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Usvasdiinusesiianlufidriumsdnmiiiieny 12 Buludie ornstnuinadiaas @innhies
a¥ 60) Baud" (Mnnirfesay 50) tanfsue (nnir¥esay 40) taandaile annndiosay 20)

MUIEY (LNNINSeEaY 10) wazUnUe (WNNNI1588aY 10)

A5 NBERIDINIT LUINIUTEAIRINNISANEIMIAATNTDINS I ATUlAeSIuALas A SIwATdna1e

1
U U A a

WudauAw/aeiuglolunseu BA.4-5 uazmisldintulawesiufnmendimseylalugniengsiaus 5 U

July

a5 hiisUszasAnnuluszrInansanemiepatnlonanslifuansnnurainauase Ul

WUURENIA (U1NAIYEBLINAY 1/10)

WUURE (U1NAIM5OWINAU 1/100 fstlpenin 1/10)
wulivey (WnnIusewindu 1/1000 fedesnin 1/100)
WUBE (U1NAI1M3BLINAY 1/10000 Hetiasndn 1/1000)
Wulleean (Uesnd1 1/10000)

Linsuanud (Wanunsausudiulpanndeyanilet)
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v ¢

a 12 (3 = aa [4 a L4 a a
A15199 1 : 9mslifelssasrannsAnwmeradnuesnisidlawesiufinaslawesiufvdnaanud

audL/aeuglelumseu BA.4-5 uazmisltindulawesiufnevdiniseydluidengsius 5 VT

9

[
=3

I
STUUDIIT | WUUBELIN | WUl nuldves | wutles wutfosann | linsruaanud (enwnse
¥99319me  [(2 1/10) |(>1/100 |(= 1/1000 | (= 1/10000 fia | (< 1/10000) |Usziiulsnndeyaiilet)
fia < 1/10) | fl4 < 1/100) | < 1/1000)
AUNAUNG AMEADL
ONFRATIIGE]Y Ydesln
TEUNGRICER (lymphad
enopathy)
a
ANURAUNG Ufisengily NSWiIkUY anaphylaxis
YDITLUU LAY
QilAuriy (Fregaidy
iy Ay aufiv
b
angioedema
°)
ANMURAUNR ANBYIN
YDIUAIUDA SRR
Fuuay
1naung
ANURAUNR uaulinay
1979
AMuRaUnG | Uindsus Huag? duna mmiﬁﬂé’mﬁalﬁau
YDITTUY 2984 Beundudi (paraesthesia)®
Jsgan Tunmih (acute L
Anusdniladensduliaanas
peripheral
. (hypoaesthesia)®
facial
paralysis)©
AUNAUNG nédwilela
LREEATIN I B gniay?
Lﬁaﬁmﬁﬂﬁ]
dniay?
puRnUnG | Vieade® | adAuld
YBITLUY 13y’
NULAUDIIT
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STUUDIIT | WUUBELIN | WUl nuldves | wutles wutfosann | linsruaanud (anwnse
¥99319me  [(2 1/10) |(>1/100 |(= 1/1000 | (= 1/10000 fia | (< 1/10000) |Usziiulsnndeyaiilet)
fia < 1/10) | fl4 < 1/100) | < 1/1000)
AUNAUNG Azwie Erythema multiforme®
YDININUY 29AUIN
wezilowdold Raun@
NS (hyperhidro
sis)
witeeonmou
NA9AU
ANURAUNR | Uinde UInnuuy
Yeandunile | U e
uagnsvgn | ndnaiile
waziilele
ey
AURAUNR Usgduheuanniaung’
YBITLUU
duiuguay
WAL
mReUnd | hiausia | Rvdauns | seuae gMsUINLNARUNRTIRILAN T
iy fdnen UEhadida | amnusanlsl Sn¥adu’ exmsuamiilunth
ANINVDY DOUM " AUN8 AU
UShafidnen | wudu i UsLIuan
it 4
UIUUTLIA
fiamen
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a. fisenuamesoutundedln (ymphadenopathy) Ussnitlufidrsmnisnsiiileny 5 Biuluvdsldsutadu
dunsgdu WesnimFewintudesas 2.8) Weiisuiundsldsuiaduyausn Wesnimdewintuiesas 0.9)

b. AuBluNTNUANTY uaz angioedema Ao Wutioy

¢ nMIRamuEaiumIaenfevensAnviniseatnluaudeludl 14 wgednieu 2563 Tnenunuduws
Beounduilunh (elunihdumeeiadn) luidnsmnsfnulunguiilisuinduduediduedmiviety
Tsaladn-19 S1uau 4 518 TufiGudienmssumailuniide Tuil 37 vdsnsdniadudud 1 {idnsamnsfne
Tuilasunisantadudui 2) wayuil 3, 9 way 48 wdansanTadudud 2 lidsenununsinsumadsundu
lunh (relumihsumnaiedn) Tunauiildsusvaen

d. omslifisssasdinenunevdaimseysilild

e. $udauvuinsndniadu

£ wuemsldndsnmsdaindudud 2 Weeni Weweuiuiduusn

g fsnumsinemsuailuniiluiuiaduiieedeiiawesldfimimisinduoonndmieluiowain

h. wumsAsimiunsuinuianeldvesun ludneny 5 81 11 7

'
[ P

i nsdldnilnggesiidnuasiilifousauazifntudinsm
[J a 1 =2 (3
A1eTUIEeINIT iU e

v & awe o & oo o
nanuidaiilvdmavuazideaialodmay
WuANLESRENITAANNIENANLeT s U REINNAaTadulawesiuR tnenugeanty

wAgg ey (@te 4.4. AnAeunimuwaztanisseislumslyen)

nsAnwdrsruiningwesglsusunalngjassnmsfnuilduszanmuanudssiifud ulumegsdo
yjundsanmsaalawefudifud 2 lnemsAnwinieuinlugig 7 fundsannsdadui 2 wuns
Annnendnaiderladniauiintulszan 0.265 (Frsarndesiu 95% 0.255-0.275) 1850 10000
98 Tummnedifleny 12 - 29 U dlewieuiugitlildaaiadu ludnnsnwinis Turaa 28 Yundsan

AsaAnLNN 2 fgAnnznauileiladniauiiudu 0.56 [F2Audasiy 95% 0.37-0.74] S1e6e

10000 578 Tunameiisieny 16 - 24 U Wawiiguiugnliladnindu

(%
v 1A

Poyanddninuwianudsesinmaianduileiladnauuazibeuiilasniaunainisdnindula

wosiwAluanifiony 5 81 11 Ygmilewdwzanitludnideny 12 69 17 3

MITenumaMsaifiadednasduenslifiasyase

nsveueInshifissyasdnasdendsnnlaueygnvowandudiondudsddey Paeliauise

A3IdRUANNaNnavasUsElenl/AIABIeHAR uYigBE 1Bl leY
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4.9. mslasugiiurun
Tayan1stasug 1 iuruIAlaNANgdsIunANe 52 518 ATaneglunis@nwinieedingslasu

lawesiud 58 lulasniu ewnananuiianainlunmadeans giuiadulildssnuinisifivduves

n1sneufji3en (reactogenicity) #3803 biNaUTZAIA

Tunsdlvesnislasugiiurung wuzinlinsafaaun1svinauvesedesddalunisasdnwasanaln

<

NITNWINIUDINTT

5. AnANTRANILNFYINGT

5.1. auaudAmandunarnans
nauMsinwIsndive: Jagu Jadulida Wa ATC: JO7BNOL

nalnnseangvic
Messenger RNA ignsiaudasiiandleledluingulawesiuf gnasrtulusymaluduvuinunly gavih
TWanunsads non-replicating RNA 11 lUTusadlsadinaliaiunsaiinisuansonnted S LouALIY

Y99 SARS-CoV-2 Tnemsaae1adms1ald mRNA 5lswad11$u membrane-anchored, full-length S

niinsnaneugaesiumrisnegluaeindsinand (central helix) MsnaneiugvasnIneyilluaediil
Luidulnsdu (proline) azdsAula S aglulaseadrauuy prefusion conformation adulaseasnadm

¥
v a o ado o a

Wuiaeanisuinninluwdvesnisidunauiiay Tadunseauliminnwauf uaf i SudIn1sAnLye

q

[y

(neutralizing antibody) Lagn1sneuaNeINNYIANTUTeLYadFaLaUARUYEIMUIY (S) Fee1aldiu

frelunstaiuainnsindalsalain-19
UseaVoNan1emaln

d [} e/ L4 e/ e/
lawasiudmiuysuldmsuaieuglolunsau

pawamsalunisasrgdauiuluiniio 5 49 11 U (08194897 5 0 uslaii 12 1) - wailasy
TATuTunsesy (1907 4)
lun1siieseinguegeevad1ld19Iun15AnYIINNISANYIN 6 Jid1sIunsAnwindieny 5 81 11 T

U 103 518 Jaaglasuyaindulawesiufigansn (primary series) 911U 2 10U wazUNTZAUL

v < a

nou lasuindulawesiufvdnaieiugnadu/aewuglolunsou BAG-5 unsedu (Tud 4) ua

[y | =

nsAnwTINtayanNaNnsalunTas ANt uINNgugpeveElU1TINNSANYINTeNY 5 A 11

a 3
Vunsfinwd 3 AlddungudSoudieu elasuiadulawesiuf 3 Wu Tudidrsunisfinwindens 5

[
Yo v

i1 11 U 3alasuindulawesivfviinaneiugauiu/aenuslelunsou BAA-5 iuindudud 4 uas

9
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Ad3amnsfnunndieny 5 e 11 Yilasuiadulawesiumduindudud 3 Tu wungidnsaunisan
Sovay 57.3 uariouaz 58.4 TnaN13M5Ia SARS-CoV-2 WuuiniiAmdiuveansiny aud1ay

3

Tunsmavauewaiiqudud 1 weundelasuiaduidunszdu (i 4) laweswfvinaiewug
aad/aneiuglolunseu BA.4-5 lngmildudinszdulvslalamesivinaagnsvesdelifandimesie

=4

Weaneugloluaseu BA.4/BA.5 Mindnerdsiudlawisuiualnmeslunguuseuiieunlasuingule

weswA 3 W uonandl leweswAvlinaeiugaadu/aeiuiloluaseu BAA-5 danseaulviiale

9

= (%

wmasnTumzreaeiuioBiiamenfsiuilomeuivalameslundussuiiey
HaLBeruaInsatun1sasegiduiuaniadunaslasuiadudunssauludidsiunisdnyiiiens 5

89 11 Ulduandlilunisnei 2

a =3 a [ 1 a a 1 4 a a Y 1
FMIT9N 2: A15ANwIN 6 — emsidulad asvIndauazATlamesaf sisvindin - W33

= Ao A A W a & = a 1 v
nsfnwniivislifivdngiuresnsiinie - 81y 5 8 11 U - ngudszvnsanuaunsalunisadn

Y v

Qifufunansauseiunala

1w A Y !
nguindy (Muildsueume/wuugy)

ANSANETN 6

lawesiuf (anewug

fada/anenuslelunseu nsAneTl 6
BA.4/BA.5) Msfnwil 3 Tawesiud (@eug
10 uAN. lawesiud Sads/aeiuglo
N3RS il 4 uasi 10 uAn. lumseu BA.4/BA.5)
AATIZINS 1 oundsdninduidud i 3 wagdl Tamesiuf
vindagns | ganand 4 1 Woundedninduidud 3 10 uAn.
704170 Wi GMT® GMT® GMR¢
SARS-CoV-2 | feg1e® | nP (95% CI°) n® (95% CI9) (95% CI9)
aeiugle | fewdn 488.3 248.3

luasou BAA] Ja3u | 102 | (361.9, 658.8) 112 (187.2, 329.5)

