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Ca lam sang nhiém RSV & ngudi I&n tudi cé bénh nén
YEu t6 nguy co nhiém RSV

Ganh nang va tac dong 02 chiéu khi nhiém RSV & nhitrng bénh nhan cé cac bénh Iy man tinh di
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Ca lam sang nhiém RSV & nguai I&n tudi cé bénh nén
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) Ca bénh RSV

Nhap vién 09/2024 (Vinh Long):

* N, 67 tudi

Tién sir:

* Thoai hda cot song

Xét nghi¢m Két qua
(Test) (Results)
XN SINH HQC PHAN TU
(Laboratory test)
Xét nghiém VSV giy nhiém khudn ho hip- Panel
| (cam A; cim B; RSV A; RSV B; Flu A-HI;
Flu A-H1pdm09; Flu A-H3Kit) bing Real-time P
o AMTINH/
.. Virus Cam A NEGATIVE
o AMTINH /
.. Virus Cam B NEGATIVE
AMTINH/
RSV A MNEGATIVE
l AM TINH /
.. Virus Cim A-HI NEGATIVE
o AMTINH /
.. Virus Cam A-HI pdm09 NEGATIVE
o AMTINH /
.. Virus cam A-H3 NEGATIVE

Ca lam sang do BCV cung cép

Ho dam trang 5 ngay. Tang ho dam, khé tha, kho khé—>
CC - khang sinh + tan dam uéng 3 ngay. Vao vién
trong tinh trang suy ho hap

Ti€p xtic cham, M 91, HA 14/8, T 37, NT 23. SpO2 88%.
Kho khé. Thé co kéo. Ran ngay rit lan toa.

&t nahiam Phé&t miii PCR da tac nhan hé hap: RSV B (+). C8y dam
ghie AB 1074. PCT 0.05; CRP 21. BC 8.8: 71% N.

Viém phéi RSV B ¢6 thé kém nhiém trung AB bién

Chandoan chirng suy hé hap giam oxy, rung nhicon

Diéu triva Oxygen 2 l/p mii. Pip/Tazo 7 ngay + oseltamivir 3
ngay. Salbu/lpra/Bude khi dung.

két cuc
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Yéu t6 nguy co’ nhiém RSV
- L&'n tudi
- Bénh déng mac

CSK



p- RSV 1a mét loai virus c6 kha ning lay lan rat cao

Lay truyén Theo mua

*  Theigian dién tién cha dich RSV 1a khodng 5 thang khong phan biét

RSV lay truyén qua dudng hd hap do hit phai hoac khu vie dia ly, nhung thoi diém xay ra dich RSV
ti€p xtc voi dich ti€t dwong ho hap cla nguoi bi (nhu duoc trinh bay bén dudi theo cac thang cao diém) cé suw khac
nhiém bénh! nhau gilra cdc ving 6n d&i va nhiét di.67

Northern Hemisphere®

00 -, RSV c6 thé |ay lan trong ho gia dinh? Temperate zone Tropical zone
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RO ~ 3 Peak month Peak month

—1 | Observations /Curve fitting*

R, estimate = 2.82 (at peak timing)
Infected person R, estimate = 3.02 (on last week)

«  Cac bién phap gidm thiéu COVID-19 da tac dong dén sw lwu
hanh theo mua ciia RSV, nhwng hién nay tinh trang nay da tr&

Nhitng ngudi bi nhiém bénh thudng lay lan cho nguoi khac trong vong 3-8 ngay;!tuy
lai binh thuwdng8-"

nhién ngudi 1&n tudi cd thé phat tan virus trong thi gian dai hon 4>

p— *Meaning that, in a fully susceptible population, on average each infected person infects three other people
S K The graphs are reproduced from Bloom-Feshbach K et al. 20138 where they were published, free of copyright, under Creative Commons CCO public domain dedication
U For references please see notes page
For GSK internal use only



:
p- C4u triic RSV

RSV la m6t virus RNA soi don, co vo boc, virus RNA soi don &m !

Céc giai doan dau cla nhiém trung dwoc thuc day béi hai glycoprotein pé mat F va G: 2
Glycoprotein F la thanh phan khang nguyén chinh cua hau hét cac vac xin phong RSV

F: protein hop nhat bé mat Protein F ciing trung gian hop nhat gilra cac té bao
« Can thiét cho sy xam nhap cla khong 16 goi 1a hop bao (syncytia).*

virus 23
- Diéu hoa qua trinh hoa mang @ Q@ 0
' gitra vo vi rat va té bao biéu mo @ @ Q
dwong hd hap 4
«  Twong déng cao gitra cac
ching RSV-A va RSV-B®

Q@

@ Syncytium

\ G: glycoprotein bam dinh RSV c6 hai nhdm khang nguyén: :

(attachment glycoprotein)

- Gan vao cac té bao cé léng

chuyén cta dwérng hé hap 2

- Thay déi khac nhau gitva Sw khéc biét khang nguyén phan 1&n 1a do bién
RSV-A va RSV-B 56 dbi & protein G. 27

....................................

1 %

....................................

The image of RSV has been independently created for GSK based on information in Battles MB, McLellan JS. Nat Rev Microbiol 2019;17:233-245
1. Rima B et al. J Gen Virol 2017;98:2912—-2913; 2. McLellan JS et al. Curr Top Microbiol Immunol 2013;372:83-104; 3. Graham BS et al. Curr Opin Immunol 2015;35:30-38;
G S K 4. Tian J et al. J Gen Virol 2013;94:1691-1700; 5. Mejias A et al. Ann Allergy Asthma Immunol 2020;125:36-46; 6. Sullender WM. Clin Microbiol Rev 2000;13:1-15; 7. Battles
MB, McLellan JS. Nat Rev Microbiol 2019;17:233-245 8

For GSK internal use only



Nhiém RSV thworng dwoc coi 1a bénh & tré em nhwng lai gay ra ganh ning
dang ké & nguei lon.

Ganh nang bénh hang nam cua RSV & Hoa Ky

RSV la nguyén nhan nhap vién
hang dau & tré nhé

RSV la nguyén nhéan chinh gay nhap
vién va ttr vong & ngw®i I&n tuoi

O tré em < 5 tudi: O ngwoi I&'n tudi 265 tubi:

58000—80000 ca nhap vién 60000—1 60000 ca nhap vién 2

~2,1 triéu lwvot kham ngoai tru

||l'.
-
. s

Kham ngoai tri va cap ctru & nguoi
l&n chwa dwoc chu trong dung mare do
thiéu giam sat va bao cao

6.000-10.000 ¢t vong 2

S,
il

—

1 00—300 ter vong '

Ty 1& nhap vién va t& vong do RSV & ngudi I&n tudi cao hon dang ké so vai tré em?:2

ED, emergency department

1. National Foundation for Infectious Diseases (NFID), 2023. Respiratory Syncytial Virus (RSV) https://www.nfid.org/infectious-disease/rsv/; 2. Centers for Disease Control and Prevention. 2024. RSV in Older Adults
and Adults with Chronic Medical Conditions. RSV in Older Adults and Adults with Chronic Medical Conditions | RSV | CDC. All URLs accessed June 2024.

Théng tin Khoa hoc danh cho ngudi hanh nghé kham bénh, chiva bénh, ngudi hanh nghé duwgc.CODE: NX-VN-ABX-PPTX-250007. ADD 05/2025.


https://www.nfid.org/infectious-disease/rsv/
https://www.nfid.org/infectious-disease/rsv/
https://www.nfid.org/infectious-disease/rsv/
https://www.cdc.gov/rsv/older-adults/?CDC_AAref_Val=https://www.cdc.gov/rsv/high-risk/older-adults.html
https://www.cdc.gov/rsv/older-adults/?CDC_AAref_Val=https://www.cdc.gov/rsv/high-risk/older-adults.html

} Tudi cao va su hién dién cia mot sd bénh dong mac lam gia tang nguy co mac
bénh RSV muc d6 nang

Cac yéu t6 lién quan dén gia ting nguy co' mac bénh RSV mirc dd ning

28 N Y 4

—/

Tudi cao® 3 Bénh déng macl2-5 Hé mién dich ~ M©ot s6 diéu kién séng

Cu thé 1a nhitng nguoi Bao godm bénh tim (vi du: suy bi suy yéu'? nhat dinh357
tlr 65 tudi tr& Ién - tim, CAD), bénh phéi (vidu: Cac tinh trang gay . Tinh trang kinh t& x3 hoi
hen, COPD), dai thao duongva suy giam mién dich va viéc cw tru tai vién
bénh than man tinh dudng l3o

Trong s6 nhitng ngudi I&n 260 tudi & Hoa Ky phai nhap vién do RSV, ~96% c6 =1 bénh nén*2

*Bénh phdi man tinh, bao gdm hen; bénh chuyén héa man tinh bao gdm dai thdo dudng; réi loan mau hoidc bénh hemoglobin; bénh tim mach; réi loan than kinh; cac tinh trang gay suy giam mién dich; bénh than; bénh duong tiéu héa hodc gan; bénh Iy thap
khép, ty mién hodc viém; béo phi; phu thudc vao 8ng thong an; va phu thudc vao xe lan
CAD (coronary artery disease): Bénh dong mach vanh; CKD (chronic kidney disease): B&nh than man tinh; COPD (chronic obstructive pulmonary disease): Bénh phdi tdc ngh&n man tinh; HF (heart failure): Suy tim
1. Centers for Disease Control and Prevention (CDC), 2024. RSV in Older Adults. https://www.cdc.gov/rsv/older-adults/ (accessed November 2024); 2. Havers FP et al. MMWR Morb Mortal Wkly Rep 2023;72:1075-1082;
G S K 3. Njue A et al. Open Forum Infect Dis 2023;10:0fad513; 4. Branche AR et al. Clin Infect Dis 2022;74:1004-1011; 5. Wyffels V et al. Adv Ther 2020;37:1203-1217; 6. Goldman CR et al. Public Health Rep 2022;137:929-935;
7. Branche AR et al. J Infect Dis 2024:jiae424 10



https://www.cdc.gov/rsv/older-adults/
https://www.cdc.gov/rsv/older-adults/
https://www.cdc.gov/rsv/older-adults/

} Ti 1& nhap vién va két cuc nang do RSV cao hon & nhitng nguei c6 bénh dong
mac

Nghién ctru tién clru vé tinh trang nhap vién do RSV & hai vung cua Tiéu RSV-NET: Gidm st dwa trén dan s6 & ngudi Ién 260 tubi nhap vién do RSV
bang New York, Hoa Ky, 2017-2020 (N=1099)! trén 12 tiéu bang Hoa Ky, 2022—-2023 (N=1.634)*2

V&i bénh nhan =50 tudi d3 nhap vién, ti s6 ti sudt mac bénh do RSV &
nhédm cé bénh d6ng mac la cao hon so véi nhém khéng cé bénh déng

