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B.1.1.529* Omicron
BA.1.1 Omicron
BA.2* Omicron
BA.2.12.1 Omicron
BA.2.75 Omicron
BA.4* Omicron
BA.4.6 Omicron
BA.5* Omicron
BF.7 Omicron
BQ.1 Omicron
Recombinant Omicron
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BERE T HERERY 12 BRECCL AV B A EASIE1S (B i e - thoh - BE{E mRNA
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COVID-19 vaccine products currently approved or authorized in the United States: Moderna

Primary series Booster dose
Vaccine Dilution Injection
Age indication composition required | Dose volume Dose |Injection volume
6 months - 5 Monovalent No 25ug|  0.25mL NA NA
years
6 - 11 yearst Monovalent No S0ug| 0.5mL NA NA
12 - 17 years Monovalent No 100 0.5 mL NA NA
ug
18 years and Monovalent No 100 0.5 mL NA NA
older ug
18 years and Bivalent No NA NA 50 ug 0.5 mL
older




COVID-19 vaccine products currently approved or authorized in the United States: Pfizer-

BioNTech
Primary series Booster dose
Vaccine Dilution Injection
Age indication composition required | Dose volume Dose |Injection volume
6 months - 4 Monovalent Yes 3ug 0.2mL NA NA
years
5 - 11 years Monovalent Yes 10ug| 02mL [10ug 0.2 mL
12 years and Monovalent No 30ug| 0.3mL NA NA
older
12 years and Bivalent No NA NA 30 ug 0.3 mL
older
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Moderna Bivalent vaccine VS Pfizer-BioNTech Bivalent vaccine

Moderna COVID-19 Vaccine,

Pfizer-BioNTech COVID-19
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1.

U.S. Food and Drug Administration. Coronavirus (COVID-19) Update: FDA
Authorizes Moderna, Pfizer-BioNTech Bivalent COVID-19 Vaccines for Use as a
Booster Dose. August 31, 2022

Centers for Disease Control and Prevention. CDC Fall Vaccination Operational Planning
Guide. September 20, 2022

Centers for Disease Control and Prevention .Interim Clinical Considerations for Use of
COVID-19 Vaccines Currently Approved or Authorized in the United States. September 23,
2022

Spyros Chalkias, M.D., Charles Harper, M.D., Keith Vrbicky, M.D..et al. A Bivalent
Omicron-Containing Booster Vaccine against Covid-19. N Engl J Med. 2022 Sep 16.
Centers for Disease Control and Prevention.SARS-CoV-2 Variant Classifications and
Definitions. Updated Apr. 26, 2022
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S BRI S A i BR A SR U B RS 140 mmHg ~ #F5REEATY 90 mmHg » FEFRE
I ERSCRR P BE T Y b » SR BE{R AR W/ Ny - AERABRIRF(REEEHY 40 73 1R E
HraFAhiER - FE{E FH SPRAVATO® SIS 1% n] AE & LHERIE. (o S IE I IR IE - $REESH
BAEREERI 2 /D 2 /N R R > HAEREERTZE /D 30 7rs A REHIRAG - BAEREEE
RIS 5 FH R A E 5 s F 25 SR 2R A FER 757 SPRAVATO® &M pif 2/

1N T IE LR EEY)) -

B 22

TERITAMEIEIY S 3 kG A4 B)FErE ~ #5 - 0 ~ 2RI IEETFE(SUI3001 Bl
SUI3002) » Azt & BET T HC R Spravato® [T I HE G FeAH Bl 2o A AT AE B ) 5 i
4H o B EEHTFE T o 9 A5 BUf#E FH Spravato®84mg 4RI S MET BN K JEHE 4
#8 > EEFHEIRE R e T 56— 24 /NRFR (BB 2 RORTFH LR AR B R (Montgomery -
Asberg Depression Rating Scale » MADRS)&8 53 FHE A EREHARY 1L - 4£ SUI3001 E2
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ERHAERT
F— B 24 71N
1% 2 BIEHT
LS “59{E(SE)

LS SEERTE
#.(95% C)

SPRAVATO®

84 mg + FEAEH

41.3 (5.87)

-15.9 (1.04)

-3.8
(-6.56;-1.09)

ELYAY
n%/l:l TN

SUI3001

e

B B B

L | S
SEE 7T AR

+ IR A

3
s

b

41.0 (6.29) -12.0 (1.02)

SPRAVATO®
84 mg + FEAENR

ELYAY
n%/l:l TN

39.4 (5.21) -16.0 (1.02) -3.9

(-6.60;-1.11)