5 - NT50 (A" 2189.9 1393.6 1.12
lames)e 7i 16eu]| 102 (1742.8,2751.7) | 113 | (1175.8, 1651.7) (0.92, 1.37)

o noudn 2904.0 1323.1
FAYNUT -

3 9

v - AT 102 |(2372.6,3554.5) | 113 | (1055.7, 1658.2)
21989 - NT50

, ) 8245.9 7235.1
GG -
7N 1wou| 102 |(7108.9,9564.9) | 113 | (6331.5, 8267.8)
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Mee: Cl = 929ANLTDIU; GMR = 9R51@IURALL5VIANN; GMT = Alanasiadeisviams; LLOQ = Inininadves

v a

AsTIagaUsun; LS = ﬁﬂﬁ&ﬁ@ﬂﬁ@ﬂﬁﬁﬂ; N-binding = AnsduRuinaTelusAuYeal o SARS-Cov-2: NT50 = Anla
Lm@%ﬁﬁﬂﬁ?ﬂqwémadL%ah%’aﬁ%aﬂaa 50; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2

a. mafiuiegnadenmuganaiisirualinuinasinsise

b. n = duuvesiirsiunsnwfifinammeaeuiigniosiazuiueudmiunsmaaeuiilaszyliiganaily
nsLiusogsiifvun

c. GMTs uaztasnandesiuuy 2-sided 71 95% Amnalasniseniidiaeniifiuadsveslamosuazdisnny
\Fosiuiaenndesifu (fiansannu Student t distribution) Nan57AINGY LLOQ gl 0.5 x LLOQ

d. GMRs wagtsmdosiuuuy 2-sided funnilasnisenidaamuuannly LS asvesnismaaouuasdis
mudesiufiaenndeaiu Tasfiarsanaumsiesginansmaaeuiinlasdoyaluaoniifiulngltlunanisiingzs
mﬁamasL%qLé’uimEﬂ%ﬁﬂlmLma%miﬁ'ﬂé’quéﬁLLﬂaa%a;ﬂaiuaam’%ﬁmﬁméﬁgﬁummmiﬁﬂm a0uZNIRAT NS
nsiardsiuresnsfing uasnguindudususdy

e. Alawmosiindagmivedelada SARS-Cov-2 #i5pay 50 (SARS-Cov-2 NT50) gnimuslasldnismsia

s

AT1e9 380-well assay platform (@ewugaaAs [USA-WA1/2020 Fegausnidelutfiousnsin 2563) uazanesiug

q

Tolunsey B.1.1.529 anestuston BA.4/BA.5) fildsunmsnsaaasumnugndies

AIma1salun1sas wgdeuaulugidrsaunsAnsiiety 12 09uly - naslasviadudunsesdu
(4977 4)
lun157A5ind Ug08vee TIUN13ANYIINASANYIN 5 Hidn5uns@nwndeny 12 81 17 T

o

71U 105 518 JinsunsAnwAidieny 18 fie 55 U §1uau 297 518 uagkli1siunsAnwndeny

o

a

56 VAUlU d1uau 286 518 Famelasuindulawesiufigausn (primary series) §1uU 2 10 way

9

v
v a & v

Tagudunszauuneu lesuiadulawesiufvlaaenugaadu/aeiuglolunsou BA.4-5 1unszdu

9

(ud 4) Tudidsauns@nwfideny 12 laudis 17 U o1y 18 ldaudie 55 U wageny 56 Yauly
Aiingaunisfnuniesas 75.2 Sevay 71.7 uavSeuay 61.5 dnan13msia SARS-CoV-2 Wuuiniianea
AUVBINTANYT AIUEIRY

a 6 1 s o v £ & o Ay & o
nsiegvialamesiindgvsvesielifaiifavay 50 (NT50) sioweanewuglalunseu BAG-5

& o sY a v oy = A & S Vyvy o o s A a I

wagsalgaaneiugedsludiinsunisAinundeny 56 Yauld Felasuiadulawesiufvinaeiug
AaA/anenuglelunsau BA.4-5 1unszau (A 4) Tunsfinwd 5 lnewleuiungudesvesdidngy

=2 = =i S vy v A A -] v 2 1% Y & = ]
nsfnwNNsinen 4 Falesuiadulawesiumidunsedu (Wui 4) lawandivutaanumiiendn
vaslaasiufvlnaneiugnufu/aenuglaluasou BA4G-5 Wsuiulawesiuf laaiiasanain

'
] a

dMI1EULRALLTVIAMA (GMR) kazAnulinasnin FIN15UINILAULANANIUERTINITABUAUBDY

Y v

a 1 A a v U I ¥ ::’41 U 154
VI’]QﬂiJﬂquﬂUIUﬁ'J‘NVILﬂEJ’JSUENﬂ‘Uﬂ?i@]@Uﬁu@ﬂﬁ@ﬂ’]im’]UL‘U@ﬁqEJW‘Hﬁ:I@lQJﬂﬁ@u BA.4-5 LazAdnullisas

Y

1 a Y Y} 1 b2 d’lj o & YV a d‘a d‘
NIVDINTRBUAUDIN NHUANNUADNITANUTDF 1Y NUTDWNBINNINTUINY GMR (815799 3)

9 9

N15ATIEY NT50 sawdoaneiuglalunsou BA.4/BA.5 Tugidnsiunisfinyinideny 18 luaudie 55 ¥
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[

Weosunudidsunsnwndiens 56 Yauld elasulawesiuivinaeiuiniu/aieiugle
lumseu BA.G-5 1unszeau (AN 4) Tunsdinwd 5 lauansbiiuiisnnulidesnitvesnisnevauss

sansiueaeuglelunseu BA.4-5 Tudiirsiunsfnwndieny 18 luaude 55 U Weawisuiu

e

v

RANAY (15797 3)

1NN N5ANEITILAVINNNSUTELEUSEAU NT50 U89WaURUDAABNISAIUID SARS-CoV-2 angnus

W13mn1s@nwndeny 56 YAuly Maluwivas GMR wazAuwand19lugnsIN1snouaueInia

3

]

lolupsau BA4A-5 uazaneiugosdenounisdnintu uay 1 Weundins@ainguludiinsiunisiing

nlasuiagudunszau (N9 4) (115199 4)

A1519% 3.

SovarveIdlinINnsANININMInEUANRINIY
anenugaufu/aenuglalunsau BA.4-5 :nn13AnYIT

- gidrsmsdnwiniinieliiivdngiuvenisdage

Y v

aq
Qifufunansauseunala

Alawmasiadarsunniin (GMTs) Aol

a

Fala5a

fauun

v

D

]
d

I
=]

SARS-CoV-2 (NT50) hagAuuanmngly
1 Waundansanindu - lawasiudviln
5 wazlawasiuAnnngudasyein1sAnwn

SARS-CoV-2 - ngaUsey1nsn1snsesu

Alamediadeisviadnseite SARS-Cov-2 (NT50) 71 1 ifeundsnsinindu
nsfinwndl 5 QGHERERRE
lawesiudvllnaneiugaaiu/any mMsfinwi 4 [ nswSeudieungu| asiSeuidiey
Wugleluaseu BA4-5 Taesiud 21y nauindu
218 56 VAulY
Tawesidvinaney | lawediudvila
wugaafw/aenug| aeiugaumu/
olunsou BAG-5 | aneiuglelunsou
81y 18 lUautla 21 18 Taudia BA.4-5
NIATIVAATIEN 559 919 56 Joulu | o1y 56 Vauly | 55TU/56 Vawly | Aawesiud
nandneqrisTes GMT GMT® GMT® GMR® GMR®
19 SARS-CoV-2 | n* | (95% CI | n° | (95% C°)| n° | (95% C) (95% CI) (95% CI°)
aenuglolunsau 4455.9 4158.1 938.9
, 0.98 291
BA.4-5 - NT50 (A1| 297 | (3851.7, | 284 | (3554.8, | 282 (802.3, .
o (0.83, 1.16)° (2.45, 3.44)
lones) 5154.8) 4863.8) 1098.8)
o 16250.1 10415.5
aneiuganeds - 1.38
, ol - 286 | (14499.2, | 289 |  (9366.7, -
NT50 (Firlanes) (1.22, 1.56)°
18212.4) 11581.8)
anuuaneindlufesasveaidnsmmsfnuifinsmevausinegfiduiui 1 Weundenisiaiady
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QGHERERRE

Tawesifvlnanewugraiu/as - 4 " e | mMaSEuiiey
. msfinwn 4 | maIeuiisungu e
wuglolunsou .. ngsindu
T fiud 21y oy
BA.4-5 218 56 VAulY
Tawesidviinane | lawesiudvie
B fugaaw/aeiug| meiugiaiu
81y 18 Tuautls oy oy .
3 918 56 YAUlU | o1 56 Yl | Telumseu BA4-5 | aneuglolunsou
55 .
21y 18 Tuaui BA.4-5
55 ¥/56 FAuly Nauesiui
NNIATIVIATIZNA _ _ _ - -
o s . n' (%) X n' (%) X n' (%) ATULANAN ANULANANY
nsindegvisees | N o | N o| N , l L
& (95% CI) (95% CI) (95% C¥) (95% CI) (95% CI)
199 SARS-CoV-2
aenuglolunsau
. 180 (61.2) 188 (66.7) 127 (46.5) -3.03 26.77
BA.4-5 - NT50 (A1 | 294 282 273
o (55.4, (60.8, (40.5, 52.6) (-9.68, 3.63)" (19.59, 33.95)"
lanes)
66.8) 72.1)

18




Mea: Cl = 919ANuTatu; GMR = 8n51dUARAUSsVIANS; GMT = arlawasiafeisunamn; LLOQ = Ins1ina19ves
N153m39U3uI0 (lower limit of quantitation); LS = idvaestaeiian; NT50 = Alaweiiinasgnsvendelisan
Jowaz 50; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2

newe: MInevauengiduiuldmnualidunisiivg@uunnimiewiniu 4 wihaneiswiuresnisfinw win

q

v v = = a1

ASIANAIRIFUVBINISANILAININGT LLOQ HANISASIIATIENNEINSENTATUNTA1LINNIMSBMINAU 4 x LLOQ

efadninsneuaueIniagiauiu

a. n = PV TWNTANNNTRAN INAFOUNY NIRRT LB WA MTUNTNAaeUTlaseyLINgaLailuns
AUFBE19NIURA
b. GMTs kag929ANM% sl UkUU 2-sided 11 95% Funalagn1senindasni1siunisvadlnmosuazdieniny

¢ o

Woslufl@aonnd il (WA1501AY Student t distribution) HANTNARBUNILATILYTIRINTY LLOQ gnivualid
0.5 x LLOQ
C. GMRs Wary39AULT DU ULUU 2-sided 91 95% AUIUIAEAITINAIAIAMULANAIGLY LS 1R 8uary19AI1Y

Wolluniaenndodnu lagfiansanniun1siwsgialamesnisindagnafulasdeyaluasniifulasldluwmanis

' o
a1 v v

Tasgrnsannesluduluudvasilameinisind g A nwiuven1sAnw (log scale) wavnguinduvsangueny
d. AlamasAind1agnsvendelisa SARS-Cov-2 fiFeuay 50 (SARS-CoV-2 NT50) gnivualagldnisnsia
A9 384-well assay platform NlAsUn1snTIAARUAINGNABY (e UTALAL [USA-WAL/2020, Fegnuenitaly

WouunsAw 2563] waranenuglolunseu B.1.1.529 anewustes BA.G/BA.5)

e A lifEENI1A¥UTIAMINVBULUAG9VDIYNANUTDIULUY 2-sided 71 95% d1mTU GMR agfiunnnii 0.67
f. ANUMLBNINLUTTAVMINVBULAANYDITNANUTRIULUY 2-sided 71 95% dw5U GMR agfiunnin 1
g AlADENINALUTIAMINVBULUNANNYDIYNANNTBIULUY 2-sided T 95% dw5U GMR Bgfiunnin 0.67

WarN13UTEINMUALUUAYEY GMR BgfiNInnIvIamwiniu 0.8

h. N = F1uuvesdidsiumsfnyininanismageuiigndesiaviiueudmiunimaaeuiilassylinanganan

q q

, A o 2 o oA & v 2 o o %
NYUNIIRNINYY LLa%G\!@IL']a']iuﬂ’ﬁLﬂ‘Um'JaﬁJ'NWigu muf\]ﬂ‘llL‘LJumﬁmﬂuﬂﬁﬂ’lmmiaﬁJaz

. n = Suruvesfiisiunsfinuiidnisnevauewmngdduiudmsunisuaaeufidvualy e 9aaniiviv

fhegaitszy

J. Framnuidiotiuluu exact 2-sided 1#u1a1n35 Clopper wag Pearson

3 Anuwandsludndiunanililugvesovar

L Fmudesiuuuy 2-sided 91301935 Miettinen wa Nurminen fignuisduniilasuuaavjvaslamosii

windugviveadeldafiadeiuresnisinu (esniraisegiu, snniwdewiuaisesiu) dwsuauunnsily
dadau Asdsegruveslameifivindgriveatdolifaiadaduresns@nvidumaudoyafithusudulungs
WIguiiiegu 2 nau

m. anulsifeninazussgmnveunaIYesIn T asuLUY 2-sided 71 95% dmsumrauandnsluosas
vosiirmmsFnuifinisnevaussmegiiduiuinniiesas -10

n. AuliAe8NI1LUTTAVINVBULYAG19YDIY AT 0TIULUY 2-sided 71 95% dwmTuaruuanasluiesay

Vo SIMMSAN NN IReUANRIMRANTuNINNITeeag -5
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M1519% 4.

