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Tré em dui 1 tudi bi anh hudng nhiéu nhat béi IPD, dac biét khi khang thé thy dong tir me giam dén va
mat han tir 6 thang tudi nhung dinh mac IPD lai rai vao giai doan 6-12 thang. Vi vay, vac xin phai bao vé
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NOI DUNG TRINH BAY

0 Pic diem cua phé cau & serotype 3

e Ly do cua phong ngtra s&m & tré nho

a Hiéu qua va an toan cua PCV15
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L&p vo polysacharide: phan biét cac
serotype, c6 vai trd mién dich...

Thanh té bao: cac protein be mat -
yéu t6 doc luc

Plasmid & DNA: Gen khang thubdc,
gen doc lwc

C6 khoang 100 serotype dwoc ghi nhan .
Moi serotype c¢6 cau tric riéng va gay bénh véi mire ddé nang khac nhau

1. Streptococcus pneumoniae epidemiology, pathogenesis and control - Ana Rita Narciso - Nature reviews microbiology - Published: 06 November 2024 - Volume 23, pages
256-271, (2025)
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1. Streptococcus pneumoniae: Nasal influenza vaccination, carriage density and transmission in families - J. Metz, G. Qian — MedRxiv - Posted February 20, 2025; i']\b §
2. Pneumococcal carriage among children in low and lower-middle-income countries: A systematic review - Ellen Signe Filtenborg Tvedskov- International Journal of Infectious Diseases Volume 115, February 2022 %"; % 2025

3. Dynamics of Pneumococcal Carriage in Adults: A New Look at an Old Paradigm - Sénia T Almeida - PMID: 32877517 DOI: 10.1093/infdis/jiaa558



LIEN QUAN GIJ’A CARRIAGE, MU'C DO XAM LAN & BENH CANH LAM SANG

O TRE <5 TUOI

+ ® RAt cao 1,5, 7F, 8, 9V, 12F, Hiém trong carriage, nhwng thuwdong
S * ’ ’ 18C gay IPD bung phat. Gap & cé tré
2 + (CCR thap nhat, <0.05) khée manh va ngwoi I&n. Lién quan
2 * + cac vu dich (outbreak).
EIRASANTINNS HT
+ + ¢ Trung binh - cao 3,4,14,19A, 19F, 23F  Gap & ca carriage va bénh. Gay
viém phdi, viem mang phdi, mang
(CCR 0.05-0.2) néo, déi khi necrotizing pneumonia
R i S SE s o e S (d&c biét serotype 3). Mot s6 khang
Low income (LIMC) Serotype thudc manh (19A, 19F).
_ Trung binh 6A, 6B, 9N, 10A, 11A,  Mang khuén kha phd bién nhung
15A, 15B/C, 23A, 33F,  c06 kha nang xam lan vira phai. 22F,
(CCR 0.2-0.4) 35B, 22F 33F, 35B hién tdng dan sau PCV13
+ (thay thé serotype).
: boobtt i ¢
w
> + t + + + ‘ + + ¢ o + + + + + ¢ ¢ Thép 16F, 17F, 34, 35A, 38,  Ch yéu ton tai trong carriage, rét it
3 4 + + ¢ ' 4 + + + ¢ + 6C géy IPD. Gay bénh & nhém dac Q
* (CCR >0.4) biét: nguoi gia, suy gidam mién dich, <
bénh man tinh. g
S
High income (HIC) Serotype %
CCR: Case-Carrier Ratio = Ti I&é mang/Ti I€ IPD 18)
¢ Pov7 & Pcviz @ PCvz20 >
classification o
PCV10 PCV15 * No PCV 2 j %
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1. Serotype-specific pneumococcal invasiveness: a global meta-analysis of paired estimates of disease incidence and carriage prevalence - Katherine E. Gallagher



DAC DIEM: LIEN QUAN GIJ’A SEROTYPE VA TU VONG

Serotypes
Pooled RR < 1 Pooled RR~ 1 PooledRR > 1
Significant 1,5 7E 8 23F 3,0A, 11A, 19E 31
Not significant 12E 33F 4,9N, 9V, 17E 18C, 194, 20, 22F, 23A, 35B 6B, 6C, 15A, 15B, 16F

Risk ratios of each serotype were computed with serotype 14 as a reference. Serotype-specific pooled RR estimates were done using the Random effects estimate model in 16 selected studies.
RR < 1=low risk of death, RR~1, risk of death similar to reference, RR > 1 = high risk of death. Significance was defined as 95% CI that did not include 1

« Systematic review and meta-analysis: 45 nghién ctru toan thé gi¢i: Chau A chiém 17.8% tr nam 2010-2024
- Bénh nhan IPD serotype 3, 6A, 11A, 15A, 19F va 31 ¢6 nhiéu kha nang t&r vong cao

VN-PVC-00299 02012026

1. Pneumococcal serotypes and their association with death risk in invasive pneumococcal disease: a systematic review and meta-analysis — Samuel Darkwah - 'g‘@ 20
2 ¢