SUI3002

39.9 (5.76) -12.2 (1.05)

SD * Standard Deviation » SE * Standard Error » LS * Least-Square > CI * Confidential Interval
FEETANTZEE T SPRAVATO® AN iR iE B S8 aiRiyim N s AV R ER,
fiF e (dissociation) ~ B ~ $HAF ~ MBETFE ~ EWSE Sl (hypoesthesia) ~ MEH: ~ FRERTEHE K
Ho & -

A EIRRE L B (B RO AIHE E B ~ BENEIHR - LUREESIR) - EhRfikiE T -
HESLLI ~ J9 S ¥ esketamine ~ ketamine BUFATHAEBIASEH T AN Spravato® e
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CHREAIE 27w
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% -~ iz ORIMETREE -~ FEEMEE)
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S AR AT R 2 NI B FER > Esketamine A5V H A SUINIE Rl 1B A EAY
TR o HEDEIIERAERR (L TAHE AN SEAEREERE o FIH AT BRI IR
B GRS T IR AR 2t o RIVEEESSEN L2 A #EE  Esketamine £
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ERPREABRAL A ST BRI SRR - B AR - WA e
EIE B ETE esketamine {E Ra & A £ 2 N RIBERARHEE X 67 L7 2
MEUR - FrAVEAERYRIE A R R IERER PRGREE AL -

1. FarE &} © #EABH®(Spravato®) Esketamine 28mg £ 7. Johnson & Johnson, New Jersey,
United States, 2021.

2. Janssen Research & Development, A Study to Evaluate the Efficacy and Safety of Intranasal
Esketamine in Addition to Comprehensive Standard of Care for the Rapid Reduction of the
Symptoms of Major Depressive Disorder, Including Suicidal Ideation, in Adult Participants
Assessed to be at Imminent Risk for Suicide (Aspire I), New Jersey, United States, 2020.

3. C. Gastaldon,D. Papola,G. Ostuzzi,andC. Barbui.(2019) Esketamine for treatment resistant

depression: a trick of smoke and mirrors? Dec 16; 29:€79.

4. Michael Thase, K Ryan Connolly. Ketamine and esketamine for treating unipolar depression in
adults: Administration, efficacy, and adverse effects. UpToDate.

5. Jennifer Schreiber, Larry Culpepper. Suicidal ideation and behavior in adults. UpToDate.

6. Michael Thase, K Ryan Connolly. Unipolar depression in adults: Choosing treatment for
resistant depression. UpToDate
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@ U Z% > EEILRIER R ESANRIEER > ERNEE R e QT
E 8C) » WRRAE 6 /NFAEH - ETLIEZE -

@ S=EEMMEEYEHS ¢ Shingrix BHIFY NSRS > LIFENAHiNE R R AHEE O
SHIE » AEZ R 1 (post-herpetic neuralgia, PHN)
O 50 (=) ML ERIRRA
O 1BBpk(&) L EHEAREMINEZ EIRE =R A

gErHigEs

IEE MR N E A e A T B ERR T FIERI 24 » Rl 2AE T B2 B US4
A - FEHH DNA EEHEO B KGR 2 7 5 (Varicella Zoster Virus, VZV) HY
glycoprotein E (IgE) & A Fi/F BT - HACH 24T ASO1B By&E & i {Hi 4l s
T (e W 2 A AH & 1 B e M (A (Combination Adjuvants or Adjuvant Systems) 2%
I EREISS - ASO1 B —TEiAsReH I e 280 > B a M e e R0 « 3-0O-f 2
BEEL-4" -EBEREHS a(MPL)FIE T QS-21 » ASOL fE{E#E CD4+T &AM S s R TS
T A5 A H S 2T 2 B A R AR i e T Y S A R B B (B4 - JEPREk
IR ©

& PRI
[ Methods]

PUR By— TS Z Hiriy A 455 (ZOE-50 1 ZOE-70)%Z 548 N Rl 8 LA
glycoprotein E (IgE) Ry PRI B AR F IR i (RZV) HAEBR=S50 BRAY A - $7H 6 1%
Fem VARSI e SE - fREURBHI M (open-label > HEatR T 25l & K BHETERAL
EPRZ TR E) ~ BRREE = B - RITEHES =I5, ZOE-50 A1 ZOE-70 HIR
7 o
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[E— - Methods