Yuglolunsou BA.4-5 ¥8an13ANWITN 5 - nouLasl 1 iounas

v

vada o a

A1lamasiadaisunle - ngudasvesrndnindulawesiufviaaienugaaun/ay

Hid13unsfnwnieny 12 Y3uly - dnTelulivdngiuveinisiel

v

o @

t 4

IUIAY

wdunsedu (Wui 4) -

Yournou - NQUUILYINGANT

nszfugiifuiuiannsoussliunals
Taluesiupiviin
N15M979 aeNudaufu/menuglelunsou BA4-5
RTINS 91y 12 lUaudis 17
vindnsqvisved | ganand QY 918 18 Tauds 55 Y 01y 56 Viuly
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Aeug flouan (835.1, 569.6 458.2
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n1sifinlsaladn-19 Ada1n155uuse (Aregradu lsafia daviliuianie (body mass index [BMI)

nnviseiniu 30 Alans/msauns lsadeasess iy anusuladings)
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Jouauseansuavasindunanalily 15199 5
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A15199 5: Us£anSuavaalndu — n15uAnlsaladIn-19 ASasnaIn 7 Yundsnlasuinduidun 2 1ae

Gosmmngueasvateny — fitrsumsinunitlifindngruvesnisindenay 7 Yundsain

lasuindudun 2 - Ussensnanunsausediulseansnala (7 Ju)

nsifinlsaledn-19 ASausnan 7 Fundsendldsutadudud 2 ludidnsmmsinun

@ a

laifindngruresnisinige SARS-CoV-2 snnau*

Yeduduonsidule
dwmiulaaiu yvaen
Tsalain-19 N® = 18325
N? = 18198 918
379 n1® Uszavsnavesindu
n1® syazanaihsedsc %
QGHERE! T35 TR E I (n29) (n2% (95% CI)°
8 162
%L“ﬁj’]ﬁﬁmﬂ’ﬁﬁmﬂﬁﬁg\muﬂ 2.214 (17 411) 2.222 (17 511) 95.0 (90.0, 97.9)
7 143
1693647 1.706 (13549) 1.710 (13618) 95.1 (89.6, 98.1)
1 19
65 ﬂsﬁulﬂ 0.508 (3848) 0.511 (3880) 94.7 (66.7, 99.9)
1 14
65 04 74 U 0.406 (3074) 0.406 (3095) 92.9 (53.1, 99.8)
0 5
75 ?Jﬁulﬂ 0.102 (774) 0.106 (785) 100.0 (-13.1, 100.0)

naewme: 189U e lasunsn g uduaieisufiseignldnedmeisauuudoundu (Reverse Transcription-
Polymerase Chain Reaction [RT-PCR]) uavdlonsetatesiign 1 ensiaenndasiveinisvedlain-19 *Adiin
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a. N = dwnufidhsmmsanuidelunguitszy
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¢ sveznattunmsihseTmiaunlundlg 1 000 person-years dmiuangAnifimuavesidnTInn1sAnwianualy
wiaznguiiinudesienad srezia1venssunenugielsalain-19 fie 990 7 Jundwiniilasuiadudun
2 DageauansreznaiTele
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e. ¥29ANUTaTuveINISNAEBU (confidence interval [Cl]) wUU 2-sided dmsuuseansnavasindulau1annis
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eal 918 Uszdvdnavasindu
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naugey srggiaMaie e (n29) | ssesnaimaehseds© (n29) (95% CI°)
AL13nsAnw 77 850 91.3
Waa’ 6.247 (20712) 6.003 (20713) (89.0, 93.2)
70 710 90.6
16 D9 64 4.859 (15519) 4.654 (15515) (87.9, 92.7)
7 124 94.5
65 Yl 1.233 (4192) 1.202 (4226) (88.3, 97.8)
6 98 94.1
6590974 1 0.994 (3350) 0.966 (3379) (86.6, 97.9)
1 26 96.2
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Transcription-Polymerase Chain Reaction [RT-PCR]) $aufuilonisednatfosiign 1 ennsfidenndesiueinis
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omsiinay umdy binnduieiifetulivieiienisifinty qmﬁamﬁmaﬁa%ﬂﬁuﬁLﬁmﬁuimi \Jume
Vioade 91138u)

* fihiunsfnmillaifiningiuveansinide SARS-Cov-2 luafin (Hufefinanisnsaa N-binding
antibody [@51] Wuauiinisiansiandsdt 1 uazasaslaimuide SARS-Cov-2 Tnenisasaa NAAT [msthelnse
ayn] finstiansaandadl 1 uay 2) uasiinanisnsas NAAT (msthelnssayn) Wuaufinsiinasadlsildfmely
wreuvtidunan 7 fundsnnitlesuindudui 2 gnsamdlulumsiinsgideya

N = §1udidrsumsfinulunguiinivun

(SR

n1 = Snudidnsunsdneidulumumdrinnnuvegagd
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A5 sfnslifindngrunisiaiioutu 1 weunaeanlasuinfudun 2 - ngugesvainisine
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91581117 | 9y 168925Y
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Mdo: CI = drernuidesiy; GMR = §asidudsaaiadn; GMT = alawmesiadsaviadia: LLOQ = Ias1inaisweinis
SdaU3nas; NAAT = n39597 nucleic acid amplification ; NT50 = Arlaumesfiindnsquiveadelafail 50% ; SARS-
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GMT® GMT® GMR?
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NNIATIVIATIZANS
Fndneqvidvesde
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Cholesterol

Trometamol

Trometamol hydrochloride

Sucrose

Water for injections
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ToyaRaNNANTU

COMIRNATY™ Qriginal/Omicron BA.4-5 (5/5 micrograms)/dose
Concentrate for dispersion for injection 195 Multidose Vials
Children 5 to 11 years

COVID-19 mRNA Vaccine (nucleoside modified)
Tozinameran/Famtozinameran

10 Multidose Vials

| Statement of active substance(s) ‘

After dilution, each vial contains 10 doses of 0.2 mL.
Each dose (0.2 mL) contains 10 micrograms of COVID-19 mRNA Vaccine

| List of Excipients ‘
ALC-0315, ALC-0159, DSPC, Cholesterol, Trometamol, Trometamol hydrochloride, Sucrose, Water
for injections.

| Method and route(s) of administration ‘

Intramuscular Use after dilution.

Read the package leaflet before use and additional storage information.
Keep out of the sight and reach of children.

Scan QR code for more information.

MUST BE DILUTED BEFORE USE:

Dilute each vial with 1.3 mL sodium chloride 9 mg/mL (0.9%) solution for Scan QR code for more

L information

1njection.

Storage condition

Store at 2 °C to 8 °C after receipt. Do not refreeze once thawed.

Keep in the original package in order to protect from light.

After dilution, store the vaccine at 2°C to 30°C and use within 12 hours. )

g1PIUANNLAY Ao

Reg. No. 2C 8/66 (NBC) AR

PC: .

Lot/EXP (at -90 °C to -60 °C)/SN tmwzanumenna
(ndwony)

Expiry date at 2°C to 8°C............... (Maximum 10 weeks; Cross out former expiry date)

Manufactured by:

Pfizer Manufacturing Belgium NV, Puurs-Sint-Amands, Belgium
Released by:
Pfizer Manufacturing Belgium NV, Puurs-Sint-Amands, Belgium

BioNTech Manufacturing GmbH, Mainz, Germany

Imported by:
Pfizer (Thailand) Limited
Bangkok, Thailand
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ENGLISH LEAFLET

@ Pﬁzer

Comirnaty Original/Omicron BA.4-5 is indicated for active immunisation to prevent COVID-19
caused by SARS-CoV-2, in children aged 5 to 11 years.
This medicinal product is under the conditional approval for emergency use of medicinal
products for human use in emergency situation during a pandemic crisis.
The prescribed physician is required to report any adverse reactions to the Food and Drug
Administration.
Please read the information carefully.

FOR STO 11 YEARS OF AGE
DILUTE BEFORE USE

COMIRNATY™

1. NAME OF THE MEDICINAL PRODUCT
Comirnaty™ Original/Omicron BA .4-5 (5/5 micrograms)/dose
Concentrate for dispersion for injection

COVID-19 mRNA Vaccine (nucleoside modified)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
This is a multidose vial with an orange cap and must be diluted before use.

One vial (1.3 mL) contains 10 doses of 0.2 mL after dilution, see sections 4.2. Posology and Method of
Administration and 6.6. Special Precautions for Disposal and Other Handling.

One dose (0.2 mL) contains 5 micrograms of tozinameran and 5 micrograms of famtozinameran, a
COVID-19 mRNA Vaccine (embedded in lipid nanoparticles).

Tozinameran is a single-stranded, 5’-capped messenger RNA (mRNA) produced using a cell-free in vitro
transcription from the corresponding DNA templates, encoding the viral spike (S) protein of SARS-CoV-
2 (Original). Famtozinameran is a single-stranded, 5’-capped messenger RNA (mRNA) produced using a
cell-free in vitro transcription from the corresponding DNA templates, encoding the viral spike (S) protein
of SARS-CoV-2 (Omicron BA.4-5).

For the full list of excipients, see section 6.1. List of Excipients.

3. PHARMACEUTICAL FORM
Concentrate for dispersion for injection (sterile concentrate).
The vaccine is a white to off-white frozen dispersion (pH: 6.9 - 7.9).

4. CLINICAL PARTICULARS

4.1. Therapeutic Indications

Comirnaty Original/Omicron BA.4-5 (5/5 micrograms)/dose concentrate for dispersion for injection is
indicated for active immunisation to prevent COVID-19 caused by SARS-CoV-2, in children aged 5 to 11
years.



4.2. Posology and Method of Administration
Posology

Children 5 to 11 years of age (i.e., 5 to less than 12 years of age)

Comirnaty Original/Omicron BA.4-5 is administered intramuscularly after dilution as a single dose of 0.2
mL for children 5 to 11 years of age regardless of prior COVID-19 vaccination status (see sections 4.4,
Special Warnings and Precautions for Use and 5.1. Pharmacodynamic Properties).

For individuals who have previously been vaccinated with a COVID-19 vaccine, Comirnaty
Original/Omicron BA .4-5 should be administered at least 3 months after the most recent dose of a COVID-
19 vaccine.

Severely immunocompromised aged 5 years and older

Additional doses may be administered to individuals who are severely immunocompromised in
accordance with national recommendations (see section 4.4. Special Warnings and Precautions for
Use).

Comirnaty Original/Omicron BA.4-5 (5/5 micrograms)/dose should be used only for children 5 to 11 years
of age.

Paediatric population
There are paediatric formulations available for infants and children aged 6 months to 4 years. For details,
please refer to the product leaflet for other formulations.

The safety and efficacy of the vaccine in infants aged less than 6 months have not yet been established.

Method of administration

Comirnaty Original/Omicron BA.4-5 (5/5 micrograms)/dose concentrate for dispersion for injection
should be administered intramuscularly after dilution. The preferred site is the deltoid muscle of the upper
arm (see section 6.6. Special Precautions for Disposal and Other Handling).

Do not inject the vaccine intravascularly, subcutaneously or intradermally.

After dilution, vials of Comirnaty Original/Omicron BA.4-5 contain 10 doses of 0.2 mL of vaccine. In
order to extract 10 doses from a single vial, low dead-volume syringes and/or needles should be used. The
low dead-volume syringe and needle combination should have a dead volume of no more than 35
microlitres. If standard syringes and needles are used, there may not be sufficient volume to extract 10
doses from a single vial.

Irrespective of the type of syringe and needle:

e  Each dose must contain 0.2 mL of vaccine.

e [f the amount of vaccine remaining in the vial cannot provide a full dose of 0.2 mL, discard the vial
and any excess volume.

e Do not pool excess vaccine from multiple vials.

The vaccine should not be mixed in the same syringe with any other vaccines or medicinal products.

For precautions to be taken before administering the vaccine, see section 4.4. Special Warnings and
Precautions for Use.

For instructions regarding thawing, dilution, handling and disposal of the vaccine, see section 6.6. Special
Precautions for Disposal and Other Handling.

4.3. Contraindications
Hypersensitivity to the active substance or to any of the excipients listed in section 6.1. List of Excipients.
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4.4. Special Warnings and Precautions for Use

Traceability
In order to improve the traceability of biological medicinal products, the name and the batch number of
the administered product should be clearly recorded.

Hypersensitivity and anaphylaxis
Events of anaphylaxis have been reported. Appropriate medical treatment and supervision should always
be readily available in case of an anaphylactic reaction following the administration of the vaccine.

