.salute.gov.it/norme/renderNormsanPdf?anno=2024&codLeg=100738&parte=1%20&serie=null




Fry et al., 2025

•VE verso ricoveri  da RSV:
o 60–74 anni: 65,2%
o ≥75 anni: 72,4%

Trapiantati
•Trapianto di organo solido: VE fino a 90,8% (≥75 anni)
•Trapianto di cellule staminali: VE tra 29,4% e 44,4%









V116-007 Phase 3 Clinical Study Overview

V116, pneumococcal conjugate vaccine, 21-valent; PCV15, pneumococcal conjugate vaccine, 15-valent; PPSV23, pneumococcal polysaccharide vaccine, 23-valent; PnPs, pneumococcal polysaccharides; SAE, serious adverse event; OPA, 
opsonophagocytic activity; GMT, geometric mean titer

Safety and Immunogenicity of V116 in Adults Living With Human Immunodeficiency Virus (HIV) (V116-007, STRIDE-7) https://clinicaltrials.gov/ct2/show/NCT05393037?cond=V116-007&draw=2&rank=1

V116-007 Phase 3

Trial Patient Population Interventions Primary Endpoints

STRIDE-7

A Phase 3, Multicenter, 
Randomized, Double-blind, 
Active Comparator-Controlled 
Study to Evaluate the Safety, 
Tolerability, and Immunogenicity 
of V116 in Adults Living With 
HIV

(NCT05393037)

Recruitment status: 
Active, not recruiting

Study start date: 
July 13, 2022

Adults living with 
HIV (Estimated 
enrollment: n=300)

Administration of a single dose of:

▪ V116 (4.0 µg of each PnPs antigen per 
0.5 mL dose) on Day 1, a single dose of 
placebo (saline per 0.5 mL dose) for 
PPSV23 on Week 8, and a single dose 
of PCV15 (2.0 µg of each PnPs antigen 
per 
0.5 mL dose) between 10 to 18 months 
after V116

▪ PCV15 (2.0 µg of each PnPs antigen 
per 
0.5 mL dose) on Day 1, and a single 
dose of PPSV23 (25.0 µg of each PnPs 
antigen per 0.5 mL dose) on Week 8

▪ Percentage of Participants With:

• Solicited injection-site events, days 1–5

• Solicited systemic events, days 1–5

• Vaccine-related SAE collected through 
day 194

▪ Serotype-specific OPA GMTs for 13 
serotypes common between V116 and 
PCV15 + PPSV23 and 8 serotypes unique 
to V116, up to 114 days

https://clinicaltrials.gov/ct2/show/NCT05393037?cond=V116-007&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05393037?cond=V116-007&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05393037?cond=V116-007&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT05393037?cond=V116-007&draw=2&rank=1


aPostvaccination was at Day 30 for V116 and at Week 12 for PCV15 + PPSV23.

bSerotype 15C represents the immune response to the deOAc15B polysaccharide, as the molecular structures for deOAc15B and 15C are similar; anti-15C immune responses were assessed in this study. 

OPA, opsonophagocytic activity; GMT, geometric mean concentration; V116, investigational pneumococcal conjugate vaccine, 21-valent ; PCV15, pneumococcal conjugate vaccine, 15-valent; PPSV23, 
pneumococcal polysaccharide vaccine, 23-valent. 

Pathirana J, et al. A Phase 3 Study to Evaluate the Safety, Tolerability, and Immunogenicity of V116, an Investigational Adult -Specific Pneumococcal Conjugate Vaccine, in Adults Living with HIV (STRIDE-7: Part A). Poster 
Presented at: ISPPD, March 17-20,2024; Cape Town, South Africa.

Immunogenicity Results
OPA GMTs; V116 Serotypes; 30 Days Postvaccinationa

V116-007 Phase 3; Part A

b

V116 elicited immune responses comparable with PCV15 + PPSV23 for the 13 common serotypes, and higher responses 
for the 8 serotypes unique to V116, as assessed by OPA GMTs



AEs by severity

V116 + placebo (n=155); PCV15 + PPSV23 (n=155); all-participants-as-treated population. Non-serious AEs were collected from Day 1 to Day 30 post-vaccination and SAEs were collected from Day 1 through the duration of participation in Part A. Solicited injection-
site AEs and solicited systemic AEs were collected from Day 1 to Day 5 post-vaccination.

aErythema and swelling were graded according to size and presented as intensity grade as follows: mild (0 to ≤5.0 cm); moderate (>5.0 to ≤10.0 cm); and severe (>10.0 cm).

bOne patient (0.6%) in the PCV15 + PPSV23 group experienced headaches of unknown intensity.

cPyrexia was defined as maximum temperature ≥100.4 °F (38.0 °C), with ≥104.0 °F (40.0 °C) defined as potentially life-threatening pyrexia. One report of pyrexia in the PCV15 + PPSV23 group was potential life-threatening on Day 4 after PCV15 vaccination.

The participant was asymptomatic and there were no other AEs reported relating to elevated temperature.

AEs, adverse events; V116, investigational pneumococcal conjugate vaccine, 21-valent ; PCV15, pneumococcal conjugate vaccine, 15-valent; PPSV23, pneumococcal polysaccharide vaccine, 23-valent. 

Pathirana J, et al. A Phase 3 Study to Evaluate the Safety, Tolerability, and Immunogenicity of V116, an Investigational Adult -Specific Pneumococcal Conjugate Vaccine, in Adults Living with HIV (STRIDE-7: Part A). Poster Presented at: ISPPD, March 17-20,2024; Cape Town, South 
Africa.

V116-007 Phase 3; Part A

The V116 + placebo group had a lower proportion of participants with AEs compared with the PCV15 + PPSV23 group, 
primarily due to a lower incidence of injection-site AEs in the V116 + placebo group

a a

b
c





Hansen et al., 2025
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