Infectious Diseases: Pathogenesis and Therapy - Volume 12 - 2025 | https://doi.org/10.3389/fmed.2025.1566502 z
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PSERENADE PROJECT - DANH GIA TOAN CAU TIEM CHUNG PCVs
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1. Serotype distribution of remaining invasive pneumococcal disease after extensive use of ten-valent and 13-valent pneumococcal conjugate vaccines (the PSEREN@QE
project): a global surveillance analysis ; Maria Garcia Quesada MSPH The Lancet Infectious Diseases Volume 25, Issue 4, April 2025, Pages 445-456 i 2025



https://www.sciencedirect.com/journal/the-lancet-infectious-diseases
https://www.sciencedirect.com/journal/the-lancet-infectious-diseases/vol/25/issue/4
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Children <5 years in PCVAD sites

£ S .. rloo
£ 40+ Wacelme type
3 B Fovio ~80
5 M POV13x
T 304 £
2 BB serotype 60 60 5
3 Bl FOVISx £
# 204 [ i g
2 B POV @
= 3 PCV25x
g 107 e 20
- 14 37 28 O Dthes
A ! 7 36 21 19 17 16 1.2 5 - 7
- I‘IEI_I L 4 2343 11 L 130 09 09 08 07 07 0707 97 06 050404 04 0302 02 ¢ g o
0 I I I 1 I 1 I = I I I I 1 -
194 3 BC 24F 1415BCIIE 154 6A 22F 334114 B 1 358 104 7F 25A 33F 23F oM 12F 19F 13 18C 20 35F oV 16F28A 38 34 31 4 6B 17F 7C 31 18A 5 2
Chilldren <5 years in PCVLY sites
~100
E 404 s —8 & & ————r—"
i ~&0
a
= i} = -
%3 L0 §
g 2
3 204 = ©
;:: 20 F40 & S
s 36 - S
= : b
s 104 55355535343.11 ) L2 g
g— 40 B 35 2.4 23 23 34 18 1E g
0 I I I I I I 1 T 1 1 T T T T T T ! OI
3 1SBC 184 12F 104 22F 238 33F 24F 154 19F & 114 38 358 9N 16F 234 14 21 35F 1 20 7F GC 7O 17F 23F 31 6B 6A 34 13 1BC25AZBA 5 2 gV 4 1BA L>)
o
z
1. Serotype distribution of remaining invasive pneumococcal disease after extensive use of ten-valent and 13-valent pneumococcal conjugate vaccines (the PSERENADE project): a global surveillance analysis ; ""\h >

Maria Garcia Quesada MSPH The Lancet Infectious Diseases Volume 25, Issue 4, April 2025, Pages 445-456 *gSr i‘é 2025
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160 ca bénh phé cau do serotype 3: <14 tudi (33,2%), >=14 tudi (66,8%)
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Age groups

Sé trwdng hop bénh phdi xam 14n do ST3 dwoc ghi nhan tai Tuscany tir 11/2005 dén 3/2024 Bénh ly IPD do ST3 chia theo nhém tudi va tinh trang tiém chung theo

duoc phan chia theo mua dich va do tudi 2 nhém <14 tudi va >14 tudi

B Non Complicated Pneumonia I Complicated Pneumonia Otomastoiditis Il Sepsis I Meningitis
B |mmunized with PCVser3 Bl Non-immunized with PCVser3

VN-PVC-00299 02012026
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1. Serotype 3 invasive pneumococcal disease in Tuscany across the eras of conjugate vaccines (2005-2024) and anthropic-driven respiratory virus fluctuations- Lorenzo Lodi -Human vaccines & immunotherapeutics 2025, VOL. 21, NO. 1, 2510005 é W 2025
https://doi.org/10.1080/21645515.2025.2510005 =



TAC DONG PCV DEN ST3 TRONG IPD... NAM ICU

2000 — 2009 2010 - 2023
Trwée khi dwa PCV vao NCIS Sau khi dwa PCV vao NCIS
N = 200 (%) N = 168 (%)
. . 3.5 4.1
Tudi (nam), trung binh, (IQR) (2.04.8) (2.55.9) 0.002
Tinh trang tiém chdng
Hoan thanh loat vac xin PCV cho Ira tudi 3 (1.5) 67 (39.9) <0.001
D4 tiém it nhat 1 liéu PCV§ 3(3.1) 76 (45.2) <0.001
Bat buéc nam ICU 46 (23.0) 56 (33.3) 0.03
Chuwa tiém chidng 45 (97.8) 28 (50.0) <0.001
IPD do typ huyét thanh PCV7 27 (58.7) 11 (19.6) <0.001
IPD do céc typ huyét thanh PCV13 40 (87.0) 40 (71.4) 0.06
IPD do 19A 6 (13.0) 22 (39.3) 0.003
IPD do ST3 - 2 (4.3) 7 (12.5) 0.18
IPD do 18C 0 (0.0) 1 (1.8) 1.00
T vong 8 (4.0) 8 (4.8) 0.72

» Tang gap 3 lan thoi gian nam ICU ddi v&i tré em bj IPD do ST3 sau khi PCV dwoc duwa vao NCIS
» Th&i gian nam trong ICU cao hon dang ké doi voi tré em mac IPD do ST3 (52,9%) so véi IPD khéng do ST3,
1 trwong hop t& vong khi mac IPD do ST3

1. Jiahui Li et al (2025) IPD and impact of 7 and 13 valent pneumococcal conjugate vaccines in Singapore children over 24 years. Open Forum Infectious Diseases, 2025; ofaf093, https://doi.org/10.1093/ofid/ofaf093
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https://doi.org/10.1093/ofid/ofaf093

CAU TRUC PHAN TU CUA SEROTYPE 3 & VIEM PHOI HOAI TU

Serotype 3* Nang Polysaccharide la mét trong nhirng yéu to doc lwc
quan trong nhat cua phé cau khuan*
Kiéu hinh ctia nang polysaccharide gép phan vao tinh xam lan,
thwdrng tru va phat tan cia mam bénh

So voi serotype khac, Serotype 3 cé |6p vo polysaccharide day
hon bao quanh?, con goi sugar-coated Killer. 3

Serotype 19F* 7904, Bénh nhan viém phéi Serotype 3‘Atién trixén
thanh viém phdi hoai tr do phé cau khuan?