Close observation for at least 30 minutes is recommended following vaccination. No further dose of the
vaccine should be given to those who have experienced anaphylaxis after a prior dose of Comirnaty.

Myocarditis and pericarditis

There is an increased risk of myocarditis and pericarditis following vaccination with Comirnaty. These
conditions can develop within just a few days after vaccination, and have primarily occurred within 14
days. They have been observed more often after the second vaccination, and more often in younger males
(see section 4.8. Undesirable Effects). Available data indicate that most cases recover. Some cases
required intensive care support and fatal cases have been observed.

Healthcare professionals should be alert to the signs and symptoms of myocarditis and pericarditis.
Vaccinees (including parents or caregivers) should be instructed to seek immediate medical attention if
they develop symptoms indicative of myocarditis or pericarditis such as (acute and persisting) chest pain,
shortness of breath, or palpitations following vaccination.

Healthcare professionals should consult guidance and/or specialists to diagnose and treat this condition.

Anxiety-related reactions

Anxiety-related reactions, including vasovagal reactions (syncope), hyperventilation or stress-related
reactions (e.g., dizziness, palpitations, increases in heart rate, alterations in blood pressure, paraesthesia,
hypoaesthesia and sweating) may occur in association with the vaccination process itself. Stress-related
reactions are temporary and resolve on their own. Individuals should be advised to bring symptoms to the
attention of the vaccination provider for evaluation. It is important that precautions are in place to avoid
injury from fainting.

Concurrent illness
Vaccination should be postponed in individuals suffering from acute severe febrile illness or acute
infection. The presence of a minor infection and/or low-grade fever should not delay vaccination.

Thrombocytopenia and coagulation disorders

As with other intramuscular injections, the vaccine should be given with caution in individuals receiving
anticoagulant therapy or those with thrombocytopenia or any coagulation disorder (such as haemophilia)
because bleeding or bruising may occur following an intramuscular administration in these individuals.

Immunocompromised individuals

The efficacy and safety of the vaccine has not been assessed in individuals with weakened immune
systems, including those receiving immunosuppressant therapy. The efficacy of Comirnaty
Original/Omicron BA.4-5 may be lower in immunocompromised individuals.

Duration of protection
The duration of protection afforded by the vaccine is unknown as it is still being determined by ongoing
clinical trials.

Limitations of vaccine effectiveness
As with any vaccine, vaccination with Comirnaty Original/Omicron BA.4-5 may not protect all vaccine
recipients. Individuals may not be fully protected until 7 days after their vaccination.



4.5. Interaction with Other Medicinal Products and Other Forms of Interaction
No interaction studies have been performed.

Concomitant administration of Comirnaty Original/Omicron BA.4-5 with other vaccines has not been
studied.

4.6. Fertility, Pregnancy and Lactation

Pregnancy
No data are available yet regarding the use of Comirnaty Original/Omicron BA.4-5 during pregnancy.

However, a large amount of observational data from pregnant women vaccinated with the initially
approved Comirnaty vaccine during the second and third trimester have not shown an increase in adverse
pregnancy outcomes. While data on pregnancy outcomes following vaccination during the first trimester
are presently limited, no increased risk for miscarriage has been seen. Animal studies do not indicate direct
or indirect harmful effects with respect to pregnancy, embryo/foetal development, parturition or post-natal
development (see section 5.3. Preclinical Safety Data). Based on data available with other vaccine
variants, Comirnaty Original/Omicron BA.4-5 can be used during pregnancy.

Breastfeeding
No data are available yet regarding the use of Comirnaty Original/Omicron BA.4-5 during breast feeding.

However, no effects on the breast-fed newborn/infant are anticipated since the systemic exposure of
breast-feeding woman to the vaccine is negligible. Observational data from women who were
breast-feeding after vaccination with the initially approved Comirnaty vaccine have not shown a risk for
adverse effects in breast-fed newborns/infants. Comirnaty Original/Omicron BA.4-5 can be used during
breast-feeding.

Fertility
Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see
section 5.3. Preclinical Safety Data).

4.7. Effects on Ability to Drive and Use Machines

Comirnaty Original/Omicron BA.4-5 has no or negligible influence on the ability to drive and use
machines. However, some of the effects mentioned under section 4.8. Undesirable Effects may
temporarily affect the ability to drive or use machines.

4.8. Undesirable Effects

Summary of safety profile
The safety of Comirnaty Original/Omicron BA.4-5 is inferred from safety data from Comirnaty and
Omicron adapted vaccines.

Comirnaty

Children 5 to 11 years of age (i.e., 5 to less than 12 years of age) — after 2 doses
In Study 3, a total of 3109 children 5 to 11 years of age received at least 1 dose of the initially approved
Comirnaty vaccine 10 mcg and a total of 1538 children 5 to 11 years of age received placebo. At the time
of the analysis of Study 3 Phase 2/3 with data up to the cut-off date of 20 May 2022, 2206 (1481 Comirnaty
10 mcg and 725 placebo) children have been followed for > 4 months after the second dose in the placebo-
controlled blinded follow-up period. The safety evaluation in Study 3 is ongoing.

The overall safety profile of Comirnaty in participants 5 to 11 years of age was similar to that seen in
participants 16 years of age and older. The most frequent adverse reactions in children 5 to 11 years of
age that received 2 doses were injection site pain (> 80%), fatigue (> 50%), headache (> 30%), injection
site redness and swelling (> 20%), myalgia, chills, and diarrhoea (> 10%).



Children 5 to 11 years of age (i.e., 5 to less than 12 years of age) — after booster dose

In a subset from Study 3, a total of 401 children 5 to 11 years of age received a booster dose of Comirnaty
10 mcg at least 5 months (range of 5 to 9 months) after completing the primary series. The analysis of the
Study 3 Phase 2/3 subset is based on data up to the cut-off date of 22 March 2022 (median follow-up time
of 1.3 months).

The overall safety profile for the booster dose was similar to that seen after the primary course. The most
frequent adverse reactions in children 5 to 11 years of age were injection site pain (> 70%), fatigue
(> 40%), headache (> 30%), myalgia, chills, injection site redness and swelling (> 10%).

Adolescents 12 to 15 years of age — after 2 doses

In an analysis of long-term safety follow-up in Study 2, 2260 adolescents (1,131 Comirnaty and 1
129 placebo) were 12 to 15 years of age. Of these, 1559 adolescents (786 Comirnaty and 773 placebo)
have been followed for > 4 months after the second dose. The safety evaluation in Study 2 is ongoing.

The overall safety profile of Comirnaty in adolescents 12 to 15 years of age was similar to that seen in
participants 16 years of age and older. The most frequent adverse reactions in adolescents 12 to 15 years
of age that received 2 doses were injection site pain (> 90%), fatigue and headache (> 70%), myalgia and
chills (> 40%), arthralgia and pyrexia (> 20%).

Participants 16 years of age and older — after 2 doses

In Study 2, a total of 22026 participants 16 years of age or older received at least 1 dose of Comirnaty
30 mcg and a total of 22021 participants 16 years of age or older received placebo (including 138 and 145
adolescents 16 and 17 years of age in the vaccine and placebo groups, respectively). A total of 20519
participants 16 years of age or older received 2 doses of Comirnaty.

At the time of the analysis of Study 2 with a data cut-off of 13 March 2021 for the placebo-controlled
blinded follow-up period up to the participants’ unblinding dates, a total of 25651 (58.2%) participants
(13031 Comirnaty and 12620 placebo) 16 years of age and older were followed up for > 4 months after
the second dose. This included a total of 15111 (7704 Comirnaty and 7407 placebo) participants 16 to 55
years of age and a total of 10540 (5327 Comirnaty and 5213 placebo) participants 56 years of age and
older.

The most frequent adverse reactions in participants 16 years of age and older that received 2 doses were
injection site pain (> 80%), fatigue (> 60%), headache (> 50%), myalgia (> 40%), chills (> 30%), arthralgia
(> 20%), pyrexia and injection site swelling (> 10%) and were usually mild or moderate in intensity and
resolved within a few days after vaccination. A slightly lower frequency of reactogenicity events was
associated with greater age.

The safety profile in 545 participants 16 years of age and older receiving Comirnaty, that were seropositive
for SARS-CoV-2 at baseline, was similar to that seen in the general population.

Participants 16 years of age and older — after booster dose

A subset from Study 2 Phase 2/3 participants of 306 adults 18 to 55 years of age who completed the
original Comirnaty 2-dose course, received a booster dose of Comirnaty approximately 6 months (range
of 4.8 to 8.0 months) after receiving Dose 2. Overall, participants who received a booster dose, had a
median follow-up time of 8.3 months (range 1.1 to 8.5 months) and 301 participants had been followed
for > 6 months after the booster dose to the cut-off date (22 November 2021).

The overall safety profile for the booster dose was similar to that seen after 2 doses. The most frequent
adverse reactions in participants 18 to 55 years of age were injection site pain (> 80%), fatigue (> 60%),
headache (> 40%), myalgia (> 30%), chills and arthralgia (> 20%).

In Study 4, a placebo-controlled booster study, participants 16 years of age and older recruited from Study
2 received a booster dose of Comirnaty (5081 participants), or placebo (5044 participants) at least 6 months
after the second dose of Comirnaty. Overall, participants who received a booster dose, had a median
follow-up time of 2.8 months (range 0.3 to 7.5 months) after the booster dose in the blinded placebo-
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controlled follow-up period to the cut-off date (8 February 2022). Of these, 1281 participants (895
Comirnaty and 386 placebo) have been followed for > 4 months after the booster dose of Comirnaty. No
new adverse reactions of Comirnaty were identified.

Booster dose following primary vaccination with another authorised COVID-19 vaccine

In 5 independent studies on the use of a Comirnaty booster dose in individuals who had completed primary
vaccination with another authorised COVID-19 vaccine (heterologous booster dose), no new safety issues
were identified.

Omicron-adapted Comirnaty

Children 5 to 11 years of age (i.e., 5 to less than 12 years of age) — after the booster (fourth dose)

In a subset from Study 6 (Phase 3), 113 participants 5 to 11 years of age who had completed 3 doses of
Comirnaty, received a booster (fourth dose) of Comirnaty Original/Omicron BA.4-5 (5/5 mcg) 2.6 to 8.5
months after receiving Dose 3. Participants who received a booster (fourth dose) of Comirnaty
Original/Omicron BA.4-5 had a median follow-up time of at least 1.6 months.

The overall safety profile for the Comirnaty Original/Omicron BA.4-5 booster (fourth dose) was similar
to that seen after 3 doses. The most frequent adverse reactions in participants 5 to 11 years of age were
injection site pain (> 60%), fatigue (> 40%), headache (> 20%), and muscle pain (> 10%).

Participants 12 years of age and older — after a booster dose of Comirnaty Original/Omicron BA.4-5
(fourth dose)

In a subset from Study 5 (Phase 2/3), 107 participants 12 to 17 years of age, 313 participants 18 to 55 years
of age and 306 participants 56 years of age and older who had completed 3 doses of Comirnaty, received
a booster (fourth dose) of Comirnaty Original/Omicron BA.4-5 (15/15 mcg) 5.4 to 16.9 months after
receiving Dose 3. Participants who received a booster (fourth dose) of Comirnaty Original/Omicron BA.4-
5 had a median follow-up time of at least 1.5 months.

The overall safety profile for the Comirnaty Original/Omicron BA.4-5 booster (fourth dose) was similar
to that seen after 3 doses. The most frequent adverse reactions in participants 12 years of age and older
were injection site pain (> 60%), fatigue (> 50%), headache (> 40%), muscle pain (> 20%), chills (> 10%)),
and joint pain (> 10%).

Tabulated list of adverse reactions from clinical studies of Comirnaty and Comirnaty
Original/Omicron BA.4-5 and post-authorisation experience of Comirnaty in individuals 5 years of
age and older

Adverse reactions observed during clinical studies are listed below according to the following frequency
categories:

Very common (> 1/10),

Common (> 1/100 to < 1/10),

Uncommon (> 1/1000 to < 1/100),

Rare (> 1/10000 to < 1/1000),

Very rare (< 1/10000),

Not known (cannot be estimated from the available data).