Cac bénh ly co ti lé hién dién cao hon cé y nghia & nhém bénh nhan

c6 két cuc ndng so v&i nhdm khéng cé két cuc nang:$
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Bénh phoi tac nghén Cac bénh pho6i man Suy tim
= ‘ man tinh tinh khac, ngoai COPD (41,2% so va&i 31,4%;
2 (40,0% so véi 32,0%; va hen P=0,01)
P=0,047) (9,1% so v&i 4,4%;

0 T T T T 1 P=0'04)
Hen CcopPD CAD Suy timt bdi thao duong
Biéu do duworc tao doc 1ap cho GSK tir dit liéu goc )
*Ti 56 ti 1é méc gitta nhitng ngudi cé bénh ddng mac so vai nhitng ngudi khdng cé bénh déng méc, tinh riéng trén tirng bénh déng méc, & dan s& sinh séng trong khu vurc giam sat; TNguoi Idn 260 tudi (ti s6 ti sudt méc bénh & ngudi Ién 240 tudi:

G S K 4,0~18,8); *Nghién ctru gidm sat dwa trén dan s6 d6i vai cac ca nhap vién do RSV tai ~300 bénh vién & 58 quan trén 12 tiéu bang, chiém ~9% dan s& Hoa Ky; 5Két cuc ndng dwoc xac dinh 13 phai nhap ICU, thd may va tir vong ndi vién

CAD (coronary artery disease): Bénh dong mach vanh; COPD (chronic obstructive pulmonary disease): Bénh phdi tac ngh&n man tinh; HF (heart failure): Suy tim; RSV-NET: Respiratory Syncytial Virus—Associated Hospitalization Surveillance Network 11

1. Branche AR et al. Clin Infect Dis 2022:74:1004-1011; 2. Havers FP et al. Am J Transplant 2023;23:2000-2007



Ganh nang cua RSV ¢ nhirng bénh nhan
co cac bénh ly hé hap man tinh

CSK



Nguwd'i I&n mac bénh vé duwdng hé hap cé kha nang phai nhap vién
do RSV cao hon so v@i nguoi In khoe manh

1. M6t nghién clru tién ciru Ién & hai vung cda Tiéu bang New York, Hoa Ky, 2017—2020;
N=1099 ca mac!

2. RSV-NET —nén tang gidm sat ti [& nhap vién dwa trén dit liéu dan s6 cla 12 tiéu bang

Ba nghién clru
wéc tinh ti lé

nhap vién lién (~8,6% dan s6 Hoa Ky), mua RSV 2017-20182
quan dén RSV: 3. Tai hai bénh vién cdng & Auckland, New Zealand, 2012-2015; N=281 ca mac3
Bénh dong Tudi, Tis6 tisuat  Tiso ti suat da hiéu chinh Ti 6 ti sudt mac bénh . .
g . P j i Ti 18 mac trén 100.000 ngudi (Cl 95%)3+
mac nam mac bénh'- * (C195%)%*.1 (C195%)3*+ i g ( ‘)
18-49 3,2-5,6 - - 0 50 100 150 200
50-64 6,3—6,4 5,8(3,7,9,3) 9,6 (6,2, 14,8) 50-64 tudi
.. 65-80 tudi
>65 3,5-13,4 65'74 tuo: 4,2 (2.7, 6,7) 65 —80 tudi: 9,7 (6,3, 14,9)
275 tudi: 4,2 (2,7, 6,6) m Khong COPD  m COPD
18-49 2,0-2,4 - 6,7 (4,1, 11,0) 0 50 100 150 200
50-64 2,3-3,6 3,3(2,1,5,1) 7,6 (4,9, 11,6) 18-49 tucfi
50—64 tudi
65-74 tuédi: 3,3 (2,0, 5,9) o 65-80 tudi
2 - - :
265 2,3-2,5 >75 tudi: 2,9 (1,5, 6,2) 65-80 tu6i: 8,2 (5,5, 12,2) mKhénghen  mHen

Bang va biéu d6 dugc tao doc 1ap cho GSK tir dit liéu géc

*Ti 50 ti 1& méc gitra nhitng ngudi cé bénh ddng mac so véi nhitng ngudi khdng cé bénh dong méc, tinh riéng trén tirng bénh déng méc, & dén sé sinh séng trong khu vurc giam sét; 'Ti 1é nhap vién do nhiém RSV da xac nhan can 1am sang c6 tinh dén truong hop phat hién chua

day dd cac ca nhiém RSV & ngudi Ién nhap vién cling nhu cé tinh dén d6 nhay clia cac xét nghiém chan dodn; céc ti 1& nay khong bao gom dén s6 sdng tai vién dudng |30 va cac co s& cham séc dai han. Ti s& ti sudt d3 hiéu chinh dwoc suy ra tir cdc mo hinh Poisson tong quat st

dung céc phuong phap moé phong Monte Carlo va d3 duoc hiéu chinh theo gidi tinh, chliing téc va nhém dan tdc; *Da dugc hiéu chinh theo d6 tudi va dan toc

Cl (confidence interval): Khoang tin cay; COPD (chronic obstructive pulmonary disease): B&énh phdi tic ngh&n man tinh; RSV-NET: RSV-Associated Hospitalization Surveillance Network
G S K 1. Branche AR et al. Clin Infect Dis 2022:74:1004-1011; 2. Woodruff RC. Chronic Conditions as Risk Factors for RSV-Associated Hospitalization. Presented at ACIP February 29, 2024. https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf

(accessed November 2024); 3. Prasad N et al. Clin Infect Dis 2021;73:e158-163

13


https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-02-28-29/03-RSV-Adults-Woodruff-508.pdf
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} Nhiém RSV lam tang nguy co bién chirng va tlr vong &
ngwoi ln mac COPD

Tim ki€m tai liéu c6 hé thdng danh gia ganh n3ng ciia RSV & ngwd'i In 218 tudi mac COPD
tai cac qudc gia c6 thu nhap cao (2000-2023, 25 nghién ciru)*

Ti 1é bénh nhdn COPD nhép vién gap bién chirng lién quan dén RSV:

Dot c4p COPD13

56,8%—283,0%

Nhap ICU4

17,9%

Tk vong*®

2,8-17,8%

Thd may*?

9,0-21,1%

*Phan |&n cdc nghién clru dugc thuc hién tai Hoa Ky va tap trung vao bdi canh diéu tri ndi trd, chi cé mot sé it nghién clru xem xét dén bénh nhan ngoai tru hodc ca hai bdi canh
COPD (chronic obstructive pulmonary disease): Bénh phdi tdc ngh&n man tinh; ICU (intensive care unit): Khoa hdi strc tich cuc
G S K 1. Ackerson B et al. Clin Infect Dis 2019;69:197-203; 2. Tseng HF et al. J Infect Dis 2020;222:1298-1310; 3. Mehta J et al. COPD 2013;10:293-9; 4. Mulpuru S et al. Influenza Other Respir Viruses 2022;16:1172-1182;
5. Wong SS et al. AIR Am J Roentgenol 2014;203:280-286; 6. Hamalainen A et al. BMJ Open 2022;12:e060805 14



} Nhiém RSV dai dang & bénh nhan COPD cé lién quan dén sw suy
giam nhanh chirc nang phoi

Nghién ctru tién ciru danh gia hau qua cua viéc nhiém RSV dai

dang & ngwdi In mac COPD sau 2 nam (N = 74)’

Moi quan hé giira md hinh phat hién RSV va sw suy

giém FEV1 trong suot thoi gian nghlén cwru* Xét nghlém Iép |a| cho két CIUé dU’O’ng

1.2 P z.q . X P Z A
tinh voi RSV (nhiém man tinh) co lién
quan dén toc dé giam FEV, nhanh hon
et [ va cac théng s6 viém cao hon & bénh
o T nhan co tinh trang COPD 6n dinh'
1 e a
L e /
T gy, / B&o cao GOLD 2024 ghi nhan ring
ey e - dan so ngwei 1én c6 nguy co’ cao
S e, ~..~ RSVthap x z n . n o
.y Ty nhat mac bénh RSV mirc do nang
o8 (T L . bao A S0 & A Re=
e gbm: ngwdi mac bénh phoi
man tinh, bénh tim man tinh, ngudi
0.7 bi suy giam mién dich, va nguoi
0 1.0 2.0 dang sinh song tai vién dudng lao

R hoac cac co s& cham soc dai han?

Buoc sao chép tir Wilkinson TMA, et al. Am J Resp Crit Care Med 2006;173:871-876 theo cac diéu khoan trong théa thuan vé cac quyén cong b gitra GSK-Hiép héi 16ng ngwc Hoa Ky.

* Cac dwéng dam biéu thi su suy gidm FEV, véi sai sb chuép doi v&i RSV thap (£50% mau dom cé két qua PCR dwong tinh véi RSV) va RSV’cao (>50% mau dc‘yrq c6 két qua PCR dwong tinh v&i RSV). B
G S K COPD (chronic obstructive pulmonary disease): Bénh phédi tdc nghé&n man tinh; FEV , (forced expiratory volume in 1 second): Thé tich thé ra géng strc trong giay dau tién; PCR (polymerase chain reaction): Phan trng chudi

polymerase.

Y 1. Wilkinson TMA, et al. Am J Resp Crit Care Med 2006;173:871-876; 2. Global Initiative for Chronic Obstructive Lung Disease, 2024.
Global strategy for the diagnosis, management, and prevention of chronic obstructive lung disease, 2023, 2024. https://goldcopd.org/2024-gold-report/ (accessed November 2023).



N e ? “

} Nhiém RSV lam ting ti I tlr vong va cac bién chirng ndi vién & nguwdi Ion
mac hen

Tim ki€m tai liéu cé hé thong danh gia ganh nang cia RSV & ngwdi 1n 218 tudi mac hen

tai cdc qudc gia co thu nhip cao (2000-2023, 25 nghién ciru)*”
Ti 1& bénh nhan hen nhiém RSV phai nhap vién va gdp cac bién chirng?®
Két cuc 1dm sang nang®

(Pugc xac dinh 13 c6 yéu cau nhap ICU, thd may va/hodc tlr vong trong thoi
gian nam vién lién quan d&n RSV)

20,4%

Dot cap hen?3’

49,5%—-64,9%

T&r vong?*va tir vong ndi vién®*

2,5% va 4,3%

Thé may*

8,7%

*Phan I&n cac nghién ctru duoc thuc hién tai Hoa Ky va tap trung vao bdi canh didu tri ndi trd, chi cé mot s& it nghién ctru xem xét dén bénh nhan ngoai trd hodc ca hai bdi canh; TTrong s6 nhitng bénh nhan 260 tudi nhap vién; *T{r vong do moi nguyén nhan, xay ra tai moi dia diém
trong thoi gian ndm vién va trong vong 30 ngay sau khi xust vién
Cl (confidence interval): Khodng tin cay; ICU (intensive care unit): Khoa hoi strc tich cuc; IRR (incidence rate ratio): Ti s6 ti sudt méc bénh; OR (odds ratio): Ti s6 chénh
G S K 1. Penders Y et al. Increased burden of respiratory syncytial virus (RSV) disease in adults with asthma: a systematic literature review (SLR). Presented at ERS Congress, September 7-11, 2024, Vienna, Austria; 2. Tseng HF et al. J Infect Dis 2020;222:1298-1310; 3. Ackerson B et al.
Clin Infect Dis 2019;69:197—-203; 4. Wong SS et al. AJR Am J Roentgenol 2014;203:280-286; 5. Goldman CR et al. Public Health Rep 2022;137:929-935; 6. Hamaldinen A et al. BMJ Open 2022;12:e060805 16