15 lan: Nguy co viém phdi hoai t&r so v&i cac

©

: S

serotype khac?
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*Electron micrograph studies using a lysine-ruthenium red (LRR) fixation procedure. E
1. Hammerschmidt S, et al. Infect Immun. 2005;73:4653-4667. =
2. Bender JM, Ampofo K, Korgenski K, Daly J, Pavia AT, Mason EO, Byington CL. Pneumococcal necrotizing pneumonia in Utah: does serotype matter? Clin Infect Dis. 2008 May AT >
1,46(9):1346-52. 4 ¥ 2025

3. Sugar coater killer serotype 3 pneumococcal disease Front cell infect Microbiol 2020



TAlI SAO SEROTYPE 3 CO THE LAN TRANH HE THONG MIEN DICH

V& nang cwc ky day va nhat, giau Lam vi khuan “tron” — kho bi thyc bao; han
acid glucuronic == ché gén opsonin C3b va khang thé.

i Phéng thich ra moi trworng — “bay” khang thé,

San xuat polysaccharide “roi N ! ) |
(free capsule polysaccharide) trung hoa IgG khang type-3 — vaccine-
Induced antibodies bi vO hiéu hoa.

Pap (rng mién dich chu yéu la IgG2, kém hiéu
qua trong hoat héa bo the.

Khéng c6 phan &rng chéo mién

dich dang ké -

, ) Nén it chiu anh hwdng tr ap lwc cta vac xin
Bieu hién gene capsule 6n dinh =) _, ton tai lau dai trong cdng dong.

Henriques-Normark B, Clin Microbiol Rev 2024; Jansen AG, Vaccine 2023; CDC ABCs 2023 %:’ x*% 20"
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LY DO PHONG NGUA SOM: PAC BDIEM HE MIEN DICH TRE NHO

IgG t&r me qua nhau thai gidm dan va
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FIG. 2.9 Immunoglobulin (IgG, IgM, and IgA) levels in the fetus and infant in the first year of life. The s
IgG of the fetus and newborn infant solely is of maternal origin. The maternal IgG disappears by 9 2
months of age, by which time endogenous synthesis of IgG by the infant is well established. The S
IgM and IgA of the neonate are synthesized entirely endogenously because maternal IgM and IgA do 8
not cross the placenta. (From Braun J, Stiehm ER. The B-lymphocyte system. In: Stiehm ER, editor S
Immunologic Disorders in Infants and Children. 4th ed. Philadelphia: WB Saunders; 1996:67.) ;
P, ] >
4;.' 5\
1. Steinhoff, M., Daum, R. MATERNAL ANTIBODIES MODULATE INFANT SERUM IgG RESPONSE TO PNEUMOCOCCAL CONJUGATE VACCINES 1 1347. Pediatr Res 41 (Suppl 4), 227 (1997). https://doi.ora/10.1203/00006450-199704001-01366 %}‘5& 2025
2. Martinovich KM, Seppanen EJ, Bleakley AS, Clark SL, Andrews RM, Richmond PC, Binks MJ, Thornton RB and Kirkham L-AS (2022) Evidence of maternal transfer of antigen-specific antibodies in serum and breast milk to infants at high-risk of S. pneumoniae and H. influenzae disease. Front. Immunol. 13:1005344. doi: M

10.3389/fimmu.2022.1005344


https://doi.org/10.1203/00006450-199704001-01366

LY DO PHONG NGUA SOM: PAC BDIEM HE MIEN DICH TRE NHO
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1. Jacinta P. Francis, CLINICAL AND VACCINE IMMUNOLOGY, Nov. 2009, p. 1633-1638 Vol. 16, No. 11 1556-6811/09/$12.00 doi:10.1128/CVI1.00247-09



LY DO PHONG NGUA SOM: PAC BDIEM HE MIEN DICH TRE NHO

Tré sinh non thang cé mién dich kém: nguy co
mac IPD tang 1,6 lan so v&i tré du thang !

Tré nhd cé bénh nén: tim bam sinh, bénh
ph6i man, do dich nao tdy, v6 lach, suy gidm
mién dich ...~ Tang nguy co mac IPD.