Table 1: Adverse reactions from Comirnaty and Comirnaty Original/Omicron BA.4-5 clinical trials
and Comirnaty post-authorisation experience in individuals 5 years of age and older

System Organ | Very Common Uncommon Rare Very rare Not known
Class common (=1/100 to < 1/10) | (=1/1000 to =1/10 (<1/10000) (cannot be
=1/10) <1/100) 000 to estimated
<1/1000) from the
available data)
Blood and Lymphadenopathy®
lymphatic
system disorders




System Organ Very Common Uncommon Rare Very rare Not known
Class common (=1/100 to <1/10) | (=1/1000 to =1/10 (<1/10000) (cannot be
(=1/10) <1/100) 000 to estimated
<1/1000) from the
available data)
Immune system Hypersensitivity Anaphylaxis
disorders reactions (e.g.,
rash, pruritus,
urticaria®,
angioedema")
Metabolism and Decreased
nutrition appetite
disorders
Psychiatric Insomnia
disorders
Nervous system | Headache Dizziness®; Acute Paraesthesia’;
disorders Lethargy peripheral Hypoaesthesia
facial
paralysis®
Cardiac Myocarditis?;
disorders Pericarditis®
Gastrointestinal | Diarrhoea® | Nausea; Vomiting®
disorders
Skin and Hyperhidrosis; Erythema
subcutaneous Night sweats multiforme?
tissue disorder
Musculoskeletal | Arthralgia; Pain in
and connective | Myalgia extremity®
tissue disorders
Reproductive Heavy
system and menstrual
breast disorders bleeding'
General Injection Injection site Asthenia; Extensive
disorders and site pain; | redness” Malaise; swelling of
administration Fatigue; Injection site vaccinated
site conditions Chills; pruritus limb?; Facial
Pyrexia'; swelling®
Injection
site
swelling

a. Inparticipants 5 years of age and older, a higher frequency of lymphadenopathy was reported after a booster (< 2.8%)

dose than after primary (< 0.9%) doses of the vaccine

. The frequency category for urticaria and angioedema was rare.
c. Through the clinical trial safety follow-up period to 14 November 2020, acute peripheral facial paralysis (or palsy) was
reported by four participants in the COVID-19 mRNA Vaccine group. Onset was Day 37 after Dose 1 (participant did not
receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were reported

in the placebo group.

mE o A

Adverse reaction determined post-authorisation.
Refers to vaccinated arm.
A higher frequency of pyrexia was observed after the second dose compared to the first dose.
Facial swelling in vaccine recipients with a history of injection of dermatological fillers has been reported in the post-
marketing phase.

Injection site redness occurred at a higher frequency (very common) in children 5 to 11 years of age.
Most cases appeared to be non-serious and temporary in nature.




Description of selected adverse reactions

Mpyocarditis and pericarditis
The increased risk of myocarditis after vaccination with Comirnaty is highest in younger males (see section
4.4. Special Warnings and Precautions for Use).

Two large European pharmacoepidemiological studies have estimated the excess risk in younger males
following the second dose of Comirnaty. One study showed that in a period of 7 days after the second
dose there were about 0.265 (95% CI 0.255 - 0.275) extra cases of myocarditis in 12-29 year-old males
per 10000 compared to unexposed persons. In another study, in a period of 28 days after the second dose
there were 0.56 (95% CI 0.37 - 0.74) extra cases of myocarditis in 16-24 year-old males per 10000
compared to unexposed persons.

Limited data indicate that the risk of myocarditis and pericarditis after vaccination with Comirnaty in
children aged 5 to 11 years seems lower than in ages 12 to 17 years.

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows
continued monitoring of the benefit/risk balance of the medicinal product.

4.9. Overdose

Overdose data is available from 52 study participants included in the clinical trial that due to an error in
dilution received 58 micrograms of Comirnaty. The vaccine recipients did not report an increase in
reactogenicity or adverse reactions.

In the event of overdose, monitoring of vital functions and possible symptomatic treatment is
recommended.

5. PHARMACOLOGICAL PROPERTIES
5.1. Pharmacodynamic Properties
Pharmacotherapeutic group: vaccines, viral vaccines, ATC code: JO7BNO1

Mechanism of action

The nucleoside-modified messenger RNA in Comirnaty is formulated in lipid nanoparticles, which enable
delivery of the non-replicating RNA into host cells to direct transient expression of the SARS-CoV-2 S
antigen. The mRNA codes for membrane-anchored, full-length S with two-point mutations within the
central helix. Mutation of these two amino acids to proline locks S in an antigenically preferred prefusion
conformation. The vaccine elicits both neutralising antibody and cellular immune responses to the spike
(S) antigen, which may contribute to protection against COVID-19.

Efficacy
Omicron-adapted Comirnaty

Immunogenicity in children 5 to 11 years of age (i.e., 5 to less than 12 years of age) — after the booster
(fourth dose)

In an analysis of a subset from Study 6, 103 participants 5 to 11 years of age who had previously received
a 2-dose primary series and booster dose with Comirnaty received a booster (fourth dose) of Comirnaty
Original/Omicron BA.4-5. Results include immunogenicity data from a comparator subset of participants
5to 11 years of age in Study 3 who received 3 doses of Comirnaty. In participants 5 to 11 years of age
who received a fourth dose of Comirnaty Original/Omicron BA.4-5 and participants 5 to 11 years of age
who received a third dose of Comirnaty, 57.3% and 58.4% were positive for SARS-CoV-2 at baseline,
respectively.

The immune response 1 month after a booster dose (fourth dose), Comirnaty Original/Omicron BA.4-5
elicited generally similar Omicron BA.4/BA.5-specific neutralising titres compared with the titres in the
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comparator group who received 3 doses of Comirnaty. Comirnaty Original/Omicron BA.4-5 also elicited
similar reference strain-specific titres compared with the titres in the comparator group.

The vaccine immunogenicity results after a booster dose in participants 5 to 11 years of age are presented
in Table 2.

Table 2. Study 6 — Geometric mean ratio and Geometric mean titres — participants with or without
evidence of infection — 5 to 11 years of age — evaluable immunogenicity population

Vaccine Group (as Assigned/Randomized)
Study 6
Comirnaty
(Original/Omicron Study 3 Study 6
BA.4/BA.S) Comirnaty Comirnaty
10 mcg 10 mcg (Original/Omicron
Dose 4 and Dose 3 and BA.4/BA.5)/Comirnaty
SARS-CoV-2 1 Month After Dose 4 | 1 Month After Dose 3 10 mcg
neutralisatio | Sampling GMT* GMT* GMR*
n assay time point* | n® (95% CI) n® (95% CI) (95% CI9
Omicron Pre- . 488.3 248.3 i
vaccination | 102 (361.9, 658.8) 112 | (187.2,329.5)
BA.4-5 -
NTS0 (titre)® 2189.9 1393.6 1.12
1 month | 102 | (1742.8,2751.7) | 113 |(1175.8,1651.7) (0.92,1.37)
Reference Pre- . 2904.0 1323.1 i
strain - NT50 vaccination | 102 | (2372.6,3554.5) | 113 [(1055.7, 1658.2)
(titre)® 82459 7235.1 i
1 month | 102 | (7108.9,9564.9) | 113 |(6331.5, 8267.8)

Abbreviations: CI = confidence interval; GMR = geometric mean ratio, GMT = geometric mean titre;

LLOQ = lower limit of quantitation; LS = least square; N-binding = SARS-CoV-2 nucleoprotein—binding; NT50 =

50% neutralising titre; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a. Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assay at the given
sampling time point.

c. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titres and the
corresponding Cls (based on the Student t distribution). Assay results below the LLOQ were set to 0.5 X
LLOQ.

d. GMRs and 2-sided CIs were calculated by exponentiating the difference of LS Means for the assay and
the corresponding Cls based on analysis of log-transformed assay results using a linear regression model
with baseline log-transformed neutralising titers, postbaseline infection status, and vaccine group as
covariates.

e. SARS-CoV-2 NT50 were determined using a validated 384-well assay platform (original strain [USA-
WA1/2020, isolated in January 2020] and Omicron B.1.1.529 subvariant BA.4/BA.5).

Immunogenicity in participants 12 years of age and older — after the booster (fourth dose)

In an analysis of a subset from Study 5, 105 participants 12 to 17 years of age, 297 participants 18 through
55 years of age, and 286 participants 56 years of age and older who had previously received a 2-dose
primary series and booster dose with Comirnaty received a booster (fourth dose) of Comirnaty
Original/Omicron BA.4-5. In participants 12 through 17 years of age, 18 through 55 years of age, and 56
years of age and older, 75.2%, 71.7% and 61.5% were positive for SARS-CoV-2 at baseline, respectively.

Analyses of 50% neutralising antibody titres (NT50) against Omicron BA.4-5 and against reference strain
among participants 56 years of age and older who received a booster (fourth dose) of Comirnaty
Original/Omicron BA.4-5 in Study 5 compared to a subset of participants from Study 4 who received a
booster (fourth dose) of Comirnaty demonstrated superiority of Comirnaty Original/Omicron BA.4-5 to
Comirnaty based on geometric mean ratio (GMR) and noninferiority based on difference in seroresponse
rates with respect to anti-Omicron BA.4-5 response, and noninferiority of anti-reference strain immune
response based on GMR (Table 3).



Analyses of NT50 against Omicron BA.4/BA.5 among participants 18 through 55 years of age compared
to participants 56 years of age and older who received a booster (fourth dose) of Comirnaty
Original/Omicron BA.4-5 in Study 5 demonstrated noninferiority of anti-Omicron BA.4-5 response
among participants 18 through 55 years of age compared to participants 56 years of age and older for both
GMR and difference in seroresponse rates (Table 3).

The study also assessed the level of NT50 of the anti-Omicron BA.4-5 SARS-CoV-2 and reference strains
pre-vaccination and 1 month after vaccination in participants who received a booster (fourth dose)

(Table 4).

Table 3. SARS-CoV-2 GMTs (NTS50) and difference in percentages of participants with
seroresponse at 1 month after vaccination course — Comirnaty Original/Omicron BA.4-5
from Study 5 and Comirnaty from subset of Study 4 — participants with or without
evidence of SARS-CoV-2 infection — evaluable immunogenicity population

SARS-CoV-2 GMTs (NTS0) at 1 month after vaccination course

Study 5
Comirnaty Subset of Study 4 Age group Vaccine group
Original/Omicron BA.4-5 Comirnaty comparison comparison
Comirnaty
Original/
Omicron BA.4-5 | > 56 years of age
18 through Comirnaty
55 years of Original/
18 through 56 years of age | 56 years of age | age/>56 years of | Omicron BA.4-5
SARS-CoV-2 55 years of age and older and older age /Comirnaty
neutralisation GMT* GMT® GMT® GMR*¢ GMR*¢
assay n* | 95%CI9) | n* | (95%CIY) | n® | (95% CIY) (95% CI9 (95% CI9
. 44559 4158.1 938.9
Omicron BA .4-5 - 0.98 291
NT50 (titre)? 297 (5318554137)’ 284 S’;g; '88)’ 282 %gé‘;) (0.83, 1.16)° (2.45, 3.44)f
. 16250.1 10415.5
Reference Strain — 1.38
NTS50 (titre)* 286 (11;;19; '42)’ 289 ﬁi—g?;) (122, 1.56)¢

Difference in

percentages of participants with seroresponse at 1 month after vaccination course

Vaccine group

Comirnaty Subset of Study 4 Age group "
Original/Omicron BA.4-5 Comirnaty comparison comparison
> 56 years of age
Comirnaty
Original/Omicron Comirnaty
18 through 56 years of age 56 years of age BA.4-5 Original/
55 years of age and older and older 18 through Omicron BA.4-5
55 years of /Comirnaty
age/> 56
lslgul:z;l?s (;‘t/i:)zn b n' (%) B n' (%) B n' (%) . Difference® Difference®
assay (95% CI¥) (95% CI¥) (95% CI) (95% CIY) (95% CIY)
Omicron BA 4-5 - 127 (46.5) -3.03 26.77
NTS50 (titre)? 294 (;§?4f6616..22§)) 282 zggi(fg;)l) 273 (40.5, 52.6) (-9.68, 3.63)" (19.59, 33.95)"
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Abbreviations: CI = confidence interval; GMR = geometric mean ratio; GMT = geometric mean titre; LLOQ = lower

limit of quantitation; LS = least square; NT50 = 50% neutralising titre; SARS-CoV-2 = severe acute respiratory
syndrome coronavirus 2.
Note: Seroresponse is defined as achieving a > 4-fold rise from baseline. If the baseline measurement is below the

LLOQ, a postvaccination assay result >4 x LLOQ is considered a seroresponse.

a. n=Number of participants with valid and determinate assay results for the specified assay at the given
sampling time point.

b. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titres and the
corresponding Cls (based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.

c. GMRs and 2-sided 95% CIs were calculated by exponentiating the difference of LS means and
corresponding Cls based on analysis of logarithmically transformed neutralising titres using a linear
regression model with terms of baseline neutralising titre (log scale) and vaccine group or age group.

d. SARS-CoV-2 NT50 were determined using a validated 384-well assay platform (original strain
[USA-WA1/2020, isolated in January 2020] and Omicron B.1.1.529 subvariant BA.4/BA.5).

e. Noninferiority is declared if the lower bound of the 2-sided 95% CI for the GMR is greater than 0.67.

f.  Superiority is declared if the lower bound of the 2-sided 95% CI for the GMR is greater than 1.

g. Noninferiority is declared if the lower bound of the 2-sided 95% CI for the GMR is greater than 0.67 and
the point estimate of the GMR is > 0.8.

h. N =Number of participants with valid and determinate assay results for the specified assay at both the
prevaccination time point and the given sampling time point. This value is the denominator for the
percentage calculation.

i. n=Number of participants with seroresponse for the given assay at the given sampling time point.

j-  Exact 2-sided CI, based on the Clopper and Pearson method.

k. Difference in proportions, expressed as a percentage.