Ganh nang cua RSV ¢ nhirng bénh nhan
co cac bénh ly tim mach (CVDs)

CSK



} Ti Ié nhap vién do RSV & nhirng ngwdi mac bénh tim mach Ia cao hon so véi
nguwoi lon khoe manh

Mot nghién ctru tién ciru quy md 1én wdc tinh ti 1€ nhap vién lién
quan dén RSV & hai khu virc cda Tiéu bang New York, Hoa Ky, 2017-
2020 (N = 1099 ca)

Ngwoi In mac bénh tim mach cé nhiéu kha nang phai nhap vién

do nhiém RSV hon so vé&i ngudi I6n khée manh khéng mac bénh tim mach

Ti s6 ti suat mac bénh & bénh nhan bj suy tim [a cao nhat trong s6 tat ca bénh dong
mac dwoc danh gia* & moi nhdm tudi, cao hon tir 4,0-33,2 [an so v&i bénh nhan
khong bi suy tim

49% v

c6 bénh tim mach né

Bénh dong mac Tudi (tinh theo ndm) Ti s0 ti suat mac bénh'

18-49 0,9-7,0*
Bénh tim mach 50-64 3,7-4,4
265 3,8-6,5
20-39 14,5-33,2
40-59 13,3-18,8
Suy tim
60-79 5,9-7,6
>80 4,0-5,4

Bang duoc tao doc 1ap cho GSK tir di liéu géc

G S K *cac bénh dong méc bao gom COPD, hen, dai thao duong, béo phi, CAD va HF; 'Ti s cho ti Ié gitta nhitng ngudi mic tirng bénh déng mac so vai nhitng nguoi khdng mac bénh nay trong dan sé clia khu vue gidm sat; *C6 it truong hop CAD dwoc bao cao & nhém tudi nay
CAD: Bénh dong mach vanh; COPD: B&nh phdi tdc ngh&n man tinh; CVD: Bénh tim mach; HF: Suy tim 18
Branche AR et al. Clin Infect Dis 2022:74:1004-1011



} RSV cé lién quan dén cac bién cé tim mach trong qua trinh nam vién

Nghién clru cat ngang phan tich di? liéu giam sat tir 12 tiéu bang trong 5 mua RSV (2014-2023)

dé wdrc tinh tan suat mac bién co tim cap tinh theo giai doan cé trong so?

Nguwai Ién 250 tudi bi nhiém RSV c6 xac nhan can lam sang *—

B Toan bd (N=6248) B Khéng cé CVD nén (n=2684)* m C6 21 CVD nén (n=3563)*
R 50 - 1/3 trong s6 nhirng nguei I'n >50 tudi cé
L bénh tim mach (CVD) nhap vién vi nhiém RSV
g 20 | da gép phai mét bién ¢ tim cap tinh (8,5% &
o) ~ \ e n ré ALY

nhirng nguoi khéng c6 CVD nén
e 35 33.0% sng & )
é-
s 307
b0
9 25 1
s
S 20 -
\E 15 - Cac bién c6 tim mach pho bién nhat & nguoi
{1} A by . ~ \ ~
2 10 4 I&n cé CVD nén la suy tim cap (25,3%) va bénh
: va ’ ~n N
e 5 tim thiéu mau cuc bo cap (10,2%)
0
>1 bién cd tim cdp tinh @
Biéu d6 duwoc tao doc lap cho GSK tir dit lidu géc
G S K *Bénh tim mach nén bao gdm tién s suy tim, bénh ddng mach vanh, rung nhi, bénh tim mach do xo vita ddng mach, bénh co tim, phinh déng mach chd, bénh tim bam sinh, hep van déng mach chi va cac bénh tim khac 19
CV: Tim mach; CVD: Bénh tim mach.

Woodruff RC, et al. JAMA Intern Med 2024:e240212.



} RSV c6 lién quan dén do't cap suy tim

Cac bénh dong mac & nhirng bénh nhan 260 tudi nhap vién do nhiém RSV tai

Kaiser Permanente Nam California, Hoa Ky, 2011-2015 (N=664)*

Tilé bénh nhéan bj
suy tim gap phai

Pai thao duong 38.6 (n=256) dot cap trong qua
trinh nhap vién
copp’ 35.4 (n=235) lién quan dén

RSV

Bénh tim thiéu

mau cuc b 32.4 (n=215)

Hen 28.6 (n=190)
Sa sut tri tué 12.2 (n=81)
Ung thu u dic bét ky 10.8 (n=72) Dot cap cla suy tim cd lién quan dén
0 10 20 20 0 < viéc tang ti lé tll:ll’ vo‘n.g trong trung han
] dén dai han
Bénh nhan c6 bénh déng mac (%) (aHR 1,86; Cl 95%: 1,11; 3,13)

Biéu d6 duoc tao doc lap cho GSK tir dit liéu géc
*Cac bénh dong méc da biéu hién trong vong mot ndm truwdce khi nhap vién; TCOPD, viém phé quan man tinh, hodc khi phé thiing

aHR: Ti s6 nguy co da hiéu chinh; CI: Khodng tin cdy; COPD: Bénh phdi téc ngh&n man tinh; HF: Suy tim.
Tseng HF et al. J Infect Dis 2020;222:1298-1310
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-

RSV c6 lién quan dén kha nang sdong con thap hon & nhirng bénh nhan bi suy

tim so

v@i nhirng bénh nhan khong bi suy tim

U'éc tinh ti I1é song con trong mot nam ké tir khi nhap vién do nhiém RSV

trong s6 664 ngudi I'n 260 tudi, KPSC, 2011-2015

100 —— Khdng cd suy tim luc ban dau
o5 —— Khong cé dot cap luc ban dau
— C6 dot cap luc ban dau
a0
85
g 80
e
%O 75
(7]
S 70
o
65
60
.—
55
p<0,001
50
0 3 6 9 12
S6 thang ké tir khi nhap vién
Nhém U'dc tinh s8ng con (S8 ngudi cd nguy co)
Khoéng c6 suy tim luc ban dau 90,4% (368) 87,2% (349) 83,4% (329) 79,6% (311)
Khong cé dot cap lic ban d4u 85,4% (135) 80,4% (126) 74,6% (117) 70,2% (109)
C6 dot cap lic ban d4u 79,6% (78) 68,4% (67) 63,3% (62) 57,1% (55)

CSK

Bidu d6 duwoc sao lai tir Tseng HF et al. J Infect Dis 2020;222:1298-1310, theo cac diéu khoan cla Gidy phép Ban quyén Hing nam clia GSK

HF: Suy tim; KPSC: Kaiser Permanente Southern California

Ti 1& s6ng con trong mot ndm duoc wdc tinh bang phuong phap Kaplan-Meier va ti 1& séng con gilta cac phan nhém dugc so sanh bing cach st dung kiém dinh log-rank
Tseng HF et al. J Infect Dis 2020;222:1298-1310

Nhirng ngudi cé dot cap suy tim
trong thdi gian nam vién do RSV cé

ti 1& séng con trong ngdn han va dai
han thap hon so v&i nhitng nguoi
khong cé dot cap

21



Ganh nang cua RSV ¢ nhirng bénh nhan
co cac bénh ly dai thao duwong

CSK



} Nguwoi bénh dai thao dwong (DTP) ¢6 nguy co cao hon bj dién tién nang khi
nhiém RSV so v&i ngweri khong mac BTP

BTD cd lién quan dén suy giam
chirc ning dang ké vé 1am sang
sau 6 thang ké tir khi nhap vién vi

|{§} RSV™**

Nhu cau diéu trj bang insulin
la moét yéu t6 nguy co phat triéen

RSV-ARI* & ngu®i bénh BTD? i

Nguwoi bénh BDTD cb nguy co cao gap

. o . 2. + o~ L° bién co6 1am sang nghiém trong (bao
T e Rsveoremorony [ T abmmapuengénioa obpciu v
i viém phoi) do nhiém RSVT so véi dién
tién nhe?
Nguwoi bénh mac BDTD va bénh than man O bénh nhan nhiém RSV, ting dwéng huyét
(CKD) c6 nguy co nhap vién vi RSV cao hon murc ddé cao hon (2120 mg/dL) dwoc xem la
so v&i nhirng nguwdi khédng mac hai bénh nay® yéu td nguy co’ dan dén bénh nang®8

G S K ARI, acute respiratory illness; CKD, chronic kidney disease; DM, diabetes mellitus; ED, emergency department 23
Please see slide notes for references and footnotes



Ngwdi mac PTD cé nhiéu kha nang phai nhap vién do RSV hon so v&i nguoi

khong mac PTD

Nguy co’ nhip vién lién quan dén RSV

Cdc nghién ctru dwoe trinh bay khéng thé so sdnh truc tiép

Nghién ctu (nhém tudi)
Prasad va cong su (18—49 tudi)
Prasad va cong su (65—80 tudi)

Branche va céng su (NYC) (18—49 tudi)
Branche va céng sv (Rochester) (18—49 tudi)
Branche va céng su (NYC) (265 tudi)
Branche va céng su (Rochester) (265 tudi)

Schubert va céng s (240 tudi)

Osei-Yeboah va cdng su (Pan Mach) (245 tudi)
Osei-Yeboah va cdng su (Scotland) (245 tuéi)

Woodruff va céng su (5064 tudi)*
Woodruff va céng su (65-74 tudi)*

Woodruff va céng sw (275 tudi)*

Hinh dnh duwoc GSK tao ddc lap tir dit liéu géc.

