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18-64

18+

imunokompromitujici
stavy kromé HSCT

HSCT

PCV13

PCV13 a PPSV23

PCV13 a 2 davky
PPSV23

bez ohledu na
predchozi ockovani

HSCT = transplantace hematopoetickych kmenovych bunék
GVHD = reakce Stépu proti hostiteli

PCV20

PCV20

PCV20

4 davky PCV20 v
intervalech 4 tydny - 4
tydny - 6 mésicu

Ctvrtou davku podejte
PCV20 > 6 mésicli po
treti davce PCV20
nebo > 12 mésicl po
HSCT, podle toho, co
nastane pozdéji

PPSV23 + 2. davka
PPSV23 po 5 letech +
3. ddvka PPSV23 v 65
letech

2. davka PPSV23 po 5
letech + 3. davka
PPSV23 v 65 letech
3. ddvka PPSV23 v 65
letech

3 davky PCV15 s
odstupem 4 tydn(
pocinaje 3—6 mésici po
HSCT. Ctvrta davka
PCV15 misto PPSV23

XIX. Hradecké vakcinologické dny 3.-5.10.2024



PNEUMOKOKOVE vakciny

Serotypové slozeni

PCV10 GSK 4 | 6B 9V 14 18C 19F 23F

PCV13 Pfizer 4 6B 9V |14 18C|19F 23F| 1 6A | 7F [19A

PCV15 MSD (V114) 4 6B 9V 14 18C 19F 23F l
PPSV23 4 6B 9V |14 |18C|19F |23F 1 B= 7F ‘19A‘22F‘33F‘ 2 ‘ 8 ‘9N‘10A‘11A‘12F17F‘ 20 l

PCV20 Pfizer 4 6B 9V |14 18C|19F 23F| 1 6A | 7F |19A|22F | 33F 10A 11A 12F 15B

..Nebunécna proteinova syntéza - CRM197 nahrazen eCRM (lysin nahrazen nnAAs (non-native Amino Acids)
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and Immunogenicity of V116 in Pneumococcal
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. \COME
Ol
- CAPVAXIVE je specialné navrzen tak, aby
( pomahal chranit dospélé pred sérotypy, které
zpUsobuji vétsinu pripadu invazivnich
" pneumokokovych onemocnéni (IPD).
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Figure 1. Participant disposition. Participants were assigned to 3 cohorts based on pneumococcal vaccine experience: prior vaccination with 23-valent pneumococcal
polysaccharide vaccine (PPSV23; cohort 1), prior vaccination with 13-valent pneumococcal conjugate vaccine (PCV13; cohort 2), or prior vaccination with PCV13 +
PPSV23, 15-valent pneumococcal conjugate vaccine (PCV15) + PPSV23, PCV15, 20-valent pneumococcal conjugate vaccine (PCV20), or PPSV23 + PCV13 (cohort 3). *One hun-
dred seventeen participants received PCV15, and 2 were cross-vaccinated with 21-valent pneumococcal conjugate vaccine (V116) and PPSV23 (1 each).
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Figure 2. Serotype-specific opsonophagocytic activity (OPA)} geometric mean titers (GMTs) at 30 days following vaccination. OPA GMTs and 95% confidence intervals are
shown for each serotype by cohort (4, cohort 1; B, cohort 2; C, cohort 3), with serotypes shared in both vaccines or unique to V116 shown on the x-axis. Abbreviations: GMT,
geometric mean titer; OPA, opsonophagocytic activity; PCV15, 15-valent pneumococcal conjugate vaccine; PPSV23, 23-valent pneumacoccal polysaccharide vaccine; ST,

serotype; V116, 21-valent pneumococcal conjugate vaccine.
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24-valentni pneumokokova vakcina zalozena na technologii Multiple Antigen-Presenting
System (MAPS) (Pn-MAPS24v).

(1/2/3/4/5/6A/6B/7F/8/9N/9V/10A/11A/12F/14/15B/17F/18C/19A/19F/20B/22F/23F/33F)
byla hodnocena u batolat

D. Borys et al.

Vaccine 42 (2024) 2560-2571
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Fig. 2. Study design. *One participant randomized to receive PCV13 was erroneously administered Pn-MAPS24v 5 pg instead. N, number of participants in each
cohort; n, number of participants receiving a given treatment; Pn-MAPS24v, 24-valent pneumococcal vaccine candidate; PCV13, 13-valent pneumococcal conjugate

vaccine; DEC, Dose Escalation Committee; TEAE, treatment-emergent adverse event; SAE, serious adverse event; MAAE, medically attended adverse event; PIMMC,
potentially immune-mediated medical condition; NOCD, new onset chronic disease.
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Vaccine 42 (2024) 2560-2571
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Fig. 5. Percentages of participants with serotype-specific anti-capsular PS IgG concentration >0.35 pg/mL with 95 % CI at 30 days post-vaccination (Safety analysis
set). PS, polysaccharide, IgG, immunoglobulin G; CI, confidence interval; Pn-MAPS24v, 24-valent pneumococcal vaccine; PCV13, 13-valent pneumococcal conju-

gate vaccine.
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Contents lists available at ScienceDirect =

accine

Vaccine g

TR

_ _ I\

journal homepage: www.elsevier.com/locate/vaccine
R
A phase 2, randomized, blinded, dose-finding, controlled clinical trial to

evaluate the safety, tolerability, and immunogenicity of a 24-valent
pneumococcal conjugate vaccine (VAX-24) in healthy adults 65 years
and older