1. 2-sided CI based on the Miettinen and Nurminen method stratified by baseline neutralising titre category (<
median, > median) for the difference in proportions. The median of baseline neutralising titres was
calculated based on the pooled data in 2 comparator groups.

m. Noninferiority is declared if the lower bound of the 2-sided 95% CI for the difference in percentages of
participants with seroresponse is > -10%.

n. Noninferiority is declared if the lower bound of the 2-sided 95% CI for the difference in percentages of

participants with seroresponse is > -5%.

Table 4. Geometric mean titres — Comirnaty Original/Omicron BA.4-5 subsets of Study 5 —prior

to and 1 month after booster (fourth dose) — participants 12 years of age and older — with
or without evidence of infection - evaluable immunogenicity population

Comirnaty
Original/Omicron BA .4-5
12 through 17 years of 18 through 55 years of 56 years of age and
SARS-CoV-2 age age older
neutralisation | Sampling GMT* GMT* GMT*
assay time point*| n (95% CI°) n’ (95% CI° n’ (95% CI°
Omicron BA 4- Bre— ‘ 1105.8 569.6 458.2
5 _NT50 vaccination | 104 (835.1, 1464.3) 294 (4714, 688.2) 284 (365.2,574.8)
(titre)¢ 8212.8 4455.9 4158.1
1 month | 105] (6807.3,9908.7) [297| (3851.7,5154.8) [284| (3554.8,4863.8)
Pre- 6863.3 4017.3 3690.6
Reference ..
Strain — NT50 vaccination | 105|  (5587.8,8430.1) [ 296| (3430.7,4704.1) |284| (3082.2,4419.0)
(titre)! 23641.3 16323.3 16250.1
1 month | 105] (20473.1,27299.8) |296| (14686.5,18142.6) |286] (14499.2,18212.4)

Abbreviations: CI = confidence interval; GMT = geometric mean titre; LLOQ = lower limit of quantitation; NT50 = 50%
neutralising titre; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

a. Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assay at the given sampling time
point.

c. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titres and the corresponding Cls
(based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.

d. SARS-CoV-2 NT50 were determined using a validated 384-well assay platform (original strain [USA-WA1/2020,
isolated in January 2020] and Omicron B.1.1.529 subvariant BA 4-5).

Comirnaty

Study 2 is a multicentre, multinational, Phase 1/2/3 randomised, placebo-controlled, observer-blind dose-
finding, vaccine candidate selection and efficacy study in participants 12 years of age and older.
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Randomisation was stratified by age: 12 to 15 years of age, 16 to 55 years of age, or 56 years of age and
older, with a minimum of 40% of participants in the > 56-year stratum. The study excluded participants
who were immunocompromised and those who had previous clinical or microbiological diagnosis of
COVID-19. Participants with pre-existing stable disease, defined as disease not requiring significant
change in therapy or hospitalization for worsening disease during the 6 weeks before enrolment, were
included as were participants with known stable infection with human immunodeficiency virus (HIV),
hepatitis C virus (HCV) or hepatitis B virus (HBV).

Efficacy in participants 16 years of age and older — after 2 doses

In the Phase 2/3 portion of Study 2, based on data accrued through 14 November 2020, approximately 44
000 participants were randomised equally and were to receive 2 doses of the initially approved COVID-
19 mRNA Vaccine or placebo. The efficacy analyses included participants that received their second
vaccination within 19 to 42 days after their first vaccination. The majority (93.1%) of vaccine recipients
received the second dose 19 days to 23 days after Dose 1. Participants are planned to be followed for up
to 24 months after Dose 2, for assessments of safety and efficacy against COVID-19. In the clinical study,
participants were required to observe a minimum interval of 14 days before and after administration of an
influenza vaccine in order to receive either placebo or COVID-19 mRNA Vaccine. In the clinical study,
participants were required to observe a minimum interval of 60 days before or after receipt of blood/plasma
products or immunoglobulins within through conclusion of the study in order to receive either placebo or
COVID-19 mRNA Vaccine.

The population for the analysis of the primary efficacy endpoint included 36621 participants 12 years of
age and older (18242 in the COVID-19 mRNA Vaccine group and 18379 in the placebo group) who did
not have evidence of prior infection with SARS-CoV-2 through 7 days after the second dose. In addition,
134 participants were between the ages of 16 to 17 years of age (66 in the COVID-19 mRNA Vaccine
group and 68 in the placebo group) and 1,616 participants 75 years of age and older (804 in the COVID-
19 mRNA Vaccine group and 812 in the placebo group).

At the time of the primary efficacy analysis, participants had been followed for symptomatic COVID-19
for in total 2214 person-years for the COVID-19 mRNA Vaccine and in total 2222 person-years in the
placebo group.

There were no meaningful clinical differences in overall vaccine efficacy in participants who were at risk
of severe COVID-19 including those with 1 or more comorbidities that increase the risk of severe COVID-
19 (e.g., asthma, body mass index (BMI) > 30 kg/m?, chronic pulmonary disease, diabetes mellitus,
hypertension).

The vaccine efficacy information is presented in Table 5.
Table 5: Vaccine efficacy — First COVID-19 occurrence from 7 days after Dose 2, by age subgroup

— participants without evidence of infection prior to 7 days after Dose 2 — evaluable efficacy
(7 days) population

First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior
SARS-CoV-2 infection*
COVID-19 mRNA Vaccine Placebo
N*=18198 N*=18325
Cases Cases Vaccine efficacy
n1® n1® %
Subgroup Surveillance time® (n2¢) Surveillance time*® (n2¢) (95% CI)*
8 162
All participants 2.214 (17411) 2.222 (17511) 95.0 (90.0, 97.9)
7 143
16 to 64 years 1.706 (13549) 1.710 (13618) 95.1 (89.6, 98.1)
1 19
65 years and older 0.508 (3848) 0.511 (3880) 94.7 (66.7, 99.9)
1 14
65 to 74 years 0.406 (3074) 0.406 (3095) 92.9 (53.1,99.8)
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First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior
SARS-CoV-2 infection*
COVID-19 mRNA Vaccine Placebo
N*=18198 N* = 18325
Cases Cases Vaccine efficacy
n1® n1® %
Subgroup Surveillance time® (n2%) Surveillance time® (n2%) (95% CI)*
0 5
75 years and older 0.102 (774) 0.106 (785) 100.0 (-13.1, 100.0)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR) and at
least 1 symptom consistent with COVID-19 [*Case definition: (at least 1 of) fever, new or increased cough, new
or increased shortness of breath, chills, new or increased muscle pain, new loss of taste or smell, sore throat,
diarrhoea or vomiting. ]

*  Participants who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of
past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not
detected by nucleic acid amplification tests (NAAT) [nasal swab] at Visits 1 and 2), and had negative NAAT
(nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were included in the analysis.

a. N = Number of participants in the specified group.

b. nl = Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at
risk for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the
surveillance period.

d. n2 = Number of participants at risk for the endpoint.

e. Two-sided confidence interval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method
adjusted to the surveillance time. CI not adjusted for multiplicity.

Efficacy of COVID-19 mRNA Vaccine in preventing first COVID-19 occurrence from 7 days after Dose
2 compared to placebo was 94.6% (95% confidence interval of 89.6% to 97.6%) in participants 16 years
of age and older with or without evidence of prior infection with SARS-CoV-2.

Additionally, subgroup analyses of the primary efficacy endpoint showed similar efficacy point estimates
across genders, ethnic groups, and participants with medical comorbidities associated with high risk of
severe COVID-19.

Updated efficacy analyses were performed with additional confirmed COVID-19 cases accrued during
blinded placebo-controlled follow-up, representing up to 6 months after Dose 2 in the efficacy population.

The updated vaccine efficacy information is presented in Table 6.
Table 6: Vaccine efficacy — First COVID-19 occurrence from 7 days after Dose 2, by age

subgroup — participants without evidence of prior SARS-CoV-2 infection* prior to 7 days
after Dose 2 — evaluable efficacy (7 days) population during the placebo-controlled follow-

up period
COVID-19 mRNA Vaccine Placebo
N*=20998 N*=21096
Cases Cases Vaccine efficacy
nl® nl® %
Subgroup Surveillance time® (n2?) Surveillance time® (n2¢) (95% CI9
77 850 91.3
All participants’ 6.247 (20712) 6.003 (20713) (89.0,93.2)
70 710 90.6
16 to 64 years 4.859 (15519) 4.654 (15515) (87.9,92.7)
7 124 94.5
65 years and older 1.233 (4192) 1.202 (4226) (88.3,97.8)
6 98 94.1
65 to 74 years 0.994 (3350) 0.966 (3379) (86.6,97.9)
1 26 96.2
75 years and older 0.239 (842) 0.237 (847) (76.9, 99.9)
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COVID-19 mRNA Vaccine Placebo
2=20998 2=21096
Cases Cases Vaccine efficacy
n1® n1® %
Subgroup Surveillance time® (n2¢) Surveillance time® (n2¢) (95% CI°)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR) and
at least 1 symptom consistent with COVID-19 (symptoms included: fever; new or increased cough; new or
increased shortness of breath; chills; new or increased muscle pain; new loss of taste or smell; sore throat;
diarrhoea; vomiting).

*  Participants who had no evidence of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative
at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT
(nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were included in the analysis.

a. N = Number of participants in the specified group.
nl = Number of participants meeting the endpoint definition.

c. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group
at risk for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the
surveillance period.

. n2 = Number of participants at risk for the endpoint.

e. Two-sided 95% confidence interval (CI) for vaccine efficacy is derived based on the Clopper and Pearson
method adjusted to the surveillance time.

f. Included confirmed cases in participants 12 to 15 years of age: 0 in the COVID-19 mRNA Vaccine group; 16
in the placebo group.

In the updated efficacy analysis, efficacy of COVID-19 mRNA Vaccine in preventing first COVID-19
occurrence from 7 days after Dose 2 compared to placebo was 91.1% (95% CI of 88.8% to 93.0%) during
the period when Wuhan/Wild type and Alpha variants were the predominant circulating strains in

participants in the evaluable efficacy population with or without evidence of prior infection with SARS-
CoV-2.

Additionally, the updated efficacy analyses by subgroup showed similar efficacy point estimates across
sexes, ethnic groups, geography and participants with medical comorbidities and obesity associated with
high risk of severe COVID-19.

Efficacy against severe COVID-19
Updated efficacy analyses of secondary efficacy endpoints supported benefit of the COVID-19 mRNA
Vaccine in preventing severe COVID-19.

As of 13 March 2021, vaccine efficacy against severe COVID-19 is presented only for participants with
or without prior SARS-CoV-2 infection (Table 7) as the COVID-19 case counts in participants without
prior SARS-CoV-2 infection were the same as those in participants with or without prior SARS-CoV-2
infection in both the COVID-19 mRNA Vaccine and placebo groups.