30

40

10

10

@
@
10 20
IRR (Cl 95%)
t @
1 3 4 5
OR (C1 95%)
= —
—o—i
1 3 4 5
RR (UR 95%)
—e—
——
1 3 4 5

aRR (Cl 95%)

10

IRR (Cl 95%)

5,6 (3,0, 10,7)
1,7 (1,13, 2,54)

11,43 (5,27, 24,81)
11,16 (3,45, 36,13)
2,35 (1,82, 3,04)

6,44 (2,06, 20,17)

OR (Cl 95%)
2,96 (1,07, 8,21)

RR (UR 95%)

2,3(1,9,2,9)
2,0(1,4,2,9)

aRR (Cl 95%)
2,8(1,9,4,1)
2,2(1,5,3,3)
1,6 (1,0, 2,6)

Loai nghién cru
Nghién clru gidm sat
dua trén dan s6

Nghién clru giam sat
dua trén dan s6

Phan tich doan hé hoi
clru

Nghién ctru mé hinh va
phan tich hdi ciru

Nghién clru gidm sat
duva trén dan s6

DTD c6 lién quan dén
ti Ié nhap vién do RSV
cao hon twr 1,7 dén
11,4 Ian so v&i nhirng
nguwoi khong mac BTD

*D{¥ liéu chi mang tinh so bd va chua dugc cdng bé. Dit liéu dugc thu thap tir Mang ludi Gidm sat Nhap vién lién quan dén RSV (RSV-Associated Hospitalization Surveillance Network/ RSV-NET), bao quét théng tin clia hon 300 bénh vién cip ctru, 58 quan tai 12 ti€u bang Hoa Ky. Ti s& ti sudt d& hiéu chinh duoc suy ra tir cdc mé hinh

Poisson téng quat st dung cac phuong phdp mé phdng Monte Carlo va d dugc higu chinh theo gidi tinh, chling téc va nhém dan tdc.
aRR (adjusted rate ratio): Ti s6 ti suat d4 hiéu chinh; ClI (confidence interval): Khodng tin cdy; DM (diabetes mellitus): Dai thao duong (DTD); IRR (Incidence rate ratio): Ti s& ti suat mac bénh; NYC: New York City; OR (odds ratio): Ti s& chénh; RR (rate ratio): Ti s& ti suat; UR (uncertainty range): Khodng khéng chac chan.
1. Prasad N et al. Clin Infect Dis 2021;73:e158-e163; 2. Branche A et al. Clin Infect Dis 2022;74:1004-1011; 3. Schubert L et al. Sci Rep 2021;11:8939; 4. Osei-Yeboah R et al. J Infect Dis 2024;229(Suppl_1):570-S77; 5. Woodruff RC. Chronic conditions as risk factors for RSV-associated hospitalization. Presented at ACIP, February 29, 24

2024. https://stacks.cdc.gov/view/cdc/148673 (accessed December 2024)



https://stacks.cdc.gov/view/cdc/148673

Ganh nang nhiém RSV so v&i cadc nhiém trung dworng ho hap
khac

CSK



} Biéu hién Iam sang chia RSV & ngudi I&n nhap vién ciling twong tu nhw cac
bénh nhiém trung dwéng ho hap khac

Tan suat va mirc d6 nang ctia cac biéu hién 1am sang cta nhiém trung dwong hé hap do virus & nguei I&n: Nghién ciru toan cau HARTI

(12 qudc gia) & bénh nhan 218 tudi nhap vién do nhiém trung dworng hé hap cap (2017-2019)!

B rsv

Puong hé hap dudi

| YR e
Tan sudt cla cac triéu chirng
Pudng hdé hap trén

M o

100 -

Triéu chirng chung

Ti lé (%)

Kho thé Khac dom

Pau Ho Kho chiu

Kho thé Ran ng, ran Kho khé Chay mii Viém hong

ngdy hodc cac xoang
loai khac B} " . . ; n B}
Murc do nang cua cac triéu chirng
Mre do nang Téng CSS trung binh 30 M‘z::ﬁ;:"g

thap hon

Dyng lai tir Falsey AR et al. Influenza Other Respir Viruses 2024;18:€13275, theo cac diéu khoan cua gidy phép Creative Commons CC BY (https://creativecommons.org/licenses/by/4.0/).
CSS dugc cac bac silam sang xac dinh bang cach st dung thang diém tir 0 dén 3 cho mirc d6 ning ting dan cla mdi triéu chirng trong s6 10 triéu chirng dugc hién thj trén bidu d6. Trong biéu do nay, ti 1& tdng thé duoc tinh bang cach cong

diém cla tirng triéu ching lai véi nhau.
CSS (clinical severity scores): Thang diém danh gid mirc d6 ning trén 1am sang; HARTI: Hospitalized Acute Respiratory Tract Infection; hMPV (human metapneumovirus): Metapneumovirus & ngudi

1. Falsey AR et al. Influenza Other Respir Viruses 2024;18:13275
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Ti I tlr vong ndi vién thwong cao hon & bénh nhan ngui I&n nhiém RSV so
v&i nhiém cam

Trong s6 nhitng nguwdi I&n =60 tudi, ti 18 t&r vong ndi
vién cao hon ¢6 y nghia & bénh nhan nhiém RSV so
vdi bénh nhan nhiém cum

Ti 1é t&r vong ndi vién do nhiém RSV va nhiém cum & bénh nhan nguai Ién (220 tudi) bj nhiém 10 -

Nhiém RSV luén c6 ti 1é t&r vong cao ho'n so véi nhiém ciim & nguwei Ion thudc moi

nhém tudi, ngoai trir nhirng ngwéi 90 tudi

=0,007
trung dwdng hd hap dwéi tai TAy Ban Nha (2012-2020) t |
9 -
16 — ) 7,91%
B Nhiém RSV *
~ <°‘ 6,91%
144 B Nhiém cim S 7~
@
<
12 9 2
— <O
X 5
= 3
@ 10 o
S > 4 —
=3 2
< <«Q- 3 —
a0 —
i
: 2 -
>
=y
@ 1
=
0 -
RSV Cum
Bénh nhan 260 tudi
20—-29 30-39 40-49 50-59 60— 69 70—-79 80— 89

. R Su khéc biét & ti 1é tlr vong can dugc gidi thich than trong vi
Nhom tudi (nam)

nghién ctru nay khdng xét dén tinh trang tiém ching

Biéu d6 bén trai duoc tao doc lap cho GSK tir di¥ liéu géc. Biéu d6 bén phai dugc sao chép lai tlr Heppe-Montero M et al. 2022 theo céc diéu khoan cla gidy phép Creative Commons Attribution License
T 18 duoc biéu thi dudi dang phan trém s6 ca tlr vong tinh trén dan s6 ndi trd. Trong giai doan nghién ctru, 1.518.244 bénh nhan da nhap vién vi nhiém trung duwdng ho hap dudi (LRTI) cap tinh, 137.794 bénh nhan (9,1%)

K nhap vién vi nhi&m RSV va 46.288 bénh nhan (3,0%) nhap vién vi nhiém cdm 27
Heppe-Montero M et al. Int J Environ Res Public Health 2022;19:14680.



Respiratory Syncytial Virus (RSV) in vulnerable adults: more

than just a cold

RSV usually causes mild, cold-like
symptoms in heathy adults?

However, in older adults and those
with underlying chronic medical
conditions, RSV can lead to
serious complications:?

.L Lower respiratory
tract infection (e.g.

pneumonia)

Exacerbation of
G 3 underlying
cardiopulmonary

disease (e.g.
asthma, COPD, HF)

(A
V

References

1.https://www.cdc.gov/rsv/clinical/index.html
2. https://www.cdc.gov/rsv/high-risk/older-adults.html
3. Fleming DM et al. BMC Infect Dis 2015;15:443
4. Falsey AR et al. Open Forum Infect Dis 2021;8(11):0fab491
5. Ackerson B et al. Clin Infect Dis 2019;69:197-203
(URLs accessed December 2023)

HF, heart failure; COPD, chronic obstructive pulmonary ~ disease; ICU,
intensive care unit; MI, myocardial infarction

RSV has a substantial disease burden in older adults, similar or worse to that of

influenza, another respiratory infection that can cause severe illness3-5

Patients aged >60 years hospitalized with:*°

34.4%

18.1
%
14.1
%
Hospitalization ICU
stays of >7 days’ admissions

within 30 days
of admission

@ Influenza
37.7%
25.6%
18.9%

o

£\
Mortality Cardiac
within 1 year complications
of admission during hospitalization

(M, pericarditis,
endocarditis, myocarditis,
or atrial fibrillation)

*Hospitalized adults aged 260 years who tested positive for RSV (N=645; mean age at admission: 78.5 years) or influenza (N=1,878; mean age at admission: 77.4 years) between January

2011 and June 2015 were identified from Kaiser Permanente Southern California electronic medical records

*From admission to discharge or death
The graph was independently created for GSK from the original data

16.9%

Exacerbation
of chronic
respiratory
disease

(asthma, COPD, chronic
bronchitis, emphysema)

GCSK

31.0%

25.9%

)

Requirement
for home
health service
post-hospitalization


https://www.cdc.gov/rsv/clinical/index.html
https://www.cdc.gov/rsv/clinical/index.html
https://www.cdc.gov/rsv/high-risk/older-adults.html
https://www.cdc.gov/rsv/high-risk/older-adults.html
https://www.cdc.gov/rsv/high-risk/older-adults.html
https://www.cdc.gov/rsv/high-risk/older-adults.html
https://www.cdc.gov/rsv/high-risk/older-adults.html
https://www.cdc.gov/rsv/high-risk/older-adults.html

Ti I tlr vong ndi vién thwong cao hon & bénh nhan ngui I&n nhiém RSV so
v&i nhiém cam

Trong s6 nhitng nguwdi I&n =60 tudi, ti 18 t&r vong ndi
vién cao hon ¢6 y nghia & bénh nhan nhiém RSV so
vdi bénh nhan nhiém cum

Ti 1é t&r vong ndi vién do nhiém RSV va nhiém cum & bénh nhan nguai Ién (220 tudi) bj nhiém 10 -

Nhiém RSV luén c6 ti 1é t&r vong cao ho'n so véi nhiém ciim & nguwei Ion thudc moi

nhém tudi, ngoai trir nhirng ngwéi 90 tudi

=0,007
trung dwdng hd hap dwéi tai TAy Ban Nha (2012-2020) t |
9 -
16 — ) 7,91%
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. R Su khéc biét & ti 1é tlr vong can dugc gidi thich than trong vi
Nhom tudi (nam)

nghién ctru nay khdng xét dén tinh trang tiém ching

Biéu d6 bén trai duoc tao doc lap cho GSK tir di¥ liéu géc. Biéu d6 bén phai dugc sao chép lai tlr Heppe-Montero M et al. 2022 theo céc diéu khoan cla gidy phép Creative Commons Attribution License
T 18 duoc biéu thi dudi dang phan trém s6 ca tlr vong tinh trén dan s6 ndi trd. Trong giai doan nghién ctru, 1.518.244 bénh nhan da nhap vién vi nhiém trung duwdng ho hap dudi (LRTI) cap tinh, 137.794 bénh nhan (9,1%)

K nhap vién vi nhi&m RSV va 46.288 bénh nhan (3,0%) nhap vién vi nhiém cdm 29
Heppe-Montero M et al. Int J Environ Res Public Health 2022;19:14680.