Sau nhiém RSV, Cdm, Adenovirus va cac
siéu vi khac: Tang nguy co mac IPD, dac

©
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biét serotype 3 5
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1. Shinefield, Henry, et al. "Efficacy, immunogenicity and safety of heptavalent pneumococcal conjugate vaccine in low birth weight and preterm infants." The Pediatric infectious o =
disease journal 21.3 (2002): 182-186. ‘"“E& 2025
2. Pneumococcal Vaccine Recommendations — CDC — Accessed OCT. 26, 2024 Ll
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L. Lodi et al., Serotype 3 invasive pneumococcal disease in Tuscany across the eras of conjugate vaccines (2005-2024) and

Fiseha Wadilo Wada Scientific Reports | (2024) 14:4174. https://doi.org/10.1038/s41598-024-54256-w anthropic-driven respiratory virus fluctuations 'xe_‘-f TR
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BENH PHE CAU XAM LAN O’ TRE NHO CHIEM # 50% IPD TRE DUO'l 5 TUOI

Ty Ié ca bénh IPD tich lily & tré 0-59 thang tuoi, %! Ty |& ca bé&nh viém mang nao tich Ily & tré 0-59 thang tudi, %!
100% 50% 100% ~2/3
trong tbng sé ca IPD 90% s6 ca viém mang néo do 90%
90% o O T 90% | GO ao i A 839
O tré <5 tudi xuat hién phé cau o tré <5 tudi xuat hién 0
80% trong nam dau doi 75% 80% trong nam dau doi
70% 70% 65%
60% 60%
50%
50% 50%
~40%
40% 40%
30% 30%
20%
20% 20%
©
10% 10% 5
o
0% 0% S
<6thang tubi  <12thangtudi | <24 thangtudi <36 thang tudi <6 thang tudi <12 thang tubi | <24 thangtudi <36 thang tudi &
3
>
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>

apé& mo hinh héa, di liéu tir 16 quan thé nguwdi da dwoc st dung (c& mau trung vi = 795) va 15 quan thé ngudi cho viém mang néo do phé cau khuan (c& mau trung vi = 282). IPD = bénh phé cau khuan xam lan. "\E
1. Russell, F., Sanderson, C., Temple, B., & Mulholland, K. (2011). Global review of the distribution of pneumococcal disease by age and region. Geneva: World Health Organization. ¥ R 2025



CAC NGHIEN CU’U THU’ NGHIEM LAM SANG CUA PCV15

Nghién ctru
then chot

DPéi twong
dac biét

Nghién ctru khac

PNEU-PED

Lich tiém 3 + 1
V114-029

PNEU-PED-EU1
Lich tiém 2 + 1
V114-025

PNEU-PED-EU2
Lich tiém 2 + 1 - Nordic
V114-026

PNEU-SICKLE®

Bénh hong cau liém
V114-023

PNEU-PLAN
Lich tiém bd sung
V114-024

PNEU-ERAcd
Viém tai gitra
V114-032

PNEU-WAY PED¢

HIV
V114-030

PNEU-DIRECTION
Phac d hén hop
Lich tiém 3 +1
V114-027

PNEU-PED-JPN
Lich tiém 3 + 1 — Nhat Ban
V114-033

PNEU-STEM PED¢
Cay ghép té bao gbc tao
mau HSCT
V114-022

PNEU-LINK
Tinh an toan
Lich tiém 3 + 1
V114-031

PNEU-PED-KOR
Lich tiém 3 + 1
Han Quéc V114-036

-
29
s
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SINH MIEN DICH CUA PCV15 QUA NGHIEN CU’U BAT CAU VOI PCV13

PNEU-PED 3+1

PCV15 (n=858)
Nghién ctru ngau nhién, mo déi, c6 déi

Tinh sinh mi&n dich Tinh sinh mién dich

chirng nham danh giatinh an toan, kha nang 11 a2y oy
dung nap va sinh mién dich cua lich tiém 4 Tré em khde manh \/ \/
liéu cia PCV15 so sanh v&i PCV13 & tré em (N=1720) \r W(
khée manh | |
PCV13 (n=856)
So séanh tinh khdng thua kém vé dap ng IgG clia PCV15 so véi PCV13 trén tat ca cac
typ huyet thanh ) )
« Tilé % nguwoico nong do IgG dat>0.35 pg/rpL (30 ngay sau lieu 3);
. . * 1gG GMCs va ti sO GMC (sau lieu 3 va sau lieu 4)
TIBU CT V8 N oo
SI n h Mlén chh (Szozéér]h?gr;;w vwort troi vé dap trng IgG ctia PCV15 so véi PCV13 véi 2 typ huyét thanh méi
: va

«  Tilé % ngwdi cd ndng d6 IgG dat = 0.35 pug/mL (30 ngay sau liéu 3);
+ 1gG GMCs (30 ngay sau liéu 3 va sau liéu 4)

So séanh tinh vwot tréi vé dap (ng IgG cta PCV15 so v&i PCV13 trén typ huyét thanh 3
* Tilé % nguwoi céd nong do I‘gG dat 2 0.35 pg/mL (30 ngay sau lieu 3);
* 1gG GMCs (30 ngay sau lieu 3 va sau lieu 4)

So séanh tinh khéng thua kém vé sinh mién dich cua cac vac xin tiém dong th&i trong 2 nhém
PCV15 so véi PCV13 ol

&1 2025

VN-PVC-00299 02012026

1. Lupinacci R et al. Vaccine. 2023;41(5):1142—-1152.



SINH MIEN DICH CUA PCV15 QUA NGHIEN Cl*U BAT CAU VOl PCV13

PNEU-PED 3+1

HOCHIMINH CITY
SOCIETY OF RESPIROLOGY

Dwa trén ty 1 % tré c6 nong d6 IgG dat > 0.35 pg/mL Dwa trén IgG GMCs va ti s6 IgG GMC