Table 7: Vaccine efficacy — First severe COVID-19 occurrence in participants with or without prior
SARS-CoV-2 infection based on the Food and Drug Administration (FDA)* after Dose 1 or
from 7 days after Dose 2 in the placebo-controlled follow-up

COVID-19 mRNA Placebo
Vaccine Cases
Cases nl?
nl? Surveillance time Vaccine efficacy %

Surveillance time (n2") (n2") (95% CI°)

1 30 96.7
After Dose 1¢ 8.439° (22505) 8.288° (22435) (80.3, 99.9)

1 21 95.3
7 days after Dose 2 6.5228 (21649) 6.4048 (21730) (70.9, 99.9)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR) and
at least 1 symptom consistent with COVID-19 (symptoms included: fever; new or increased cough; new or
increased shortness of breath; chills; new or increased muscle pain; new loss of taste or smell; sore throat;

diarrhoea; vomiting).
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COVID-19 mRNA Placebo
Vaccine Cases
Cases nl?
nl? Surveillance time Vaccine efficacy %
Surveillance time (n2") (n2") (95% CI°)

* Severe illness from COVID-19 as defined by FDA is confirmed COVID-19 and presence of at least 1 of the following:

e Clinical signs at rest indicative of severe systemic illness (respiratory rate > 30 breaths per minute, heart
rate > 125 beats per minute, saturation of oxygen < 93% on room air at sea level, or ratio of arterial
oxygen partial pressure to fractional inspired oxygen < 300 mm Hg);

e Respiratory failure [defined as needing high-flow oxygen, noninvasive ventilation, mechanical
ventilation or extracorporeal membrane oxygenation (ECMO)];

e Evidence of shock (systolic blood pressure < 90 mm Hg, diastolic blood pressure < 60 mm Hg, or
requiring vasopressors);

o Significant acute renal, hepatic, or neurologic dysfunction;

e Admission to an Intensive Care Unit;

e Death.

a. nl =Number of participants meeting the endpoint definition.

. n2 = Number of participants at risk for the endpoint.

c. Two-side confidence interval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method
adjusted to the surveillance time.

d. Efficacy assessed based on the Dose 1 all available efficacy (modified intention-to-treat) population that
included all randomised participants who received at least 1 dose of study intervention.

e. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk for
the endpoint. Time period for COVID-19 case accrual is from Dose 1 to the end of the surveillance period.

f. Efficacy assessed based on the evaluable efficacy (7 Days) population that included all eligible randomised
participants who receive all dose(s) of study intervention as randomised within the predefined window, have
no other important protocol deviations as determined by the clinician.

g. Total surveillance time in 1000 person-years for the given endpoint across all participants within each group
at risk for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the
surveillance period.

Efficacy and immunogenicity in adolescents 12 to 15 years of age — after 2 doses

In an initial analysis of Study 2 in adolescents 12 to 15 years of age (representing a median follow-up
duration of > 2 months after Dose 2) without evidence of prior infection, there were no cases in 1 005
participants who received the vaccine and 16 cases out of 978 who received placebo. The point estimate
for efficacy is 100% (95% confidence interval 75.3, 100.0). In participants with or without evidence of
prior infection there were 0O cases in the 1 119 who received vaccine and 18 cases in 1 110 participants
who received placebo. This also indicates the point estimate for efficacy is 100% (95% confidence interval
78.1, 100.0).

Updated efficacy analyses were performed with additional confirmed COVID-19 cases accrued during
blinded placebo-controlled follow-up, representing up to 6 months after Dose 2 in the efficacy population.

In the updated efficacy analysis of Study 2 in adolescents 12 to 15 years of age without evidence of prior
infection, there were no cases in 1057 participants who received the vaccine and 28 cases out of 1030 who
received placebo. The point estimate for efficacy is 100% (95% confidence interval 86.8, 100.0) during
the period when Alpha variant was the predominant circulating strain. In participants with or without
evidence of prior infection there were 0 cases in the 1119 who received vaccine and 30 cases in 1109
participants who received placebo. This also indicates the point estimate for efficacy is 100% (95%
confidence interval 87.5, 100.0).

In Study 2, an analysis of SARS-CoV-2 neutralising titres 1 month after Dose 2 was conducted in a
randomly selected subset of participants who had no serological or virological evidence of past
SARS-CoV-2 infection up to 1 month after Dose 2, comparing the response in adolescents 12 to 15 years
of age (n = 190) to participants 16 to 25 years of age (n = 170).

The ratio of the geometric mean titres (GMT) in the 12 to 15 years of age group to the 16 to 25 years of
age group was 1.76, with a 2-sided 95% CI of 1.47 to 2.10. Therefore, the 1.5-fold noninferiority criterion
was met as the lower bound of the 2-sided 95% CI for the geometric mean ratio [GMR] was > 0.67.
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Efficacy and immunogenicity in children 5 to 11 years of age (i.e., 5 to less than 12 years of age) — after
2 doses

Study 3 is a Phase 1/2/3 study comprised of an open-label vaccine dose-finding portion (Phase 1) and a
multicentre, multinational, randomised, saline placebo-controlled, observer-blind efficacy portion
(Phase 2/3) that has enrolled participants 5 to 11 years of age. The majority (94.4%) of randomised vaccine
recipients received the second dose 19 days to 23 days after Dose 1.

Initial descriptive vaccine efficacy results in children 5 to 11 years of age without evidence of prior
SARS-CoV-2 infection are presented in Table 8. No cases of COVID-19 were observed in either the
vaccine group or the placebo group in participants with evidence of prior SARS-CoV-2 infection.

Table 8: Vaccine efficacy — First COVID-19 occurrence from 7 days after Dose 2: Without evidence
of infection prior to 7 days after Dose 2 — Phase 2/3 — Children 5 to 11 years of age evaluable
efficacy population

First COVID-19 occurrence from 7 days after Dose 2 in children 5 to 11 years of age without
evidence of prior SARS-CoV-2 infection*
COVID-19 mRNA
Vaccine
10 mcg/dose Placebo
N?=1305 N?=663
Cases Cases
n1® n1® Vaccine efficacy %
Surveillance time® (n2%) | Surveillance time® (n2?) (95% CI)

Children 5 to 11 years of 3 16 90.7
age 0.322 (1273) 0.159 (637) (67.7,98.3)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR) and

at least 1 symptom consistent with COVID-19 (symptoms included: fever; new or increased cough; new or

increased shortness of breath; chills; new or increased muscle pain; new loss of taste or smell; sore throat;

diarrhoea; vomiting).

*  Participants who had no evidence of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative
at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT
(nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were included in the analysis.

a. N = Number of participants in the specified group.

. nl = Number of participants meeting the endpoint definition.

c. Total surveillance time in 1 000 person-years for the given endpoint across all participants within each group
at risk for the endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the
surveillance period.

d. n2 =Number of participants at risk for the endpoint.

Pre-specified hypothesis-driven efficacy analysis was performed with additional confirmed COVID-19
cases accrued during blinded placebo-controlled follow-up, representing up to 6 months after Dose 2 in
the efficacy population.

In the efficacy analysis of Study 3 in children 5 to 11 years of age without evidence of prior infection,
there were 10 cases in 2703 participants who received the vaccine and 42 cases out of 1348 who received
placebo. The point estimate for efficacy is 88.2% (95% confidence interval 76.2, 94.7) during the period
when Delta variant was the predominant circulating strain. In participants with or without evidence of
prior infection there were 12 cases in the 3018 who received vaccine and 42 cases in 1511 participants
who received placebo. The point estimate for efficacy is 85.7% (95% confidence interval 72.4, 93.2).

In Study 3, an analysis of SARS-CoV-2 50% neutralising titres (NT50) 1 month after Dose 2 in a randomly
selected subset of participants demonstrated effectiveness by immunobridging of immune responses
comparing children 5 to 11 years of age (i.e., 5 to less than 12 years of age) in the Phase 2/3 part of Study
3 to participants 16 to 25 years of age in the Phase 2/3 part of Study 2 who had no serological or virological
evidence of past SARS-CoV-2 infection up to 1 month after Dose 2, meeting the prespecified
immunobridging criteria for both the geometric mean ratio (GMR) and the seroresponse difference with
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seroresponse defined as achieving at least 4-fold rise in SARS-CoV-2 NT50 from baseline (before
Dose 1).

The GMR of the SARS-CoV-2 NT50 1 month after Dose 2 in children 5 to 11 years of age (i.e., 5 to less
than 12 years of age) to that of young adults 16 to 25 years of age was 1.04 (2-sided 95% CI: 0.93, 1.18).
Among participants without prior evidence of SARS-CoV-2 infection up to 1 month after Dose 2, 99.2%
of children 5 to 11 years of age and 99.2% of participants 16 to 25 years of age had a seroresponse at
1 month after Dose 2. The difference in proportions of participants who had seroresponse between the 2
age groups (children — young adult) was 0.0% (2-sided 95% CI: -2.0%, 2.2%). This information is
presented in Table 9.

Table 9: Summary of geometric mean ratio for 50% neutralising titre and difference in percentages
of participants with seroresponse — comparison of children 5 to 11 years of age (Study 3)
to participants 16 to 25 years of age (Study 2) — participants without evidence of infection
up to 1 month after Dose 2 — immunobridging subset — Phase 2/3 — evaluable
immunogenicity population

COVID-19 mRNA Vaccine
10 mcg/dose 30 mcg/dose
5 to 11 years 16 to 25 years 5 to 11 years/
N*=264 N*=253 16 to 25 years
Met
immunobridging
Time GMT* GMT* GMR* objective®
point® (95% CIY (95% CI (95% CIY (Y/N)
Geometric
mean 50% 1 month
neutralising |after 1197.6 1146.5 1.04
titre! (GMT®) |Dose 2 (1106.1, 1296.6) (1045.5,1257.2) | (0.93, 1.18) Y
Met
Difference |immunobridging
Time né (%) né (%) %! objective®
point® (95% CIM (95% CIM (95% CI) (Y/N)
Seroresponse
rate (%) for
50% 1 month
neutralising |after 262 (99.2) 251(99.2) 0.0
titre' Dose 2 (97.3,99.9) (97.2,99.9) (-2.0,2.2) Y

Abbreviations: CI = confidence interval; GMR = geometric mean ratio; GMT = geometric mean titre;

LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; NT50 = 50% neutralising titre;

SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence (up to 1 month post-Dose 2 blood sample

collection) of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at Dose 1 visit and 1 month

after Dose 2, SARS-CoV-2 not detected by NAAT [nasal swab] at Dose 1 and Dose 2 visits, and negative NAAT

[nasal swab] at any unscheduled visit up to 1 month after Dose 2 blood collection) and had no medical history of

COVID-19 were included in the analysis.

Note: Seroresponse is defined as achieving a >4-fold rise from baseline (before Dose 1). If the baseline

measurement is below the LLOQ, a postvaccination assay result >4 x LLOQ is considered a seroresponse.

a. N = Number of participants with valid and determinate assay results before vaccination and at 1 month after
Dose 2. These values are also the denominators used in the percentage calculations for seroresponse rates.

. Protocol-specified timing for blood sample collection.

c. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titres and the corresponding Cls
(based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.

d. GMRs and 2-sided 95% Cls were calculated by exponentiating the mean difference of the logarithms of the titres (5 to 11
years of age minus 16 to 25 years of age) and the corresponding CI (based on the Student t distribution).

e. Immunobridging based on GMT is declared if the lower bound of the 2-sided 95% CI for the GMR is greater
than 0.67 and the point estimate of the GMR is >0.8.

f. SARS-CoV-2 NT50 were determined using the SARS-CoV-2 mNeonGreen Virus Microneutralisation Assay.
The assay uses a fluorescent reporter virus derived from the USA__WA1/2020 strain and virus neutralisation is
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read on Vero cell monolayers. The sample NT50 is defined as the reciprocal serum dilution at which 50% of
the virus is neutralised.

n = Number of participants with seroresponse based on NT50 1 month after Dose 2.

Exact 2-sided CI based on the Clopper and Pearson method.

Difference in proportions, expressed as a percentage (5 to 11 years of age minus 16 to 25 years of age).
2-Sided CI, based on the Miettinen and Nurminen method for the difference in proportions, expressed as a
percentage.

Immunobridging based on seroresponse rate is declared if the lower bound of the 2-sided 95% CI for the
seroresponse difference is greater than -10.0%.

el

~

Immunogenicity in children 5 to 11 years of age (i.e., 5 to less than 12 years of age) — after booster dose
A booster dose of Comirnaty was given to 401 randomly selected participants in Study 3. Effectiveness
of a booster dose in ages 5 to 11 is inferred by immunogenicity. The immunogenicity of this was assessed
through NT50 against the reference strain of SARS-CoV-2 (USA_WA1/2020). Analyses of NT50 1 month
after the booster dose compared to before the booster dose demonstrated a substantial increase in GMTs
in individuals 5 through 11 years of age who had no serological or virological evidence of past
SARS-CoV-2 infection up to 1 month after the dose 2 and the booster dose. This analysis is summarized
in Table 10.

Table 10: Summary of geometric mean titres — NT50 — participants without evidence of
infection — phase 2/3 — immunogenicity set — 5 through 11 years of age — evaluable
immunogenicity population

Sampling time point®
1 month after booster | 1 month after dose | 1 month after booster dose/
dose (n"=67) 2 (n"=96) 1 month after dose 2
GMT* GMT* GMR!