Chan doan, phong ngira va quan ly RSV

CSK



} Xét nghiém va chan doan RSV hién khéng duoc xem xét thwong quy cho
ngudi I&n mac bénh giéng cim?*3

4

B

(e}

000 o

CSK

n phuong phap chan doan chinh d&i véi nhiém RSV cap tinh:>

Trong mot nghién clru doan hé hdi ctru & ngudi Idn 265 tubi nhap vién vi LRTI, tai 937 bénh vién & Hoa Ky:

trung binh tan suat xét nghiém RSV (SD) chi la 12,4% (15,8)*

* Ti lé xét nghiém thap dan dén viéc danh gia khdng day dd vé tac dong thue sy clia RSV45

Nudi cay virus
Phat hién khang nguyén bang IFA hodc EIA

Phat hién RNA bang RT-PCR

Danh gid huyét thanh hoc dé phat hién khang thé IgM dac
hiéu v&i RSV hodc su gia tang dang ké khang thé I1gG dac
hiéu v&i RSV, so sanh mau huyét thanh 13y & giai doan cap
va giai doan héi phuc

Md&c dU van con thap nhung nhin chung d3 cé su
gia tang trong tan suat xét nghiém RSV, do hién nay
da c6 cac phwong phap hiéu qua va chi phi hop ly,
vi du nhu PCR, chi can Iay mau dich phét miii hodc
ty hau dé xét nghiém*>

RT-PCR d3 tré thanh phwong phap chan doan
tham chiéu dé phat hién RSV>5

EIA (enzyme immunoassay): Xét nghiém mié&n dich enzyme; IFA (immunofluorescence assay): Xét nghiém mién dich huynh quang; IgM: Immunoglobulin M; LRTI (lower respiratory tract infection): Nhiém khuan

duong ho hiap dudi; RT-PCR (Reverse-Transcriptase Polymerase Chain Reaction): Phan (rng t8ng hop chudi polymerase sao chép nguoc

1. Allen KE et al. Diagn Microbiol Infect Dis 2018;92:206—209; 2. Hurley LP et al. Vaccine 2019;37:565-570; 3. Binder W et al. Am J Emerg Med 2017;35:1162—-1165; 4. Rozenbaum MH et al. Infect Dis Ther

2023;12:677-685; 5. Alfano F et al. Drugs & Aging 2024;1-19; 6. See KC. Vaccines 2023;11:1809. https://doi.org/10.3390/vaccines11121809
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Hién nay da c6 vac xin c6 thé gitip ngan ngira RSV-LRTD

-

Phong ngira?™

Chién luoc xét nghiém?

.

* B&n phuong phap chan dodn chinh ddi véi j % K& tr thang 5 ndm 2023, vac xin nglra nhiém RSV &
RSV la: nu\éi cdy virus, phat hién khang Q ‘F ngudi lén d3 duwgc duwa vao sir dung dé gilp bao vé
nguyén bang IFA hodc EIA, phat hién RNA S dan s6 ngudi I&n tudi cé nguy co bi nhiém RSV
bang RT-PCR va danh gia huyét thanh hoc. nang*

*  Phat hién RNA bang RT-PCR |a phuong phap

chdn dodn tham chiéu dang dwoc st dung :]DDDDD
rong rai 1= = = = = =
m ..

%M

Hién tai, khong c6 phwong phap diéu tri dic hiéu cho ngwoi I6'n bi nhiém RSV

Tiéu chuan chdm séc cho cdc bénh nhiém trung cap tinh van mang tinh hd trg, bao
gdm truyén dich, dung thudc ha sét va bd sung oxy khi can

*Chi dinh tiém vac xin RSV ¢6 sy khac biét & cac khu vyre dia ly khac nhau; vui long tham khao céc quy dinh va huéng dan cta dia phuong

EIA (enzyme immunoassay): Xét nghiém mié&n dich enzyme; IFA (immunofluorescence assay): Xét nghiém mién dich huynh quang; LRTD (lower respiratory tract disease): Bénh duong ho hap dudi;

RNA: Ribonucleic acid; RT-PCR (Reverse-Transcriptase Polymerase Chain Reaction): Phan (rng tng hop chudi polymerase sao chép nguoc.

1. Alfano F et al. Drugs & Aging 2024;1-19; 2. GSK press release. 03 May 2023. https://www.gsk.com/en-gb/media/press-releases/us-fda-approves-gsk-s-arexvy-the-world-s-first-respiratory-
5 :\ syncytial-virus-rsv-vaccine-for-older-adults; 3. GSK press release. 07 June 2024. https://www.gsk.com/en-gb/media/press-releases/us-fda-approves-expanded-age-indication-for-gsk-s-arexvy-the-
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Nguoi leén 260 tudi mac RSV phai doi mat véi gia tdng ganh ndng bénh tat dang ké do tac dong cua
tinh trang 130 hoa mién dich, va sw hién dién cia mét so bénh dong mac 1-°

Nhi&ém RSV gay ra tinh trang kho kiém soat cac bénh man tinh s&n c6 hon, va doi héi phai thiét 14p lai
phac do dieu tri dé dat dwoc tinh trang on dinh.13-18

Ti I& bién chirng va két cuc diéu tri kém hon (bao goém ca tlr vong) thuwdng twong tw nhau, va co thé
xau hon, & bénh nhan I&n tudi mac RSV so v&i bénh nhan mac cim?8:10.11.12

Viéc han ché trong quén ly bénh RSV cho ngui Ion tudi va khéng co bién phap diéu tri ddc hiéu, dw
phong bénh bang vac xin la bién phap hiéu qua va an tOén.’TL‘P 2023, vac xin nglra nhiém RS~V o
ngwoi Ién da dwoc dwa vao str dung dé giup bao vé dan s6 nguwdi Ion tudi cé nguy co bi nhiem RSV
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} Sw quan trong ctia Bao cao Bién co bat loi

v Tam soat cac phan (rng bat loi théng thwdng, hiém gap va xay ra mudn

v' Xac dinh cac yéu t6 rui ro cho bénh nhan

v Nham dam bao va duy tri tinh an toan cho bénh nhan va cong dong

v' Xay dwng di¥ liéu an toan dang tin cay theo th&i gian

v' Pay la yéu cau tir cac Co quan Phap ché trén pham vi toan cau, nhw Hoi ddng Chau Au, theo luat

dwoc ban hanh bdi MHRA & Anh, FDA & My cling nhw theo quy dinh cia Bo Y té Viét Nam
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Chi tiet lien he ve Bao cao 1hong tin An toan tren ngwo’l va Bien co bat 10

cua thuéc

Cung cap théng tin trwe tiép cho nhan vién ciia GSK

hoac lién hé v&i bd phan phu trach An Toan Thudc ciia GSK theo hinh thirc sau:

Dia chi

Céong ty TNHH DUWO'C PHAM GSK VIET NAM
Phong 702 va 703, Tang 7, Tda nha Metropolitan Tower, sd 235 Bong Khéi,
Phwdng Sai Gon, Thanh phd H6 Chi Minh, Viét Nam

Link bao cao

https://gskvn.live/BaocaocAE

Hodc Bac si co thé quét ma QR sau:

bién thoai ban

028 3824 8744 (trong gid lam viéc: 8:30 sang — 5:30 chiéu t thtr Hai dén tha
S&u, ngoai gi® lam viéc nhan phim # dé lai 1&i nhan thoai)

Dién thoai 0963 905235 (trong gi® lam viéc: 8:30 sang — 5:30 chiéu t thir Hai dén tha
di déng Sau, ngoai gi¢r lam viéc vui long dé lai Ioi nhan thoai sau tiéng ‘beep’)
E-mail antoanthuoc.vn@gsk.com
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Bivalent RSV PreF Vaccines:
antigen (Type A 60 ug, Type B 60 pg)



Antibodies that bind to sites (epitopes) found exclusively on

PRRlysion bave sanifsanty Waher dgutralizing capacity

High Neutralizing

: Binding Sites Prefusion Postfusion
Capacity

\'

Antibodies that bind to
sites @ and V found only on
prefusion F have significantly
higher neutralizing capacity
than antibodies that bind to
sites |-V, which are conserved

— Pre-F only

—

. Pre-F > Post-F

— Pre-F & Post-F

I B Sici between prefusion and
- . n postfusion F"2
o Post-F > Pre-F 0 Site IV
I Site V
Low
Neutralizing
Capacity

~
d&r}& Curr Opin Virol. 2017;23:107-112. 2. Graham BS, et al. Curr Opin Immunol. 2015;35:30-38.



Bivalent stabilized RSV prefusion F vaccine shows neutralizing responses
against both RSV A and B

RSV F Subtype A and B has 23 Amino Acid
Sequence Differences (Shown in Blue)
Cluster in Prefusion-Specific Sites’?

[EXNTRES RN ES PR RS PR PN RS REN PO RSN ES PR TR EA RS RPN ER R QR SRS SR ES RN B RARSNEN NS RS EANS ES RSN ES EAT LR LN 3

*Both subtype viruses are associated with severe disease®

» Antibodies that bind to sites @ and V found only on prefusion F have
significantly higher neutralizing capacity”.2.10."

In addition to G protein difference, there are23 amino acid differences
between RSV A and B'2, many located within the prefusion %9,
suggested that a monovalent vaccine based on RSV A may not provide
enough protection against infections caused by RSV B

1. Crank MC, et al, Science. 2019;365(6452):505-509. 2. Langedijk AC, et al. Rev Med Virol. 2022;32(3):e2284. 3. Baber J, et al. J Infect Dis. 2022;226(12):2054-2063. 4. Falsey AR, et al. J Infect Dis.
;225(12):2056-2066. 5. Walsh EE, et al. J Infect Dis. 2022;225(8):1357-1366. 6. Hall CB, et al. J Infect Dis 1990;162(6):1283-1290. 7. Graham BS. Curr Opin Virol. 2017;23:107-12. 8. Graham BS, et al.
d i munol. 2015;35:30-8.9. Mas V, et al. Vaccine 2018;36:6660-73. 10. Andreano E, et al. EMBO Mol Med. 2021;13(6):e14035. 11. Taleb, et al. Eur J Clin Microbiol Infect Dis 37, 1817-1827 (2018).
. Chen, et al. Sci Rep 8, 4491 (2018). https://doi.org/10.1038/s41598-018-22826-4 .



AR SREBLRn/accine

Bivalent stabilized prefusion F1
= Based on contemporary RSV A and RSV B strains
» Non-adjuvant, but still elicited high neutralizing titers for

both RSV A and RSV B in Phase 1/2 studies24

Indications

Maternal
Immunize pregnant individuals

(24-36 wk GA) to prevent RSV-associated LRTI
in infants from birth through

6 months of age’

Older adult & Adult

Active immunization to prevent
RSV-associated LRTI in adults
>60 years of age’

LRTI: lower respiratory tract illness, RSV: respiratory syncytial virus, RSVpreF: respiratory syncytial virus prefusion F.

smm | slmaisgy AR, et al. J Infect Dis 2022;225:2056-66.
Xl IS4EE, et al. J Infect Dis 2022;225:1357-66.
@ g8 Nt al. J Infect Dis 2022;226:2054-63.



End of Season 2 Update

\i

RENOIR study

The RSV vaccine ~
Efficacy study iN

Older adults m
Immunized against

RSV disease

A Phase 3 Study to Evaluate the Efficacy, Immunogenicity, and Safety of RSV Prefusion F Subunit Vaccine in Adults




Pat van de: Vac xin & ngwoi Ié&n tudi

* Hién tai, hai vac xin RSV tiéu don vi proteln la RSVpreF dang
c6 san dé tiém chling cho ngw®i 260 tudi & nhiéu qudc gia trén
thé gioi’

» Ca hai vac xin dwoc chirng minh cé hiéu qua phong bénh
dwong hoé hap dwdi do RSV sau mét lieu?3

ﬁ ion F; OA, older adults; RSV, respiratory syncytial virus
et al. Pathogens 2023;12:1259; 2. Walsh EE. N Engl J Med 2023;388:1465-1477; 3. Papi A, et al. N Engl J Med 2023;388:595-608



RENOIR'?