(sau liéu 3) (sau liéu 3 va sau liéu 4)
100
9% 99 0599 a7 99 99100 o798  oggs o798  0g100 99100 .
100 - 9 9 04 ® » _ 68 FEE
89 % ; ° 30 2532 48 27
79 g8 1212 g | 1314 1623 1g 1620 % 1719 1520 1623 207 4395
~— 0~ 1 '
2 80 Sau 0 7
- Jidu | TBo; (ME I ME WE NE WO NP NU BT BT WO NE
2 = 1 3 4 5 6A 68 7 9y 4 BC oA 9P 2%F
5 60 4
o 0 0 0 © 6 O 0 ¢ © © &
g GMC ratio
40 | povispeyy 064 173 095 0.12 052 0.81 0.77 0.91 0.70 0.76 0.71 0.74 0.89
(m_ P-value {0.50,0.89) (1.81,1.87) (0.88,1.03) (0.68, 0.80) (0.43,0.58) {0.71,0.03) {071, 0.83) (0.84,1.00) (0.63, 0.78) (0.70,0.83) (0.85,0.77) (0,60, 0.78) (0.80, 0.00)
— {1-sided) <0.001 <0.001 <0.001 <0.001 0187 =<0.001 <0.001 <0.001 <0.001 <0.001 =0.001 <0.001 <0.001
>
o e PCVIS(N=B58) " PCVI3(N=856) v
] g8 70 ‘
g 62 4g64 5.67- 55
- 10 . 48 49 41 45
Sau ©3 1420 s 250 3449 5,433 2631 3645, 33
-4 1007 | ©
=)

o

0 4 i
SNSRI S S 0000006000066 G

1y 1€ dap g (%)

(PCVE5.PCVE) - W] - 192} (‘40 ua] “2 -M} (H M] ME MJ HD '0‘} [ZB M) “e 16) Hﬂ 07’ f*" .M: (21 M} H“TJ 'PCWGE'I?IPCCEU; ngiﬁns 12531545 09170784 ngsﬁnsas 2460055 02770%1 085077 0917350 073,09 09&80503 ugsru‘lau 0947098 0.56, 088
P-value <0001 <0001 <0001 <0001 <0001 <0001 0001 0001 <0001 0001 <0001 D001 D001 [1:‘,’:';; t-‘n,'nn:m (<nbm] {«mm) t:u,nmj (omnm] [<nom) t:nnmj (<nm|] [<nom) t:n,nmj (<noo1] [<nnn1m t«mmj
(1-sided)
PCV15 PCV13 PCV15 PCV13

Tinh sinh mién dich khong thua kém doéi héi gi¢i han dwéi y A . Y i s A g

R o ich khong cm col hol gio1 han Tinh khdng thua kém doi héi giéi han dwéi cua 95% Cl 2 bén S

cua 95% CIl 2 bén doi véi sw khac biét ve ty 1€ dap trng ) 2

o> -10% déi vi ty 18 IgG GMC (PCV15/PCV13) phai >0, 5 s

(PCV15 - PCV13) phai =~ - 0 %

o

z

‘ >
u‘y

Error bars indicate 95% Cls; Cl=confidence interval, GMC = geometrlc mean concentration (ug/mL); IgG=immunoglobulin G V“" '& 2025

1. Lupinacci R et al. Vaccine. 2023;41(5):1142—1152. 2. Théng tin sdn phdm VAXNEUVANCE ™,



SINH MIEN DICH CUA PCV15 QUA NGHIEN Cl*U BAT CAU VOl PCV13

n g/ PNEU-PED 3+1

OCHIMINH CITY
SOCIETY OF RESPIROLOGY

Tinh vwort trdi cua typ huyét thanh 3 doi héi gi¢i han dwéi cua Tinh vwot tréi ctia 2 typ huyét thanh méi 22F, 33F doi hoi
95% CI 2 chiéu déi v&i gi®i han dwéi cia 95% Cl 2 chiéu
ty I& IgG GMC (PCV15/PCV13) = 1.2 d6i v&i ty 16 19G GMC (PCV15/PCV13) =2
2 1 a4 FEE
Sau liéu 3 (3 liéu co ban trong liéu trinh 3+1) 10 1 | | o
Sau liéu 3 (3 lieu co ban, liéu trinh 3+1)
EI 1.08 2
5 | E
o 11 e 4.91
3 Q 5]
O o
= O
=

0.62
-0
~Typ
huyet thanh
Ty s6 GMC

Y nghia Iam sang cla tinh wu viét co y nghia théng ké ctia PCV15 so véi PCV13 vé kha nang sinh mién dich déi véi huyét thanh nhém 3 van chwa dwoc két luan
ClI = confidence interval; GMC = geometric mean concentration; IgG = immunoglobulin G; PCV13 = 13-valent pneumococcal conjugate vaccine; PCV15 = 15-valent pneumococcal conjugate vaccine;
1. Lupinacci R et al. Vaccine. 2023;41(5):1142-1152.

O (o]

~Typ S
huyét thanh X
o

s X (o}
(PCVTl”SIS,ch\;,'\l/'; 1.73 (PCV15/PCV13) 92.03 29.50 °©
(95% C|) (1.61, 1.87) (950/0 C|) (83.47,101.47) (26.16, 33.26) g

o

o

®PCV15 PCV13 ®PCVi15 PCV13 L>J
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OPA CUA PCV15 QUA NGHIEN CU’U BAT CAU VOI PCV13

HOCHIMIN

PNEU - PED 3+1

G HCITY
SOCIETY OF RESPIROLOGY

Assessment of functional antibody by OPA GMTs at 30 days PD3.