Pivotal phase lll
clinical trials

Z0OE-50 = NCTO1165177
ZOE-T0 — NCTO1165229

year year year year

Current follow-up study
through the data lock point
for this interim analysis

NCTO02723773

year year year

% ‘E 2 3 4 0 1 2
1 | | L 1 l....
Initiation date Completion date Initiation date Data lock point
August 2010 July 2015 April 2016 July 2019
- ~5 years {
| ~7 years i
[ Enrollment }

IR GAA H AR 2016704716 > 455 HEA K 2019707730 - AZsh & Fy2k H ZOE-
50 1 ZOE-70 F14F#=50 BRI A » ZOE-50,/70 2815 A 1 ¢ 1 HYELBIREIREZ 2 7
RZV SR » /082 1 B RZV B2 B35 A SR W40 A Z5H 3B B LTFU W4T -
BRI T 7413 firzekE o Hbh o 7277 N2 R 2 DA EUN
Mtvc(modified Total Vaccinated Cohort) DU TREEES - 813 NMEITRIR RIE S

FT4HRE M 9% J7(Cell-mediated immunity) 2347

B RV RZV

(Humoral immunity) 7347 > 108 A

& — -~ Enrollment

All ZOE-50/70 participants Enraolled in the Randomization to

with at least 1 RZV dose follow-up study == evaluate revaccination
n=14,648 n=7534 n=240
+ +
Included only in the 1 o al
long-term follow-up ::1‘;'3 [ RZ
n=7v294
& J
R mTVC in the
mTVG in ZOE-50/70 o | Tollewitip sty
n=13,885 N=7277
+ +

ATP cohort for humaral
————— immunogenicity

Random subset for ATP cohort for humoral
> humeral immunogenicity —_— immunogenicity

n=1646 i n=1457 H n=813
a B
+ e + ~ +
Random subset for CMI ! ATP cohort for CMI ; ATP cohort for GMI
> 0=232 only from Z0E-50 —% -542 —_—> =108
v x

During ZOE-50/70

® Compliance with the protocal of Z0E-S0/70
and na HZ episode

® Compliance with the protocol of the follow-up
study and no HZ episode

21

RZV not administered per protocol n=3;
Wrong/replacement study vaccing n=18;
Second RZW dose not received n=113;

HZ episode prior to 30 days post-dose 2 n=4



(GEEEEED|
@ EERPEIEIT
@ KERPEFEIE -

O PR RZV S5 (% 1 {# H (£ ZOE-50,770 WFErf #52)354) %] LTFU

BHEAE R YA R

aFd RZV £ LTFU 5y (E HIRIHS HZ Iz

O PR T ARG RZV #Y#SK %% /) (Humoral immunity)

O iR FF i RZV AyAAEME 5 /) (Cell-mediated immunity)

O Zatt

=~ SRR

Pivotal phase Il
clinical trials

ZOE-50 — NCTO1185177

Current follow-up study
through the data lock point
for this interim analysis

ZOE-T0 = NCTO1165229 NCT02723773
" year year year year year year year
ﬁ ‘G 1 2 3 4 1] 1 2
(- 1 1 1 | I 1 1.
Initiation date Completion date Initiation date Data lock point
August 2010 July 2015 April 2016 July 2019
: ~5 years i
| ~7 years |

Vaccine efficacy

>
ZOE-50 (Lal, N Engl J Med, 2015)
ZOE-70 (Cunningham, N Engl J Med, 2018)

Primary objective

Efficacy throughout the follow-up study

Secondary objective

Immune responses

>

ZOE-50/70 (Cunningham, J Inf Dis, 2018)

E RZV doses

“ Blood samples for

immunogenicity assessment™
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Efficacy from 1 month post-dose 2

Secondary objective

Humoral and cell-mediated
immunity persistence throughout
the follow-up study

Secondary objective

Safety



R
[ EHAE ]
[& VT ~ ZOE-50 1 ZOE-70 bi%e S 55507 > LA 2 /D 2 3B HEHARY LTFU 5%

Historical Control/Placebo Group in ZOE-50 and

Adjuvanted Recombinant Zoster Vaccine Z0E-70°
Sum of Incidence (per Sum of Incidence (per 1000 Waccine Efficacy, % (95%
N n  Follow-upYears 1000 Person-Years) N n  Follow-up Years Person-Years) Confidence Interval)

Vaccine efficacy in the current follow-up study: primary objective (up to the data lock point for the interim analysis in the current follow-up study)

Overall® 7277 27 196217 14 7277 169 19621.7 8.6 84.0 (75.9-89.8)