NC pha 3 vé tinh an toan va hiéu qua & nguwdi 260 tudi
{’}m 38,863 ngudi tham gia

Khdée manh hodc cé bénh man tinh 6n dinh

Ngau nhién 1:1 tiém RSVpreF 120 ug
hoac gia dugc

Phan tang theo nhém tuoi

60-69 tudi | 70-79 tudi | >80 tudi
— \. Theo d&i nguai tham gia trong 2
=

nam: gidm sat nhiém trang ho hap
cap (ARI) qua 2 mua RSV

AR, acute respiratory illness; preF, prefusion F; RSV, respiratory syncytial virus
. RSVpreF older adults clinical development updates. Presentation at ACIP, June 21, 2023. https://www.cdc.gov/vaccines/acip/meetings/slides-2023-06-21-23.html, 3; 2. Walsh EE et al. N
d2023;388:1465-1477; 3. Munjal |. A bivalent RSVpreF vaccine to protect against infant illness through immunization of pregnant individuals and older adults via direct immunization. Presentation
at World Vaccine Congress, April 1-4, 2024



Thiét ké nghién ciru RENOIR

Toan bé déi twong NC
(N=36,862)

Thei gian TB tw
lac tiém vaccine
(N=36,124)

Phan nhém phan
trng sau tiém
(n=7075)

Phan nhém danh
gia sinh mién dich
(n=1067)

Ngay 1 |Ngay 7| Thang1 Thang 6 Hét mua 1 Bat dau mua 2 Hét mua 2

An toan: AEs tw khai
O

An toan: SAEs, NDCMCs

O
E Giam sat chd dong hang tuan phat hién E Giam sat chi dong hang tuan phat hién
| bénh ho héap céap | bénh ho hap cap
O O
Mua 1 Gitrdiva 2
Bé&c ban cau va Nam ban cau Béc ban cau .
13.9 thang Hét mu‘
Phan &ng tai chd va .
bién cb toan than 16.4 thang

v

v v

E, se_event; NDCMC, newly diagnosed chronic medical condition; SAE, serious adverse event
kesented at ACIP, June 21, 2023; 3. Munjal I. A bivalent RSVpreF vaccine to protect against infant illness through immunization of pregnant individuals and older adults via direct immunization. Presentation at
o cifie Congress, April 1-4, 2024



Céc dinh nghfa nghién ciru chinh'2 [ ammeapmmem

—| Cac triéu chirng can lay dich ty hau va kham 1am sang Q@\

Bénh hé hap cap (ARI)
21 trong cac triéu chirng sau (MO
xuat hién hoac xau di), kéo dai hon
1 ngay

Bénh dwong hé hip dwoi
(LRTI)

ARI c6 22 hoac 23 triéu chirng hd
hap dwéi (méi hodc nang lén)

LRTI nghiém trong
Tiéu chuan LRTI va it nhat mot
trong nhirng diéu sau

A in Can cung cip hodc can tang liédu | Thé may can khéi dau hoac tang
Nhap vién do LRTI oxy mirc do( k& ca CPAP)

|; F RT-PCR dwoc xac nhan (+) RSV-ARI RSV-LRTI RSV-LRTI nang
@ O labo trung tdm

G’ﬁﬁuous positive airway pressure; RT-PCR, real-time polymerase chain reaction
. nA. Safety and efficacy of bivalent RSV prefusion F vaccine in adults =60 years of age. Presentation at ACIP, October 22, 2022; 2. Walsh EE et al. N Engl J Med 2023;388:1465-1477



Primary endpoint:

RSV-LRTI with 23 symptoms

Tinh hiéu qua cua RSVpreF sau 2 mua'-¥

RSV-LRTI c6 23 trigu chirng R:z::j:"g ':;r;::o Higu e vaccine, %
Mua 1 2 18 : - — 88.9 (53.6, 98.7)
Toéng quat Mua 2 8 36 : - : 77.8 (51.4,91.1)
Sau 2 mua 10 54 C - — 81.5 (63.3, 91.6)
-20 0 20 40 60 80 100

L] . . ié i ° o
*Results have been submitted for publication Higu lre vaccine, % (95% CI)

First season, N=36,124; second season, N=32,223; across 2 seasons, N=36,124
Cl, confidence interval; LRTI, lower respiratory tract infection; preF, prefusion F; RSV, respiratory syncytial virus
,_L G n A. RSVpreF older adults clinical development updates. Presentation at ACIP, June 21, 2023. https://www.cdc.gov/vaccines/acip/meetings/slides-2023-06-21-23.html; 2. Walsh EE. Efficacy of a Bivalent
@g ccine in Older Adults Beyond A First RSV Season. P99. Abstract presented at RSVVW’24, February 13-16, 2024, https://resvinet.org/wp-content/uploads/2024/02/Scientific-Program.pdf; 3. Munjal I. A
\% SVpreF vaccine to protect against infant illness through immunization of pregnant individuals and older adults via direct immunization. Presentation at World Vaccine Congress, April 1-4, 2024



Hiéu qua bén virng dwoc ghi nhan & cac nhém tudi

RSV-LRTI c6 23 triéu chirng

Mua 1
60-69 tudi Mua 2
Mua 1
70-79 tudi Mua 2
Mua 1
>80 tudi Mua 2

S6 lwong bién co

RSVpreF
2

5

Placebo
11 ®
27 @
@
4 ®
7 @
@
3 o
2 @
@
-20 0 20 40 60 80 100

Vaccine efficacy, % (95% CI)

Cl, confidence interval; LRTI, lower respiratory tract infection; preF, prefusion F; RSV, respiratory syncytial virus

Primary endpoint:

RSV-LRTI with 23 symptoms

Hiéu lwc Vaccine, %
(95% ClI)

81.8 (16.7, 98.0)
81.5 (51.2, 94.4)

100 (-51.5, 100)
57.1 (-87.7, 92.8)

100 (-142, 100)
100 (-432.5, 100)

pdf; 2. Munjal I. A bivalent RSVpreF vaccine to protect against infant iliness through immunization of pregnant individuals and older adults via direct immunization. Presentation at World Vaccine Congress, April 1-4,

4 WghREfﬁcacy of a Bivalent RSVPreF Vaccine in Older Adults Beyond A First RSV Season. P99. Abstract presented at RSVVW’24, February 13-16, 2024, https://resvinet.org/wp-content/uploads/2024/02/Scientific-



Primary endpoint:

RSV-LRTI with 23 symptoms

Hiéu qua bén virng doi v&i nhiém trung dwdng hd hag
d 3

S6 lwong bién co ia :
RSV-LRTI c6 23 trigu chirng* 7 Higu e vaccine, %
RSVpreF Gia dwoc (95% Cl)
- Misa 1 2 18 o : 88.9 (53.6, 98.7)
chung Mua 2 8 36 o 77.8 (51.4,91.1)
Misa 1 1 5 ; PA : 80.0 (-78.7, 99.6)
RSV A !
Misa 2 5 26 | P 80.8 (49.1, 94.2)
Musa 1 1 12 o— 91.7 (43.7, 99.8)
RSV B i
Mua 2 2 10 | ° : 80.0 (6.1, 97.9)
.20 0 20 40 60 80 100

Vaccine efficacy, % (95% CI)

1 case in season 1 and 1 case in season 2 (both in the placebo group) and 1 case in season 2 in RSVpreF group were based on local testing without RSV subgroup. 1 case in season 2 in the placebo group had both
A and B subgroups
Cl, confidence interval; LRTI, lower respiratory tract infection; preF, prefusion F; RSV, respiratory syncytial virus
W E. Efficacy of a Bivalent RSVPreF Vaccine in Older Adults Beyond A First RSV Season. P99. Abstract presented at RSVVW’24, February 13-16, 2024, https://resvinet.org/wp-
GQMs/2024/02/Scientific-Program.pdf; 2. Munjal I. A bivalent RSVpreF vaccine to protect against infant iliness through immunization of pregnant individuals and older adults via direct immunization.
re orrat World Vaccine Congress, April 1-4, 2024



Primary endpoint:

RSV-LRTI with 22 symptoms

RSVpreF duy tri hiéu qua sau 2 mua

RSV-LRTI c6 22 trigu chirng R:’l:::"g ':?;::qc Higu lyc Vaceine
Mua 1 15 43 o = 65.1% (35.9, 82.0)
Nhém chung Mua 2 39 88 P 55.7% (34.7, 70.4)
Téng 54 131 —— 58.8% (43.0, 70.6)

20 0 20 40 60 80 100

Vaccine efficacy, % (95% CI)

First season, N=36,124; second season, N=32,223; across 2 seasons, N=36,124
Cl, confidence interval; LRTI, lower respiratory tract infection; preF, prefusion F; RSV, respiratory syncytial virus
W E. Efficacy of a Bivalent RSVPreF Vaccine in Older Adults Beyond A First RSV Season. P99. Abstract presented at RSVVW’24, February 13-16, 2024, https://resvinet.org/wp-content/uploads/2024/02/Scientific-
ﬁRZ Munjal I. A bivalent RSVpreF vaccine to protect against infant iliness through immunization of pregnant individuals and older adults via direct immunization. Presentation at World Vaccine Congress, April 1-4,



Primary endpoint:

RSV-LRTI with 22 symptoms

Hiéu qua cta vac xin RSVpreF phong nhiém trung dwé'ng hé hap
dwoi 22 trieu chirng theo phan nhom: mua 1 va 2

Mua 1 Mua 2
Hiéu lwc Vaccine S0 bién c6 Hiéu lwc Vaccine S0 bién ¢co
(95% CI) RSVpreF Gia dwoc (95% CI) RSVpreF Gia dwoc
Tudi 60-69 60.0% (13.8, 82.9) 10 25 56.4% (28.3, 74.2) 24 55
Tudi 70-79 66.7% (-10.0, 92.2) 4 12 60.7% (18.6, 82.4) 11 28
Tubi 280 83.3% (-37.4, 99.6) 1 6 20.0% (-271.1, 84.1) 4 5
C6 21 yéu tbé nguy co’ cao 63.6% (15.2, 86.0) 8 22 42.9% (7.3, 65.4) 28 49
RSV A 81.3% (34.5, 96.5) 3 16 62.5% (39.2, 77.6) 24 64
RSV B 53.8% (5.2, 78.8) 12 26 46.2% (-7.0, 74.0) 14 26
Can cham séc y té* 70.4% (33.0, 88.4) 8 27 53.5% (19.2, 74.1) 20 43

*RSV-LRTI plus attention at 21 inpatient or outpatient healthcare service
Cl, confidence interval; LRTI, lower respiratory tract infection; preF, prefusion F; RSV, respiratory syncytial virus
W E. Efficacy of a Bivalent RSVPreF Vaccine in Older Adults Beyond A First RSV Season. P99. Abstract presented at RSVVW’24, February 13-16, 2024, https://resvinet.org/wp-content/uploads/2024/02/Scientific-
ﬁRZ Munjal I. A bivalent RSVpreF vaccine to protect against infant iliness through immunization of pregnant individuals and older adults via direct immunization. Presentation at World Vaccine Congress, April 1-4,



Dir liéu nhap vién do RSV tai Scotland sau chién dich tiém vac-xin
RSVpreF cho nawdi 75-79 tubi

A 2023 B 2024

N
o

w
o
]

100000 ngwoi

én

do RSV tr

~

ap vién

o

i i s 2
1T 1 111§ 111711 71 r +tr 1 15 ° 11 &T°&5r°1%T7T1T

707172737475767778798081828384 707172737475767778798081828384
TuoOi TuoOi

Ty Ié nh

Hinh: Ty 1& nhap vién thwc té, mé phéng va dw doan do virus hop bao hé hap (RSV) tai Scotland

(A) Ty & nhap vién trwdc khi ngung tiém vac-xin cho ngudi 74—79 tudi (tv 1/10/2023 dén 8/12/2023).

