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Abstract: On September 29, 2023 & February 23, 2024, the World Health Organization
(WHO) issued a recommendation to remove the B/Yamagata strain from the quadrivalent
seasonal influenza vaccine on both Northern and Southern hemisphere due to the low risk of
re-emergence in the community (no detections since March 2020). Therefore, to ensure long-
term effectiveness and safety, WHO recommends converting the quadrivalent seasonal
influenza vaccine to a trivalent influenza vaccine that does not contain the B/Yamagata strain.
Based on WHO's recommendation, reference regulatory agencies such as the FDA, EMA have
met to make an official decision on the composition of the influenza strains in the
corresponding seasonal influenza vaccines for domestic and imported manufacturers. Many
countries around the world are working with vaccine manufacturers to accelerate the
convertion. It is expected that in the US from the 2024-2025 Northern Hemisphere (NH) flu
season, in Europe and many other countries from the 2025-2026 Northern Hemisphere (NH)
flu season, they will all convert to the trivalent influenza vaccine.
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CHUYEN POI VAC XIN CUM MUA TU GIA VE TAM GIA
VA CAC TAC PONG TREN TOAN CAU
Nguyén Thi Ly*, Nguyén Kim Bach, Poan Hiru Thién

Vién Kiém dinh Quéc gia Vic xin va Sinh pham y té

Nhdn ngay 20 thang 08 nam 2024
Chdp nhdn dang ngay 09 thang 12 ndm 2024
Tém tat: Ngay 29/9/2023 & 23/2/2024 T chirc Y té Thé giéi (WHO) ban hanh khuyén céo bo ching
B/Yamagata khoi vic xin cim mua tir gia do nguy co tai xuat hién thap trong cong dong (tir thang 3/2020
dén nay khong phat hién). Do dé, & dam bao hiéu qua va an toan 1au dai, WHO kién nghi chuyén déi vic
Xin cim mua tir gid sang vic xin cum tam gia khong chira chung B/Yamagata. Tir khuyén céo cia WHO,
cac co quan quan 1y tham chiéu nhu Food and Drug Administration (FDA) va European Medicines
Agency (EMA) da hop ra quyét dinh chinh thirc vé& thanh phan ching cim céc véc xin cim mua twong
g cho cic nha san xuit trong nudc va nhap khau. Nhiéu quéc gia trén thé gidi dang phdi hop véi cac
nha san xuat vic xin dé ddy nhanh tién do chuyén d6i. Dy kién tai M¥ tir mia cim Bac ban cau (NH)

2024-2025, tai Chau Au va nhiéu nudc khac tir mia cim Bic ban cau (NH) 2025-2026 s& déu chuyén

sang vac xin cum tam gia.

Tir khéa: Chuyén doi cum tam gid, chuyén doi vdc xin, cum tam gid, cum tir gid.

1. Pit van dé

Vi rit cim gay bénh ¢ nguodi dugc
phén loai thanh céc loai A, B va C. Vi rat
cim B va C luu hanh chi yéu chi ¢ nguoi,
vi it cim A lay nhiém cho nhiéu loai khac.
Céc loai A va B gy ra cim ¢ nguoi theo
mua gdm A(HIN1)pdm09, A(H3N2) va hai
dong cum B la B/Yamagata va B/Victoria.
Vi rat cam A gay ra khoang 75% va 25% la
do vi rat cim B [1,2]. Viéc tiém vic xin dé
phong bénh do vi rat cum van 1a mot giai
phép an toan va hiéu qua.

Vic xin ciim mua hién nay c6 2 dang

la tam gid va tir gia. Vac xin cim tam giad

(Trivalent influenza vaccines, TIV) bao gom
hai khang nguyén cim A va mot khang
nguyén cim B tir dong B/Victoria hoac
B/Yamagata tuy thuoc vao dong/chung nao
duoc du kién s& gop phan nhiéu nhét vao dai
dich cam hang nam trén toan ciu trong muia
tiép theo. Vac xin cim tir gia (Quadrivalent
influenza vaccines, QIV) chua khéang
nguyén cua ca dong B/Victoria va
B/Yamagata [1-3].