J. Wassil >, M. Sisti?, J. Fairman®, B. Rankin ", J. Clark ¢, S. Bennett?, D. Johnson?,
T.-S. Migone“, K. Nguyen “, A. Paschenko®, P. Sauer®, S. Iki®, M.E. Hanson ", J.K. Simon *
& Vaxcyte, Inc., San Carlos, CA, USA

b Accel Research, Deland, FL, USA
¢ Charlottesville Medical Research, Charlottesville, VA, USA

— ACCWNE
VAX-24 je 24valentni PCV, sterilni tekuta suspenze kapsularnich
polysacharidovych antigend S. pneumoniae sérotypl 1, 2, 3, 4, 5, 6A, 6B, 7F, 8,
9N, 9V, 10A, 11A, 12F 14, 15B, 17F, 18C, 19A, 19F, 208, 22F, 23F a 33F. Kazdy je
individualné konjugovan mistné specifickym zpusobem k novému a
patentovanému detoxikovanému, rekombinantnimu difterickému nosnému
proteinu, eCRM, ktery obsahuje nnAA para-azidomethyl-L-fenylalanin ve

cnhnacificleyvich \wwhramyeh micteacrh



Celkem 230 ucastnikd bylo vySetfeno na zpusobilost ke studii a 207 bylo randomizovano; 52
dostalo VAX-24 1,1 mcg, 51 dostalo VAX-24 2,2 mcg, 53 dostalo VAX-24 2,2 mcg/4,4 mcg a
51 dostalo PCV20

J. Wassil et al Vaccine 42 (2024) 126124
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Fig. 3. Opsonophagocytic activity geometric mean titer (GMT) ratio for each VAX-24 dose compared with PCV20 for shared serotypes and geometric mean fold rise
(GMFR) for incremental serotypes at 1 month post-vaccination (analysis of variance model, immunogenicity evaluable population). Error bars = 95 % CI.
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J. Wassil et al. Vaccine 42 (2024) 126124
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Fig. 2. Solicited reactogenicity by event and severity after vaccination with VAX-24 or PCV20 (safety population). Error bars = 95 % CL
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VAX-31 je 31valentni PCV kandidatni vakcina Vaxcyte pro
prevenci invazivnhiho pneumokokového onemocnéni (IPD).

Studie faze I/Il byla randomizovana, pro pozorovatele zaslepen3,
aktivné kontrolovana klinicka studie urcujici davku k
vyhodnoceni bezpecnosti, snasenlivosti a imunogenicity jedné
injekce VAX-31 ve trech urovnich davek a ve srovnani s PCV20 u
1 015 zdravych dospélych ve véku 50 let a starsich.

Vysledky:

- VAX-31 byl dobre snasen a prokazal podobny bezpecnostni
profil jako PCV20 ve vsech studovanych davkach.

- ,robustni“ imunitni reakce opsonofagocytarni aktivity (OPA)
pro vSech 31 sérotypu ve vSech studovanych davkach.

- Ve vysokych a stfrednich davkach VAX-31 splnil nebo prekrocil
regulacéni kritéria imunogenicity pro vsech 31 sérotypd.
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- Pri nizké davce splnil nebo prekrocil regulacni kritéria
imunogenicity pro 29 z 31 sérotypu. Pro 20 sérotypu sdilenych
s PCV20: Pri vysoké davce vsech 20 splnovalo kritéria non-
inferiority odpovédi OPA, 18 z 20 mélo geometricky primeérny
pomeér (GMR) vétsi nez 1,0 a sedm sérotypu dosahlo
statisticky vyssich imunitnich odpovédi.

- Pri stredni davce vSech 20 splnilo kritéria non-inferiority
odpovédi OPA, 13 z 20 mélo GMR vétsi nez 1,0 a pét sérotypu
dosahlo statisticky vyssich imunitnich odpovedi.

- Pri nizké davce 18 z 20 splnovalo kritéria non-inferiority
odpovédi OPA, 8 z 20 melo GMR vétsi nez 1,0 a tri sérotypy
dosahly statisticky vyssich imunitnich odpoveéedi. Pro 11
sérotypu exkluzivné pro VAX-31 vSechny tri davky splnily
kritéria nadrazenosti.
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