(B) Ty I& nhap vién sau khi ngwng tiém véc-xin cho ngudi 74-79 tudi (tv 1/10/2024 dén 8/12/2024).

DAu chdm xam: ty 1& nhap vién. Buwérng mau xanh: ty 1& dy doan.

Puwéng gach xam: nhém tudi du diéu kién tiém ching. Puwdng gach dé: ty & md phdng trong trwdng hop khdng tiém véc-xin.
msv-respiratory syncytial virus.

Hameed S et al Lancet Infect Dis 2025; published online Feb 12 2025



Cn

Tom tat

Tinh hiéu qua
y - RSVpreF duy tri hiéu qua phong nhlem trung dwéng hd hap qua 2 mua néi chung va
theo do tudi cling nhw mac cac bénh nén

— Hiéu qua twong duwong v&i ca hai dwdi nhém RSV A va B cing nhw chdng lai ca hai
dwdi nhdm nay

- Thoi gian theo doi sau tiém phong trung binh la 16.4 thang

- Thoi gian theo doi sau tiém phong trung binh |a 17.6 thang & nhirng ngwdi tham gia
vao phan tich mua th 2

@ Tinh an toan
« T&t ca di¥ liéu an toan ciia RSVpreF duy tri dén hét mua thi 2

ﬁgﬁkhespiratory tract infection; preF, prefusion F; RSV, respiratory syncytial virus
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Bivalent RSVpreF Vaccine AN

Effectiveness Study in
Adults Aged 260 Years

Vaccine effectiveness against RSV-related lower respiratory tract disease and acute respiratory infection,
Kaiser Permanente Southern California(KPSC), a large US healthcare network
(November 2023 to April 2024)

Sara Y. Tartof, PhD, MPH?; Negar Aliabadi, MD, MS?; Gabriella Goodwin, MS%; et al. Estimated Vaccine Effectiveness for Respiratory Syncytial Virus—Related Lower Respiratory Tract Disease. JAMA Netw Open. 2024;7(12):e2450832.
doi:10.1001/jamanetworkopen.2024.50832.
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KPSC RSVpreF VE Study: Study Design

Designs’
, Data source??3
* Retrospective case-control

) study with test-negative design
O (depicted below)

» Retrospective cohort study
(not shown)

Large integrated healthcare database*
(>4.8 million members, including 1.1
million aged =60 years)

Timeline'

December 2025

November 2023 (start)—

(estimated completion)

Vaccination status of cases
and controls retrieved

Post hoc grouping

according to test results

Casesft

RSV+

Controlst

u]
u]

oooo
oooo

ﬁ

Adults aged =260 years
hospitalized / in ED with LRTD / ARI

N

Study
events

RSV-

—

with test
results*

/

*Retrospective database study using existing healthcare data; no patients were actively enrolled; TCases include SOC RSV testing and retesting of remnant SOC respiratory specimens for those who did not have SOC testing; ¥Strict controls
and broad controls (details on slide 11). ARI=acute respiratory infection; ED=emergency department; hMPV=human metapneumovirus; KPSC=Kaiser Permanente of Southern California; LRTD=lower respiratory tract disease;

RSV=respiratory syncytial virus; RSVpreF=respiratory syncytial virus prefusion F; SOC=standard of care; VE=vaccine effectiveness

Figure adapted from Munjal I. RSVpreF adult clinical development update. Presented at: ACIP 2024; June 26, 2024. https://www.cdc.gov/vaccines/acip/meetings/slides-2024-06-26-28.html and Fukushima W et al. Vaccine. 2017;35:4796-

4800.

Accessed September 17, 2024. 1. CT.gov. NCT06077968. https://clinicaltrials.gov/study/NCT06077968. Accessed September 16, 2024; 2. https://about.kaiserpermanente.org/who-we-are/fast-facts; 3. Data on file.

CSK
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KPSC RSVpreF VE Study: Primary & Secondary Outcomes

Primary outcome

i,
)
@)|| 535

000

To estimate RSVpreF VE
against RSV-related LRTD

hospitalizations*t

RSV-related
LRTD / ARI
hospitalizations

RSVpreF
vaccine

*Calculated as 1 minus the odds ratio comparing the odds of being vaccinated with RSVpreF for RSV-related hospitalized LRTD cases and controls, multiplied by 100%; TThe primary outcome for RSV-related LRTD hospitalizations will be

Secondary outcomes

Test-negative design

To estimate the effectiveness of RSVpreF against
RSV-related:

Severe LRTD*

LRTD hospitalizations among subgroups of special
interest (e.g., age group, RSV subgroup, frailty, CMC
risk)s-T

Death

ARI hospitalizations

ED* and hospitalizations for RSV-related LRTD
separately

ED admission*

To describe demographic, clinical, and laboratory
characteristics (i.e., viral subgroup) and disease severity
of any RSV events among vaccinated individuals

Retrospective cohort design

To estimate the effectiveness of RSVpreF against
all-cause:

« LRTD hospitalizations™ 1t

« Severe LRTD

. ARJtt

» Respiratory, cardiac, cardio-respiratory, and
CHF and COPD hospitalizations

To estimate the absolute rate reductions in all-cause
LRTD / ARI hospitalizations / outpatient encounters /
ED eventss$s

Note: RSV-related LRTD and ARI endpoints may
additionally be evaluated in the cohort

generated by the test-negative design; ¥Severe LRTD is defined as LRTD with ICD-10 codes associated with hospitalization, or LRTD with ICD-10 codes associated with an ED visit without subsequent hospitalization and with any

supplemental use of oxygen; $Stratified by age group, RSV subgroup (A and B), frailty index, and CMC risk category; TAmong those with CHF and COPD; #*Without subsequent hospitalization; **Stratified by age, frailty index, and CMC risk

category; TtSeparately for outpatient visits (without subsequent hospitalization or ED visit within 14 days) and ED events (ED without subsequent hospitalization); #Separately for hospitalizations and ED events (without subsequent
hospitalizations); $¢ By vaccination status at defined time points and by important demographic and clinical characteristics

ARI=acute respiratory infection; CHF=congestive heart failure; CMC=chronic medical condition; COPD=chronic obstructive pulmonary disease; ED=emergency department; ICD-10=International Classification of Diseases, Tenth Revision;

KPSC=Kaiser Permanente of Southern California; LRTD=lower respiratory tract disease; RSV=respiratory syncytial virus; RSVpreF=respiratory syncytial virus prefusion F; VE=vaccine effectiveness

ClinicalTrials.gov. NCT06077968. https://clinicaltrials.gov/study/NCT06077968 [Accessed September 16, 2024]
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KPSC RSVpreF VE Study: VE Against RSV-Related LRTD Hospitalizations or
ED Visits

(November 24, 2023—-April 9, 2024)

Test-negative controls Test-positive cases

Unvaccinated, Vaccinated, Unvaccinated, Vaccinated, Crude VE Adjusted VE*
Control group n (%) n (%) n (%) n (%) (95% CI) (95% CI)

Strict definition /
primary analysis* 775 (96.4) 29 (3.6) 621 (99.7) 2 (0.3) 91 (64-98) 91 (59-98)
(n=1427)

Broad definition /

sensitivit
analysisTy 6203 (96.6) 221 (3.4) 621 (99.7) 2 (0.3) 91 (64-98) 90 (59-97)

(n=7047)

*A case is considered positive for RSV. A control is considered negative for RSV; A case is considered positive for RSV. A control is considered positive for a non-VPD and negative for both RSV and VPD;

°VE was adjusted for age, sex, encounter months, race / ethnicity, Charlson index, previous outpatient encounters, previous inpatient encounters, previous ED encounters, COPD, diabetes, renal disease, and PVD
Cl=confidence interval; COPD=chronic obstructive pulmonary disease; ED=emergency department; KPSC=Kaiser Permanente of Southern California; LRTD=lower respiratory tract disease; PVD=peripheral vascular disease;
RSV=respiratory syncytial virus; RSVpreF=respiratory syncytial virus prefusion F; VE=vaccine effectiveness; VPD=vaccine-preventable disease

Sara Y. Tartof, PhD, MPH?; Negar Aliabadi, MD, MS?; Gabriella Goodwin, MS?; et al. Estimated Vaccine Effectiveness for Respiratory Syncytial Virus—Related Lower Respiratory Tract Disease. JAMA Netw Open. 2024;7(12):e2450832.
doi:10.1001/jamanetworkopen.2024.50832.
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KPSC RSVpreF VE Study: VE Against Severe* RSV-Related ARI
Hospitalizations or ED Visitst (November 24, 2023—April 9, 2024)

Test-negative controls Test-positive cases
Unvaccinated, Vaccinated, Unvaccinated, Vaccinated, Crude VE Adjusted VET
Control group n (%) n (%) n (%) n (%) (95% CI) (95% CI)

Strict definition /
primary analysis* 480 (96.8) 16 (3.2) 371 (99.7) 1(0.3) 92 (39-99) 90 (24-99)
(n=868)

Broad definition /
sensitivity
analysis®
(n=5120)

4609 (97.1) 139 (2.9) 371 (99.7) 1(0.3) 91 (36-99) 90 (25-99)

*Severe ARl is defined as an ARI with any supplemental use of oxygen during hospitalization or an ED visit without subsequent hospitalization; TARI analyses were conducted with different study populations than LRTD analyses; A case is
considered positive for RSV. A control is considered positive for a non-VPD and negative for both RSV and VPD; SA case is considered positive for RSV. A control is negative for RSV and may be positive for other pathogens, including VPD;
VE was adjusted for age, sex, encounter months, race / ethnicity, Charlson index, previous outpatient encounters, previous inpatient encounters, and previous ED encounters

ARI=acute respiratory infection; Cl=confidence interval; ED=emergency department; KPSC=Kaiser Permanente of Southern California; LRTD=lower respiratory tract disease; RSV=respiratory syncytial virus; RSVpreF=respiratory syncytial
virus prefusion F; VE=vaccine effectiveness; VPD=vaccine-preventable disease

Sara Y. Tartof, PhD, MPH?; Negar Aliabadi, MD, MS?; Gabriella Goodwin, MS?; et al. Estimated Vaccine Effectiveness for Respiratory Syncytial Virus—Related Lower Respiratory Tract Disease. JAMA Netw Open. 2024;7(12):e2450832.
doi:10.1001/jamanetworkopen.2024.50832.
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Local Reactions Within 7 Days After Vaccination
With Bivalent RSVpreF vaccine
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1Severity definition: mild=no interference with daily activity; moderate=some interference with daily activity; severe=prevents daily activity. 2Severity definition: mild=>2-5 cm,
moderate=>5-10 cm; severe=>10 cm.
RSVpreF, n=3619-3621; placebo, n=3532-3539.