Vi rat cim lién tuc thay ddi ching va
tién hoa. Do do, viéc thay thé dinh ky céc
chung vi rat co trong vic xin cim 1a can

thiét dé duy tri hiéu qua bao v¢ cta vac xin.
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Tir nam 1999 dén nay, thanh phan va chung
loai vic xin cim mua hang niam déu do
WHO khuyén céo, dua ra théng qua cac
hoat dong giam sat thudng xuyén vé ty 16
lwu hanh va du kién ching nao s& gép phan
nhiéu nhét vao dai dich cim hang nam trén
toan cau trong mua ké tiép [1]. Theo dit liéu
tir GISAID (Global Initiative On Sharing All
Influenza Data) va Flunet vé su luu hanh céac
chung cim trén toan cau, cho thay tir thang
3/2020 dén thang 9/2023 khong phét hién
thdy sy xudt hién ty nhién cta ching
B/Yamagata. Do d6, trong cudc hop ngay
29/9/2023 va cudc hop ngay 23/2/2024, Uy
ban tu vin vé thanh phan véc xin cim mua
cia WHO di nhét tri bé phiéu khuyén nghi
loai trir thanh phan ching B/Yamagata khoi
vic xin cim mua t gid cang sém cang tot
dé tranh nguy co tai xuat hién vi rat nay
[2,3].

Trong bai bao nay ching t6i chia sé
céc khuyén cao cia WHO lién quan dén viéc
chuyén d6i cam tir gid sang tam gia va
huéng din/quan diém cia WHO va cac co
quan quan 1y tham chiéu va tac dong cua né

dén toan cau.
2. N¢i dung

2.1 Khuyén cdo ciia WHO lién quan dén

viéc chuyén doi cum tir gid sang tam gid

Hang nam, WHO thuong triéu tap
cac cude tham van ky thudt vao thang 2 va
thang 9 dé khuyén nghi céac loai vi rat dua
vao vic xin ciim cho cdc muia ciim & ban cu
bac (northern hemisphere, NH) va ban cau
nam (southern hemisphere, SH) tuong ung

[1-3].

Ngay 29/9/2023, WHO ciing da hop
dé khuyén nghi thanh phan vic xin cam st
dung trong mua cim SH 2024. Theo cac bao
c4o giam sat thuc té tir cac ca bénh va chung
vi rat lwu hanh dén thang 8/2023 cua
GISAID va Flunet: Trén toan ciu, van phat
hién s6 ca mic vi rat cam A(H1IN1)pdmO09,
A(H3N2) ¢ tat ca cac Chau lyc; s6 ca mac vi
rat cam B thap hon va tit ca cac vi rat cim
B dang luu hanh dugc cac phong thi nghiém
GISRS xac nhan, déu thudc dong
B/Victoria/2/87 va khong c6 phat hién nao
duoc  x4c nhan  vé dong  virus
B/Yamagata/16/88 dang luu hanh sau thang
3 nam 2020.
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Tracking of Influenza Subtypes

BlYamagata

As of 14 August 2024 - 0530UTC, 35 couniries shared 454 B/Yamagata genome sequences from sample collection in the last 5 years to making these data publicly accessible via GISAID EpiFlu.
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Hinh 1. Théng tin giam sat dich t& sy lru hanh céc chiing ciim tir “GISAID — Influenza subtypes”
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Theo WHO, mic du cac vic xin
cum hién tai, bao gém vac xin t& gia van
an toan va hiéu qua nhung viéc san xuét
véc xin c6 chtra thém ching B/Yamagata
s& 1a khong can thiét va c6 thé dan dén
nguy co tai xudt hién vi rat nay- nhit l1a
védc xin song giam doc luc. Do do, trong
cudc hop nay, Uy ban tu van vé thanh phan
véc xin cim mua cia WHO d3 nhét tri bo
phiéu khuyén nghi loai trir thanh phan
chung B/Yamagata khoi vic xin cam mua
tr gia cang som cang tot dé tranh nguy co
tai xuat hién vi rat nay. Viéc chuyén d6i
chung can khan truong nhung ciing khong
thé nhanh duoc nén mua SH 2024 va mua
NH 2024/2025, WHO van dua ra danh
sach ciim mua tam gia va tir gia (dang bat
hoat) [2,3].

Ngay 23/2/2024, cudc hop thuong
nién cho mua NH 2024/2025, WHO mot
lin nira khing dinh, ching B/Yamagata
nén dua ra khoi thanh phan cong thtc cua
vic xin cim va nhan dinh r'flng “cac co
quan quan 1y qudc gia, khu vuc nén dua ra
cac quyét dinh lién quan dén viéc chuyén
d6i sang vac xin tam gia ¢ qudc gia/khu
vuc d6”[3].