Shared serotypes V114 [N = 176) POW1E (N = 168)

n Observed response 95 % Cl n Obzerved response 95 X 1
1 170 56.9 [46.1, 70.3) 162 78.3 (61.5 99.5)
3 169 2847 [253.5, 319.3) 158 2106 [ 188.2, 235.7)
4 169 1304.8 [1135.6, 1494.0) 159 15667 (1381.8, 1776.4)
5 171 3BT A4 [315.0, 476.3) 162 510.8 (4159, G27.2]
GA 171 20721 [1787.5, 2401.9) 159 27434 (236E.1, 3178.2)
GE 169 19325 [1612.1, 2316.4G) 1GO 19637 (16049, 2402.8)
7F 170 4973.2 [4277.6, 37E1.R) 158 733511 (G181.8, 8703.5)
o 168 12173 (10402, 1424.8) 162 1534.1 i 1305.5, 1802.8)
14 167 2400.7 [1980.8, 2909.G) 1GO 1853.1 (1511.2, 2272.5)
18C 171 1171.2 [1022.7, 1341.4) 162 13302 11583, 1527.5)
194 171 B41.3 [716.0, 988.6) 1G2 14007 (12055, 1627.4)
19F 171 7039 (G142, BOG.G) 162 8506 (7445, 971.9)
23F 167 20789 [1779.2, 2428.9) 158 36688 (30692, 4385.6)
V114 unigque serobypes
22F 170 18493 [1a06.9, 2128.2) 135 0.1 (7.8, 10.4)
33F 170 22626 [G585.3, 10367.1) 155 119.6 (83.2, 171.8)

VN-PVC-00299 02012026

1. A phase 3, multicenter, randomized, double-blind, active-comparatorcontrolled study to evaluate the safety, tolerability, and immunogenicity of a 4-dose regimen of
V114, a 15-valent pneumococcal conjugate vaccine, in healthy infants (PNEU-PED) Robert Lupinacci —Vaccine Volume 41, Issue 5, 27 Jan 2023, Pages 1142-1152 - &g;ug
https://doi.ora/10.1016/.vaccine.2022.12.054 SR 2025



https://www.sciencedirect.com/journal/vaccine
https://www.sciencedirect.com/journal/vaccine/vol/41/issue/5
https://doi.org/10.1016/j.vaccine.2022.12.054

PHAN NG BAT LOI CUA PCV15 # PCV13

Any adverse events in healthy pneumococcal vaccine-naive infants.

PCV15 PCV13 d
Study Doses Events Total Events Total Risk Ratio RR 95%-Cl W t
Banniettis 2022 7-11 months 2+1 49 64 50 64 098 [0.81;1.18] 0.1%
Banniettis 2023 3+1 1840 1965 404 433 = 1.00 [0.98;1.03] 5.1%
Benfield 2023 2+1 591 595 592 594 1.00 [0.99; 1.00] 60.4%
Bili 2023 G5 vs. G1 3+1 163 179 168 179 — 097 [091;1.03)] 1.1%
Greenberg 2018 Adjuvanted 3+1 349 368 354 376 e 1.01 [0.97;1.04] 3.3%
Lupinacci 2023 3+1 805 858 790 855 S M 1.02 [0.99;,1.04] 6.0%
Martinon-Torres 2023 2+1/3+1 555 587 550 591 “+— 1.02 [0.99;1.05] 4.6%
Platt 2020 Lot 1 + 2 3+1 674 697 332 347 -y 1.01 [0.98;,1.04] 58%
Suzuki 2023 3+1 342 347 342 346 - 1.00 [0.98; 1.01] 13.6%
Random effects model 5368 5660 3582 3785 1.00 [0.99; 1.01] 100.0%
Prediction interval i [0.99; 1.01]
Heterogeneity: 1?=0%, * =0, p=074 ! ' !

09 1 11

Favours PCV15 Favours PCV13

VN-PVC-00299 02012026

I,
G. Wagner et al., Immunogenicity and safety of the 15-valent pneumococcal conjugate vaccine — systematic review & meta-analysis (npj Vaccines 2024). %ﬁ‘:k{é 2025
& o



PHAN NG BAT LOI NGHIEM TRONG CUA PCV15 # PCV13

PCV15 versus PCV13: Any serious adverse events in healthy pneumococcal vaccine-naive infants.

PCV15 PCV13 v&

Study Doses Events Total Events Total Risk Ratio RR 95%-ClI -
Banniettis 2022 7-11 months 2+ 1 7 64 5 64 % . 140 [047;418] 1.7%
Banniettis 2023 I+1 192 1965 45 433 - 0.94 [0.69;1.28) 21.3%
Benfield 2023 2+1 30 595 28 594 —— 1.07 [0.65;1.77) 8.0%
Bili 2023 G5 vs. G1 I+ 21 179 21 179 . 1.00 [0.57;1.77) 6.2%
Greenberg 2018 Adjuvanted 3+1 25 368 29 376 amm— 0.88 [0.53;147] 7.6%
Lupinacci 2023 I+ 88 858 81 855 - 1.08 [0.81;1.44] 245%
Martinon-Torres 2023 2+1/34+1 57 587 70 591 — 1 0.82 [0.59; 1.14] 18.4%
Platt 2020 Lot 1 + 2 3+1 37 697 15 347 M 1.23 [0.68;221] 59%
Suzuki 2023 3+1 24 347 23 346 —— 1.04 [0.60;1.81] 6.6%
Random effects model 481 5660 317 3785 0.99 [0.86; 1.14] 100.0%
Prediction interval ; [0.83; 1.17)