* Most local reactions were mild in severity
* Local reactions occurred more commonly in participants vaccinated with RSVpreF

Gurtman A. Safety and efficacy of bivalent RSV prefusion F vaccine in adults 260 years of age. Presented at: IDWeek 2022; October 19-23; Washington, DC.
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Systemic Events Within 7 Days After Vaccination With Bivalent RSVpreF
vaccine

The most common systemic event was fatigue
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Mild B Moderate B Severe M Grade 4

Severity definition: mild=no interference with daily activity; moderate=some interference with daily activity; severe=prevents daily activity. 2Severity definition: mild=2—-3 loose stools in 24 hours; moderate=4-5
loose stools in 24 hours; severe=6 or more loose stools in 24 hours. 3Severity definition: mild 38.0° C-38.4° C; moderate >38.4° C-38.9° C; severe >38.9° C—

40.0° C; grade 4 >40.0° C. “Severity definition: mild=1-2 time(s) in 24 hours; moderate=>2 times in 24 hours; severe=requires intravenous hydration.

RSVpreF, n=3619-3621; placebo, n=3532-3539.

* Most systemic events were mild to moderate in severity
* Most systemic events occurred more commonly in participants vaccinated with RSVpreF

Gurtman A. Safety and efficacy of bivalent RSV prefusion F vaccine in adults 260 years of age. Presented at: IDWeek 2022; October 19-23; Washington, DC.
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KPSC RSVpreF VE Study: Summary

The KPSC VE study addresses data gaps from the RENOIR trial

* Includes a substantially larger proportion of people at highest risk of severe RSV disease

» Generates real-world VE against RSV-related inpatient or ED events for LRTD and against various RSV-
related ARI endpoints

This interim analysis among US adults aged =60 years evaluated RSVpreF VE during its first 5 months of

use

* Provides 91% real-world VE against RSV-related LRTD hospitalization / ED admission, with little
variation by control approach

« Shows 90% real-world VE against severe RSV-related ARI hospitalization / ED visits

The KPSC VE study builds on the results of the RENOIR RSVpreF pivotal clinical trial by evaluating VE
against the more severe outcome of RSV-related ED visits / hospitalization and among those with high-
risk conditions

The study will continue to document VE in population subgroups, with duration of protection and full end of
season 1 estimates expected in 2025

ARI=acute respiratory infection; ED=emergency department; KPSC=Kaiser Permanente of Southern California; LRTD=lower respiratory tract disease; RSV=respiratory syncytial virus; RSVpreF=respiratory syncytial virus prefusion F;
VE=vaccine effectiveness.
Y. Tartof, PhD, MPH?; Negar Aliabadi, MD, MS?; Gabriella Goodwin, MS?; et al. Estimated Vaccine Effectiveness for Respiratory Syncytial Virus—Related Lower Respiratory Tract Disease. JAMA Netw Open. 2024;7(12):e2450832. doi:10.1001/jamanetworkopen.2024.50832.
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ACIP 2023: str dung vac xin RSV & ngw®i I&n tudi

tinh an toan, kha nang sinh mién dich va tinh hiéu qua cla vac xin RSV & nguoi aged =60 tudi

Tw thang 5/2020, Nhém chuyén gia vé vac xin RSV ctia ACIP da hop hang thang dé xem xét cac bang chirng hién co vé

Tong quan hé théng cac bang chirng

Cac bang chirng
bao gdm mét thor
nghiém lam sang
ngau nhién co dbi
chirng pha 3 va moét
thir nghiém lam

Panh gia bang chirng
Phwong phap GRADE duoc sir dung doc Téng hO’p béng Chl'l’ng

lap dé xac dinh mic dd chic chan cia

bang chirng vé két qua lién quan dén mbi Khung biing chirng dén khuyén cio hwéng

sang ngau nhién cé vac xin (mic do chac chan tir cao den dan cac cudc thao luan vé khuyén cao tiém

déi chirng két hop thap) phong RSV, xem xét di¥ liéu vé van dé y té cong

pha 1 va pha 2 cho cdng, loi ich va tac hai, gia tri d6i véi quan thé

mdi loai vac xin dich, kha nang chéap thuan clia cac bén lién quan,
tinh kha thi, viéc str dingj ngudn lwc va tinh céng
bang

Tom tat dwoc
trinh bay trwdc
ACIP tai cac cudc

hop c6ng khai vao
23/2 va 21/6 nam
2023

*In terms of safety, inflammatory neurologic events were defined as cases of Guillain-Barré syndrome, chronic inflammatory demyelinating polyneuropathy, and acute central nervous system inflammation

ée.g. transverse myelitis or acute disseminated encephalomyelitis) occurring within 42 days after vaccination
e

iSory Committee on Immunization Practices; GRADE, Grading of Recommendations, Assessment, Development, and Evaluations; RCT, randomized controlled trial; RSV, respiratory syncytial virus
| et'al. Am J Transplant 2023;23:1631-1640




Cac khuyén cao quoc gia ve tiém ching RSV cho ngwoi I&n tudi

Khuyén cao dwa vao tudi A

>60 years >65 years >75 years

Poland3
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Khuyén cao dwa vao nguy co’

>18 years >60 years
=
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Cac hiép hol chuyen nganh y khoa cong nhan RSV |la mot bénh ¢o
thé phong nglra bang vac xin & nhdm ngwdi dé bi ton thwong*

-

Ngudi lon
tuoi

NeumoExperts
Prevention (NEP)

Group’ Position
Paper

“... Vdc-xin RSV nén lad mot
phdn cua chuong trinh
tiém ching cho ngudi Ién
va nén uu tién chién luoc
theo dé tudi hon la nham
vao cdc nhém cé nguy co

"

cao

NEP khuyen cao vaccine
cho ngudi 16n 260 tu0|,
dac biét cho nguai cé
Bénh ph0| man tinh, Bénh
tim mach man tinh, Béo
phi, Ton thuong than
kinh, Bénh than bai thao
dudng, Suy gidm mién
dich, S6ng trong cac co s&
cham séc tap trung

NEUMO
NP BEEbE

Global Initiative for
Chronic Obstructive
Lung Disease (GOLD)?
2024 Report

« Uy ban tu van vé thuc
hanh tiém ching cla
CDC Hoa Ky va Uy ban
chau Au khuyen nghi
dung cac vaccine RSV
hién c6 cho nguci 260
tuoi

« Vaccine RSV dugc dua
vao danh sach vaccine
tiém chang dinh ky
khuyen nghi cho nhirng
ngudi mac COPD 6n
dinh
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Cac hiép hdicta
bt

« Cac nhom dé bj tén
thuong nén duoc tiém
vac-xin RSV ngoal vac-xin
cum, COVID-19 va phé cau
khuan khi thich hop

Vaccine RSV dugc khuyén
nghi cho:

+ Ngudi I&n 260 tudi

+ Ngudi lon & moi lra tudi

c6 bénh nén vé ph0|
hodc tim mach nang

« Nguoi Idn & moi Itra tudi
bi suy giam mién dich
dang ké
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American Diabetes
Association 2024
Standards of Care
in Diabetes*

Vaccine RSV rat dugc
khuyén nghi cho ngudi I6n
> 60 tudi mac dai thao
duong

American
Diabetes
. Association.

Connected for Life.

Italian Board of
Scientific Societies
for the Vaccination

Calendar for Life>

Khuyén cdo vaccine RSV
cho:

. Tat ca nguai gia >75
tudi do  Nguy o cao ¢
bénh nén hodc bénh
dong mac

-+ Ngudi gia tudi tur
60-75 trong cac nhém
nguy co cao

e Pl
fimp  FIEMG

*As of April 2024; tInclude DGP (Deutsche Gesellschaft fir Pneumologie), DGI (Deutsche Gesellschaft fiir Infektiologie e.V.), DGIM (Deutsche Gesellschaft fir Innere Medizin), DGHO (Deutsche Gesellschaft fir Hamatologie und Medizinische
Onkologie), DGG (Deutsche Gesellschaft fir Geriatrie), PEG (Paul-Ehrlich-Gesellschaft fiir Infektionstherapie), CAPNETZ (Community Acquired Pneumonia Competence Network), DZL (Deutsches Zentrum fiir Lungenforschung), DZIF (Deutsches
Zentrum fur Infektionsforschung), Deutsche Atemwegsliga, and Deutsche Lungenstiftung

hronic obstructive pulmonary disease; RSV, respiratory syncytial virus

t al. Arch Bronconeumol 2024;60:161-170; 2. 2024 GOLD Report [Accessed April 2024]; 3. Addo M et al. Infection 2024;52:285-288; 4. American Diabetes Association Professional Practice Committee. Diabetes Care 2024:47;S52-
76; 5. Raccomandazioni del Board del Calendario per la Vita sulla vaccinazione contro Virus Respiratorio Sinciziale (VRS o RSV) nella popolazione anziana e negli adulti a rischio [Accessed April 2024]
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Tong ket

Ganh niang bénh tat do RSV I&n & ngwdi I6n ¢ nhiéu bénh nén c6 nguy co cao hon va ngudi >60 tudi,
nhwng cac nguy co & nguwoi tredng thanh dang bi danh gia thap

Thei diém tiém phong rat quan trong dé bao vé sb tré em va ngwoi Ion tudi nhiéu nhat co thé

Céc thach thirc nhw nhan thirc nguy co do RSV va kha néng tiép can vac xin RSV can dugc giai quyét dé
dat dwoc tac déng t6i da. Doi yc’ri ngwdi Ion tudi, cac khuyén cao vé nguy co theo tuoi giup ho trg tang cwong
tiém chung va hiéu qua cuda vac xin

Viéc ting cwéng tiém vac xin RSV & nguwdi I&n tudi va phu nir mang thai nham bao vé tré nhd sé gop phan
phong nglra RSV va lam giam ganh nang cho hé thong y te.
Cac khuyen cao vé nguy co theo tuoi gitup ho tro ting cwéng tiém ching va hiéu qua cia vac xin

RSVpreF da dwoc cép phép & >60 quéc gia va chi dinh cho ngwei I&n tudi va phu nir cé thai dé bao vé
tré nhd, v&i cac khuyén cao va quan diém cua cac hiép hdi khoa hoc dang dwoc cap nhat lién tuc

—

Sprer, #im &,RSV, respiratory syncytial virus
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