2.2. Hwéng din, quan diém cia EMA
(European Medicines Agency) (EU
recommendations for 2024/2025 seasonal
flu vaccine

EMA/123036/2024

quadrivalent seasonal influenza vaccines

composition va

-Replacement  of

with trivalent vaccines in the EU Removal
of antigens from B/Yamagata lineage)

Hang niam, EMA ban hanh khuyén
nghi cia EU vé thanh phan cua vic xin
cim mua dya trén cic quan sat cia T
chie Y té Thé gisi (WHO).

Hién nay, hau hét cac vic xin cim
duoc cap phép déu la vic xin tor gia, co
nghia 1a ching dugc bao ché dé bao vé
chéng lai bén ching ciim chinh gay ra cam
theo mua, A(HIN1)pdm09 va A(H3N2),
B/Victoria va B/Yamagata. Do chung vi
rat B-Yamagata duong nhu khong con gay
ra moi de doa dbi véi stc khoe cong dong
nén Luc luong ddc nhiém khan cap (The
Emergency Task Force- ETF) cua EU da
ban hanh tuyén bd khuyén nghi chuyén ddi
tir vic xin tir gia sang vic xin tam gid -
khong bao gom thanh phan B/Yamagata.
ETF khuyén nghi rang 1y tuéng nhét 1a nén
loai bo chiing nay khoi tat ca cac loai vic
xin song giam doc lyc tir mia 2024/2025
dé dam bao tranh sy bung phat tro lai cua
chiung nay trong cong dong. Cac nha san
xuét vic xin bat hoat c6 thé can nhic van
san xut vac xin t& gid chta hai chung vi
rat cam B cho mua 2024/2025 (nhu danh
sach WHO khuyén c40). Vic xin bat hoat
lén ké hoach hoan tat thu tuc chuyén doi
sang cim mua tam gia vao nam 2024.
Quyét dinh v& viéc chon vic xin nao cho
chién dich tiém ching nim trong tham

quyén co quan quan ly qubc gia [4].
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Cac khuyén nghi cho mua cum
2024/2025 di dugce Uy ban thude danh cho
nguoi (CHMP) cua EMA
(EMA/123036/2024) chinh thuc thong qua
tai cudéc hop thang 3 nam 2024
(Replacement of quadrivalent seasonal
influenza vaccines with trivalent vaccines
in the EU: Removal of antigens from
B/Yamagata lineage) va dugc cap nhat tai
cudc hop thang 5 nam 2024. Thong bao tin
tirc da duoc cap nhat vao ngay 3 thang 6
nam 2024 dé bao gébm khuyén nghi vé cac
chung vic xin cam theo mua giam doc luc
séng va thong tin cdp nhat vé chung vic

xin ¢6 ngudn gbc tir té& bao [4, 5].

2.3. Huwéng din, quan diém ciia FDA, My
(US)

Ngay 5 thang 10 nam 2023,
VRPBAC

Biological Products Advisory, Ban cb vin

(Vaccines and  Related

chuyén gia vé& vic xin va cic san pham
sinh hoc cua FDA, M¥) da hop dé thao
luan vé viéc lwa chon ching vi rat cho céac
véc xin cam mua SH niam 2024. VRPBAC
x4c nhdn cac ching dugc WHO khuyén
nghi d6i voi TIV va khuyén nghi dua
chiung B/yamagata lam chuing B thuo 2
trong cac cong thirc vic xin tir gia cho mua
sap t6i & Nam Ban Cau. VRPBAC ciing
nhét tri tan thanh y tuong dwa B/yamagata
khoi cac cong thirc vdc xin cim trong

tuong lai cang sém cang t6t [6].

Ngay 5 thang 3 nam 2024,
VRPBAC tiép tuc hop dé thao luan vé viéc
lga chon ching vi rat cho céac vic xin cim
mua NH 2024/2025. VRPBAC da xac
nhan cac ching dugc WHO khuyén nghi
va bo phiéu nhét tri ung hd cac cong thirc
vdc xin cim tam gid dé s dung tai My.
FDA ciing di phéi hop va hd tro cac nha
san xuét vac xin cam theo mua dugc FDA
chap thuan va cung cp tu van khoa hoc,
quy dinh cho ho, tao diéu kién thuan loi
cho viéc cung cip kip thoi vdc xin cam
mua tam gia an toan va hiéu qua tor mua
cum NH 2024-2025 cua Hoa Ky [6].