Heterogeneity: I = 0%, * = 0, p = 0.94
05 1 2
Favours PCV15 Favours PCV13

VN-PVC-00299 02012026

N
o
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G. Wagner et al., Immunogenicity and safety of the 15-valent pneumococcal conjugate vaccine — systematic review & meta-analysis (npj Vaccines 2024). %‘:
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NGHIEN CU’U VE HIEU QUA U'O'C POAN CUA PCV15

S dung md hinh toan dé dw doan tan suat mac cac serotype trong PCV7, PCV13-NonPCV7 va
serotype 3 trong giai doan 2020-2040 & tré em dw¢i 12 thang néu dwoc s dung PCV15: 2+1, PCV20:
2+1 va PCV20:3+1

— Két qua
Cac bién dau vao chinh

0-1|PCV7 0-1|PCV13 non-ST3 non-PCV7 0-1|ST3
- en o g 15 g 15 - g 15
D@ liéu nam 2000-2019 2 2 ———— 2
) 8 10 8 10 ] 8 10
8 8 % 8
Table 2 Vaccine effectiveness inputs by serotype class ’g 05 Ve ‘g 05 1 ‘g 05 \ — =
PCV7 PCV13-non- ST3 0.0 ] 00 ] 00 4
PCV7-nonST3 ‘ 2020 2025 2030 2035 2040 2020 2025 2030 2035 2040 2020 2025 200 2035 2040 __ PCV{5 (2+1)
Calibration period  92.9% 86.3% 44% POVREY)
o o 0-1|PCV7 0-1| PCV13 non-ST3 non-PCV7 0-1/ST3 — PCV20 3+1)
Projection period g 400 = ] g 100 - p 3 20 MRS
® ® ®
PCV15,2+1 96.4%  84.4% 94.03% g 30 g g O
Q g e & -20
PCV20,2+1 62.3% 63.6% 40.07% 3 200 E 40 8 i
PCV20,3+1 863%  78.8% 60.04% g g2 b, 8 o
PCV 1 conj i T § o L § T )
C pncumococca con)ugatc vaccine, S SCI’Otpr 2 2 -20 1 2
*Source: Ryman etal (2024) [16, 37] 2020 2025 2030 2035 2040 2020 2025 2030 2035 2040 2020 2025 2030 2035 2040

PCV15: 2+1% | Giamtilé mac IPD breakthrough I&n t&i 89% @& tré nhd nhi, véi sw giam manh
' J_ nhéat tir 0.45 ca -> 0.05 ca/ 100.000 ngwdi mac IPD trén serotype 3
7

VN-PVC-00299 02012026

* Hién tai, & Viét Nam, PCV20 chwa dwoc phé duyét chi dinh cho nguwoi dudi 18 tudi. L,]\&

1. Bakker KM, et al. PCV13-Serotype Breakthrough Pneumococcal Disease in Infants Receiving High-Valency Conjugate Vaccines: Population-Level Modeling in France. Infect Dis Ther. 2025 Apr;14(4):753-764. %{t ‘g‘, 2025
2. European Medicines Agency. Prevenar 20 (previously Apexxnar)-H-C-005451-11-0012 : EPAR - Assessment report - Accessed June 4, 2024 3

3. Mohanty S, et al. Incidence of pneumococcal disease in children < 48 months old in the United States: 1998-2019. Vaccine. 2024.
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Tré em dwéi 1 tudi dé mac bénh do phé cau khuan, dac biét 14 cac
serotype doéc lwc cao gay viém mang nao, nhiém trung huyét va/hoac
viém phoi nhap vién.

Tré 6-12 thang: Khang thé truyén tr me gidm dé mac bénh phé cau xam lan
nén can duoc tiém vac xin dé dat dwoc mién dich sau 3 liéu co ban

PCV15 tao mién dich virng manh & bao vé sé&m déi v&i 15 serotype
sau cac lieu co ban, nong dé khang thé va OPA cao & serotype 3.

WHO: Tam quan trong cua viéc danh gia khong chi sO lwong serotype
ma con kha nang sinh mién dich phai dwo'c dam bao

VN-PVC-00299 02012026
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HOI NGHI HO HAP NHI VIET NAM 2025
Vi HO1 THO DIU £M CUA TRE THO

CAM ON QUY DONG NGHIEP PA THEO DOI!

VN-PVC-00299 02012026
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Thong tin an toan chon loc

CANH BAO VA THAN TRONG KHI DUNG THUOC

Truy xuat nguén goc: Tén va sb 16 ciia sdn phdm dwoc s dung phai dwoc ghi rd trong hd so.
 BPwong dung: Khong dwoc tiém vao mach mau.

«  Phan (rng phan vé: Can phai ludn c6 san cac phwong tién diéu tri va gidm sat y khoa thich hop trong trwdng hop
xuat hién bién c6 phan vé hiem gap sau khi tiém vac-xin.