Assay (95% CI) (95% CI) (95% CI1Y)
SARS-CoV-2

neutralisation assay - 2720.9 1253.9 2.17

NT50 (titre) (2280.1, 3247.0) (1116.0, 1408.9) (1.76, 2.68)

Abbreviations: CI = confidence interval; GMR = geometric mean ratio; GMT = geometric mean titre; LLOQ =

lower limit of quantitation; NT50 = 50% neutralising titre; SARS-CoV-2 = severe acute respiratory syndrome

coronavirus 2.

a. Protocol-specified timing for blood sample collection.

b. n=Number of participants with valid and determinate assay results for the specified assay at the given
dose/sampling time point.

c. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titres and the
corresponding Cls (based on the Student t distribution). Assay results below the LLOQ were set to
0.5 x LLOQ.

d. GMRs and 2-sided 95% Cls were calculated by exponentiating the mean difference of the logarithms of the
titres (1-Month Post—Booster Dose minus 1-Month Post—Dose 2) and the corresponding CI (based on the
Student t distribution).

5.2. Pharmacokinetic Properties
Not applicable.

5.3. Preclinical Safety Data
Non-clinical data reveal no special hazard for humans based on conventional studies of repeat dose toxicity
and reproductive and developmental toxicity.

General toxicity

Rats intramuscularly administered Comirnaty (receiving 3 full human doses once weekly, generating
relatively higher levels in rats due to body weight differences) demonstrated some injection site oedema
and erythema and increases in white blood cells (including basophils and eosinophils) consistent with an
inflammatory response as well as vacuolation of portal hepatocytes without evidence of liver injury. All
effects were reversible.
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Genotoxicity/Carcinogenicity
Neither genotoxicity nor carcinogenicity studies were performed. The components of the vaccine (lipids
and mRNA) are not expected to have genotoxic potential.

Reproductive toxicity

Reproductive and developmental toxicity were investigated in rats in a combined fertility and
developmental toxicity study where female rats were intramuscularly administered Comirnaty prior to
mating and during gestation (receiving 4 full human doses that generate relatively higher levels in rat due
to body weight differences, spanning between pre-mating day 21 and gestational day 20). SARS-CoV-2
neutralising antibody responses were present in maternal animals from prior to mating to the end of the
study on postnatal day 21 as well as in foetuses and offspring. There were no vaccine related effects on
female fertility, pregnancy, or embryo-foetal or offspring development. No Comirnaty data are available
on vaccine placental transfer or excretion in milk.

6. PHARMACEUTICAL PARTICULARS

6.1. List of Excipients
((4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate) (ALC-0315)
2-[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide (ALC-0159)
1,2-Distearoyl-sn-glycero-3-phosphocholine (DSPC)

Cholesterol

Trometamol

Trometamol hydrochloride

Sucrose

Water for injections

6.2. Incompatibilities
This medicinal product must not be mixed with other medicinal products except those mentioned in section
6.6. Special Precautions for Disposal and Other Handling.

6.3. Shelf Life
Unopened vial

Frozen vial
12 months when stored at -90 °C to -60 °C

The vaccine will be received frozen at -90 °C to -60 °C. Frozen vaccine can be stored either at -90 °C
to -60 °C or 2 °C to 8 °C upon receipt.

When stored frozen at -90 °C to -60 °C, 10-vial packs of the vaccine can be thawed at 2 °C to 8 °C for 4
hours or individual vials can be thawed at room temperature (up to 30 °C) for 30 minutes.

Thawed vial

10 weeks storage and transportation at 2 °C to 8 °C within the 12-month shelf life.

e  Upon moving the vaccine to 2 °C to 8 °C storage, the updated expiry date must be written on the
outer carton and the vaccine should be used or discarded by the updated expiry date. The original
expiry date should be crossed out.

e If the vaccine is received at 2 °C to 8 °C it should be stored at 2 °C to 8 °C. The expiry date on the
outer carton should have been updated to reflect the refrigerated expiry date and the original expiry
date should have been crossed out.

Prior to use, the unopened vials can be stored for up to 12 hours at temperatures between 8 °C and 30 °C.
Thawed vials can be handled in room light conditions.
Once thawed, the vaccine should not be re-frozen.
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Handling of temperature excursions during refrigerated storage

e  Stability data indicate that the unopened vial is stable for up to 10 weeks when stored at temperatures
from -2 °C to 2 °C, and within the 10-week storage period between 2 °C and 8 °C.

e  Stability data indicate the vial can be stored for up to 24 hours at temperatures of 8 °C to 30 °C,
including up to 12 hours following first puncture.

This information is intended to guide healthcare professionals only in case of temporary temperature
excursion.

Diluted medicinal product

Chemical and physical in-use stability has been demonstrated for 12 hours at 2 °C to 30 °C, after dilution
with sodium chloride 9 mg/mL (0.9%) solution for injection, which includes up to 6 hours transportation
time. From a microbiological point of view, unless the method of dilution precludes the risk of microbial
contamination, the product should be used immediately. If not used immediately, in-use storage times
and conditions are the responsibility of the user.

6.4. Special Precautions for Storage

Store in a freezer at -90 °C to -60 °C.

Store in the original package in order to protect from light.

During storage, minimise exposure to room light, and avoid exposure to direct sunlight and ultraviolet light.

For storage conditions after thawing and dilution of the medicinal product, see section 6.3. Shelf Life.
6.5. Nature and Contents of Container

1.3 mL concentrate for dispersion in a 2 mL clear multidose vial (type I glass) with a stopper (synthetic
bromobutyl rubber) and an orange flip-off plastic cap with aluminium seal. Each vial contains 10 doses,
see section 6.6. Special Precautions for Disposal and Other Handling.

Pack sizes: 10 vials or 195 vials

Not all pack sizes may be marketed.

6.6. Special Precautions for Disposal and Other Handling

Handling instructions

Comirnaty Original/Omicron BA.4-5 should be prepared by a healthcare professional using aseptic
technique to ensure the sterility of the prepared dispersion.

a e . Doses Per Vial
Age Range Dilution Information After Dilution Dose Volume

Dilute with 1.3 mL sterile
5to 11 years 0.9% Sodium Chloride 10 0.2 mL
Injection prior to use
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VIAL VERIFICATION OF COMIRNATY ORIGINAL/OMICRON BA.4-5 (5/5
MICROGRAMS)/DOSE CONCENTRATE FOR DISPERSION FOR INJECTION

(CHILDREN 5 TO 11 YEARS)

Orange cap

Comirnaty
Original/
Omicron BA .4-5

After Dilution

5/5 mcg

Verify that the vial has an orange
plastic cap and the product name is
Comirnaty Original/Omicron BA.4-5
(5/5 micrograms)/dose concentrate for
dispersion for injection.

If the vial has another product name on
the label, please make reference to the
product leaflet for that formulation.

HANDLING PRIOR TO USE OF COMIRNATY ORIGINAL/OMICRON BA 4-5 (5/5
MICROGRAMS)/DOSE CONCENTRATE FOR DISPERSION FOR INJECTION

(CHILDREN 5 TO 11 YEARS)

N
Store for up to
10 weeks at
2°Cto8°C
4

If the multidose vial is stored frozen it
must be thawed prior to use. Frozen vials
should be transferred to an environment
of 2°C to 8 °C to thaw; a 10-vial pack
may take 4 hours to thaw. Ensure vials are
completely thawed prior to use.

Upon moving vials to 2°C to 8°C
storage, update the expiry date on the
carton.

Unopened vials can be stored for up to
10 weeks at 2 °C to 8 °C; not exceeding
the printed expiry date (EXP).
Alternatively, individual frozen vials may
be thawed for 30 minutes at temperatures
up to 30 °C.

Prior to use, the unopened vial can be
stored for up to 12 hours at temperatures
up to 30 °C. Thawed vials can be handled
in room light conditions.
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MIXING PRIOR TO DILUTION OF COMIRNATY ORIGINAL/OMICRON BA.4-5 (5/5
MICROGRAMS)/DOSE CONCENTRATE FOR DISPERSION FOR INJECTION
(CHILDREN 5 TO 11 YEARS)

o Allow the thawed vial to come to room
temperature and gently invert it 10 times
prior to dilution. Do not shake.

e Prior to dilution, the thawed dispersion
may contain white to off-white opaque
amorphous particles.

J

Gently x 10

DILUTION OF COMIRNATY ORIGINAL/OMICRON BA 4-5 (5/5 MICROGRAMS)/DOSE
CONCENTRATE FOR DISPERSION FOR INJECTION (CHILDREN 5 TO 11 YEARS)

e The thawed vaccine must be diluted in its
original vial with 1.3 mL sodium chloride
9 mg/mL (0.9%) solution for injection,
using a 21 gauge or narrower needle and
aseptic techniques.

1.3 mL of sodium chloride 9 mg/mL
(0.9%) solution for injection
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Pull back plunger to 1.3 mL to remove
air from vial.

Equalise vial pressure before removing
the needle from the vial stopper by
withdrawing 1.3 mL air into the empty
diluent syringe.

=

Gently x 10

Gently invert the diluted dispersion
10 times. Do not shake.

The diluted vaccine should present as a
white to off-white dispersion with no
particulates visible. Do not use the diluted
vaccine if particulates or discolouration
are present.

b

Discard Time

Record appropriate date and time.
Use within 12 hours after dilution.

The diluted vials should be marked with
the appropriate date and time.

After dilution, store at 2 °C to 30 °C and
use within 12 hours.

Do not freeze or shake the diluted
dispersion. If refrigerated, allow the
diluted dispersion to come to room
temperature prior to use.

23




PREPARATION OF INDIVIDUAL 0.2 mL DOSES OF COMIRNATY
ORIGINAL/OMICRON BA.4-5 (5/5 MICROGRAMS)/DOSE CONCENTRATE FOR
DISPERSION FOR INJECTION (CHILDREN 5 TO 11 YEARS)

e After dilution, the vial contains 2.6 mL
from which 10 doses of 0.2 mL can be
extracted.

e Using aseptic technique, cleanse the vial
stopper with a single-use antiseptic swab.

e Withdraw 02mL of Comirnaty

1 A Original/Omicron BA.4-5 for children

aged 5 to 11 years.

Low dead-volume syringes and/or needles
3 should be used in order to extract 10 doses
from a single vial. The low dead-volume
J syringe and needle combination should
have a dead volume of no more than
35 microlitres.

If standard syringes and needles are used,
there may not be sufficient volume to
extract ten doses from a single vial.

0.2 mL diluted vaccine e FEach dose must contain 0.2 mL of
vaccine.

e [fthe amount of vaccine remaining in the
vial cannot provide a full dose of 0.2 mL,
discard the vial and any excess volume.

e Discard any unused vaccine within
12 hours after dilution.

Disposal
Any unused medicinal product or waste material should be disposed of in accordance with local
requirements.
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Pfizer (Thailand) Limited
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Country: Thailand
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LABELING INFORMATION

COMIRNATY™ Qriginal/Omicron BA.4-5 (5/5 micrograms)/dose
Concentrate for dispersion for injection

Children 5 to 11 years

COVID-19 mRNA Vaccine (nucleoside modified)
Tozinameran/Famtozinameran

195 Multidose Vials or
10 Multidose Vials

| Statement of active substance(s)

After dilution, each vial contains 10 doses of 0.2 mL.

Each dose (0.2 mL) contains 10 micrograms of COVID-19 mRNA Vaccine

| List of Excipients

ALC-0315, ALC-0159, DSPC, Cholesterol, Trometamol, Trometamol hydrochloride, Sucrose, Water

for injections.

| Method and route(s) of administration

Intramuscular Use after dilution.

Read the package leaflet before use and additional storage information.
Keep out of the sight and reach of children.

Scan QR code for more information.

MUST BE DILUTED BEFORE USE:
Dilute each vial with 1.3 mL sodium chloride 9 mg/mL (0.9%) solution for

Scan QR code for more

information
injection.
Storage condition
Store at 2 °C to 8 °C after receipt. Do not refreeze once thawed.
Keep in the original package in order to protect from light.
After dilution, store the vaccine at 2°C to 30°C and use within 12 hours.
eINIVANWIAY Y

ADY
Reg. No. 2C 8/66 (NBC) -
AAAIN

PC:
(awéumq)
Expiry date at 2°C to 8°C ............ (Maximum 10 weeks; Cross out former expiry date)
Manufactured by:

Pfizer Manufacturing Belgium NV, Puurs-Sint-Amands, Belgium

Released by:

Pfizer Manufacturing Belgium NV, Puurs-Sint-Amands, Belgium
BioNTech Manufacturing GmbH, Mainz, Germany

Imported by:

Pfizer (Thailand) Limited
Bangkok, Thailand
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