Vi khong phai tat ca cac qubc gia
déu co thé quay lai sir dung vic xin cim
mua tam gia nhanh nhu FDA di tao diéu
kién cho Hoa Ky nén ddi voi vic xin cim
tor gia di dugc cap phép boi FDA- My,
VRPBAC ciing da nhit tri bo phiéu tng ho
viéc gilt khang nguyén dong B/Yamagata
lam ching cam B thir 2 nhu khuyén céo
cua WHO [6].

2.4 Téc dpng ciia vigc chuyén doi vic xin
cum twr gid sang tam gid

Vic xin cim mua tam gia co tir
cubi nhitng nim 1990 dén gid. Bat dau tur
mua 20122013, WHO khuyén nghj thém
thanh phan cia vic xin cam tr gia (QIV)
chira ca hai dong ciim B, cling véi vic xin
cum tam gid (TIV) chia mdt dong cum
B[1]. Vic xin ttr gid 13 vic xin phat trién

trén quy trinh cong nghé cta vac xin tam
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gia va vic xin tam gia c6 sd dang ky trude.
Pau nhitng nam 2020 cic nudc mbi dan
chuyén sang dung vic xin t& gi, vic xin
tam gia chi st dung hodc con gidy phép
dang ky & mot sd nude.

Viéc thém bét hay thay doi thanh
phan, cong thic chung trude gio van thuc
hién theo khuyén cao cia WHO dua trén
tinh hinh luu hanh dich t& thuc té cua cac
chung vi rat cim trén toan cau khong phai
do y kién chil quan cua cic cong ty, cac
nha san xuit hay bat ky mot qudc gia nao.
Viéc cap nhat san Xuit vic xin cam mua
cling phuc vu nhu cau str dung phong bénh
cim mua mot cach nhanh chéng, an toan,
hiéu qua. Tuy nhién, viéc chuyén doi tir
véc xin tir gia vé véc xin tam gia khong thé
ngay duogc vi con lién quan dén gidy phép
dang ky va cac thi tuc chuyén doi vé phap
1y, vi vay viéc chuyén ddi can co 10 trinh
[2-6].

O Viét Nam nhu ciu st dung véc
xin cim mua hang nim rat cao (khoang 5,5
triéu lidu) va >90% 1a vic xin nhap khau.
Do d6 Viét Nam cling bi 1€ thudc, phai
theo xu thé chung cua toan cu va it nhiéu
cling bi anh hudng dén thi truong cung
g vic xin & trong nudc néu viéc chuyén
ddi bi kéo dai.

Dé qua trinh chuyén d6i dung tién
d6 trén toan cau, trong thoi gian chd cap
phép cum tam gia, vic xin cim t&r gia van

duogc duy tri nhung dén mot thoi diém nhét

dinh theo 16 trinh chung toan cu véc xin
cum tir gia s& dimg san xuat. Do d6, mudn
¢ véc xin, Viét Nam cling nhu cac nudc
can phai phdi hop véi cac nha san xuit va
cung Ung vac xin trong va ngoai nudc dé
thao g& cac khé khin, vudng mic va co
chinh sach thdm dinh nhanh, linh hoat nhu
cac nudc tham chiéu méi ddy nhanh tién
d6 cap phép cho cum tam gia.
3. Két lun

Véi tinh chat dic thu ciia vi rat
cum (bién ching lién tuc), hang nim van
luén c6 sy cdp nhat chung nén vi¢c thém,
bét, thay thé thanh phan trong coéng thirc
véc xin cim dién ra hang nim trong nhiéu
nam nay. Vi vdy dé khong bi gian doan,
cham tré nguén vac xin trén toan céu, viéc
cap nhat ching hay thanh phan cong thuc
cum mua khong chi 1a trach nhi€ém cua cac
nha san xuét, don vi cung g, cac to chic
qudc t& (WHO, EMA, FDA...) va cic co
quan quan 1y quéc gia timg nudc thi méi
c6 thé nhanh chéng gitp ngudi dan sém
tiép can dugc véi vac xin.
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