- Bénh |y dang mac: Nén hodn lai viéc tiétm ching & nhirng nguw®i dang bi bénh sét cao cap tinh hodc nhiém khuan
cap tinh. Khéng nén tri hoan viéc tiém ching do dang mac nhiém khuan nhe va/hoac sot nhe.

- Giam tiéu cau va rdi loan déng mau: Clng nhw vé&i cac dang tiém bap khac, can than trong khi dung vac-xin nay
cho nhi*ng ngwdi dang diéu tri chéng ddng méau hodc cho nhirng ngudi bi gidm tiéu cau hodc bat ky rdi loan déng
méau ndo nhw bénh wa chay mau (hemophilia). Chdy mau hodc bam tim c6 thé xay ra sau khi tiém bap & nhirng
nguwoi nay.

- Ngwng thé & tré so sinh thiéu thang: Nguy co c6 thé xay ra ngwng thé va can theo déi hd hap trong 48-72 gi® khi
thwe hién lich tiém co ban cho tré so sinh rat non thang (sinh dwdi 28 tuan tudi thai) va dac biét déi véi nhirng tré c6
tién st hé hd hap chwa trwdng thanh. Vi loi ich cla viéc chiing ngtra 1a cao & nhém tré so sinh nay, n6i chung khéng
nén tlr chdi hodc tri hoan viéc tiém ching.

Thong tin ké toa PCV15

VN-PVC-00299 02012026



Thong tin an toan chon loc

CANH BAO VA THAN TRONG KHI DUNG THUOC

« Ngwe&i bi suy giam mién dich: Nhirng nguoi bi suy gidm mién dich, cho du do st dung liéu phap tc ché mién dich,
khiém khuyét di truyén, nhiém vi-rat HIV hoac cac nguyén nhan khac, cé thé bi giam dap ng khang thé doi voi tao
mién dich chd déng. Hién c6 di¥ liéu vé dd an toan va tinh sinh mien dich ciia PCV15 doi v&i nhirng nguwoi bi bénh té
bao hinh ludi liém hoac bi nhiem HIV (xem phan Bac tinh dwoc lwc hoc). Khéng c6 dir liéu vé dé an toan va tinh sinh
mién dich cida PCV15 d6i v&éi nhirng nguwdi thudéc cac nhdm bi suy giam mién dich dac biét khac (vi du ghép té bao
goc tao mau) va viéc tiém chuing can dwgc xem xét trén co s& tirng ca nhan.

- Sw bao vé: Cling nhw v&i bat ky loai vac-xin nao, tiém ching bang PCV15 c6 thé khdng bao vé cho tat ca nhirng
nguwdi dwoc tiém vac-xin. PCV15 sé chi bao vé chong lai cac typ huyét thanh cua Streptococcus pneumoniae co trong
vac-xin.

- Strdung & tré em: Do an toan va hiéu qua ctia PCV15 & tré nhé dwdi 6 tuan tudi chwa duwoc xac dinh.

« Natri: Thubc nay chira it hon 1 mmol natri (23 mg) méi liéu, t&rc 14 vé co ban ‘khéng c6 natri’.

Thong tin ké toa PCV15

VN-PVC-00299 02012026



Thong tin an toan chon loc

TAC DUNG KHONG MONG MUON

Tré so sinh va tré em tir 6 tuan tudi dén dwéi 2 tudi: Cac phan (rng c6 hai thwéng gap nhét la st = 38°C (75,2%),
dé bj kich thich (74,5%), bubén ngt (55,0%), dau tai ché tiém (44,4%), ban dd tai ché tiém (41,7%), gidm cam giac
thém an (38,2%), cirng tai chd tiém (28,3%) va swng tai chd tiém (28,2%). Phan I&n cac phan (rng c6 hai ghi nhan
dwoc la nhe dén trung binh va thei gian ngan (<3 ngay). Phan &ng nghiém trong xay ra & <3,5% tré so sinh va tré em
sau bét ky liéu ndo, ngoai trir tinh trang dé bj kich thich xay ra & 11,4% ngu®i tham gia.

Tré em va thanh thiéu nién tir 2 dén dwéi 18 tudi: CAc phan &ng cé hai thwdng gdp nhét [a dau tai ché tiém
(54,8%), dau co (23,7%), swng tai chd tiém (20,9%), ban dé tai chd tiém (19,2%), mét méi (15,8%), nhirc dau (11,9
%), cirng tai chd tiém (6,8%), va sét = 380C (5,6%). Phan I&n cac phan &ng c6 hai ghi nhan dwoc 1a nhe dén trung
binh va thdi gian ngan (€3 ngay); phan (rng nghiém trong xay ra & <4,5% tré em va thanh thiéu nién.

Ngwoi Ién tir 18 tudi trér |1én: Cac phan (rng bat loi thwdng gap nhat 1a dau tai ché tiém (64,6%), mét mai (23,4%),
dau co (20,7%), nhirc dau (17,3%), swng tai chd tiém (16,1%), ban dé tai chd tiém (11,3%) va dau khép (7,9%) (Bang
1). Pa sb cac phan &ng bat loi dwoc thu thap 1a nhe va trong thdi gian ngan (< 3 ngay); cac phan &ng nang xay ra &
< 1,5% nguwi I&n trong chwong trinh thir nghiém lam sang.

Thong tin ké toa PCV15

VN-PVC-00299 02012026
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