Vaccine efficacy from 1 month post-dose 2: secondary objective (up ta the data lock point for the interim analysis in the current follow-up study)

Overall 13881 59 727446 0.8 13881 651 72 744.6 8.9 90.9 (88.2-83.2)
Year 1° 13881 3 13445 02 14035 130 13823.3 94 97.7 (93.1-99.5)
Year 2° 13569 10 13 415.6 0.7 13564 136 133325 10.2 92.7 (86.2-96.6)
Year 3° 1318 9 130161 0.7 13074 118 12834.0 9.0 92 .4 (85.0-96.6)
Year 4° 12757 10 12 946.7 08 12 517 95 12 6374 75 89.8 (80.3-95.2)
Year 6° 7277 10 72088 14 7277 66 7208.8 9.2 84.9 (70.4-93.1)
Year 7° 7097 10 6993.1 14 7097 68 6993.1 9.7 85.3 (71.3-83.3)
“Year 8 ¢ 6876 7 5160.2 14 6876 44 5160.2 85 84.1 (64.4-94.0)

Mo data are available for year 5 because that period corresponds to the gap between ZOE-50 and ZOE-70 and the current follow-up study. The follow-up ceased at the first occurrence of a
confirmed herpes zoster (HZ) episode. M is the number of individuals included in each group; n is the number of individuals having at least 1 confirmed herpes zoster episode.

Abbreviations: ZOE-50, pivetal phase 3 clinical trial of RZV in adults aged 280 years; ZOE-70, pivotal phase 3 clinical trial of RZV in adults aged =70 years.

*Adjuvanted recombinant zoster vaccine (RZV) vs matched historical controls from the placebo group in the ZOE-50/70 studies, adjusted for age and region at randomization during the
Z0E-50/70 studies. The same N and follow-up period were considered for the historical control and vaccinated group. n for historical controls represents the projected number of included
placebo group participants from ZOE-50/70 with at least 1 confirmed HZ episode based on the estimated incidence rate

"RZV vs placebo recipients from the ZOE-50/70 trials adjusted for region.

“At the data lock point for the interim analysis in the current follow-up study, data collection for year 8 was still incomplete.
P < 0001 for all vaccine efficacy estimates.

@ ERIMEEE R PIIRLY 5.1~7.1 2 > EERHASIRE T HIA 27 A1 160 {ir
FeHZ - &ETEE - RE RSV A 84%(95% CI, 75.9 - 89.8)FHI HZ HYA R -

@ BHfESE HKIRSV 12— EH 2R 7.1 £ - BERRAMBIRE T HIH 59
051 fiZ s HZ - 8515 1% - {32 RSV A 90.9% (95% CL,88.2 - 93.2)THF; HZ BYH
s o

@ TEIEE PRIV 4 FHIE 6 F LM - FORsETIEE] > 84% BRI -
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[ 387 %% J7(Humoral immunity) ]

Bl A ~ Anti- glycoprotein E (IgE)iAgEfE

A
60,000 _
$0.000 Observed [] Modeled
e data data
e b
b 40,000 4 .Z
§ .
'E 30,000 4 = 5 -
m I " P,j =] —
w z z - o Z &
? n " - o0
= 25,000 Z Zz nom = 2 88 B R 2 8%
E = = oo™ m W L [F T
ol ] 1] ] [] i [] i i
- = = = = = = = =
1000 { =
¥
o I
Pre- 1month 1 2 3 4 5 B 7 g
vaccination post-dose 2 years post-dose 2
ZOE-50/70 parent studies Current follow-up study

Cunningham, J Inf Dis, 2018

Aanti-gE HiiS RS f - FEFERT R 1320.5 mIU/mL » BEfEEES S A5k 8053.5 mIU/mL »
LI ERAEFHE PR 6 (= HRE -
[ 4R 2 ) (Cell-mediated immunity) )

& 7S ~ Anti- glycoprotein E (IgE) i fa B &

Max
= Q3 ﬁr 5% CI
Median ]
o1 W Observed GM Modeled
10,000 _ Min ||l data ! data
= |
= — W
v 1000 J = o, Em . H_ m =
a I:I? = = = @ =2
o [] = . w n = u
E 100 = = = =
a
5- = =1 o o e =
. = = o & = = =
I'g n n ] n " 1w
= 10 = = = = = = =
Fry
=
-
=
g L] h
-
Pre- 1 month = 1 2 3 4 & e u i
vaccination post-dose 2 years post-dose 2
ZOE-50 parent study Current follow-up study

Cunningham, J Inf Dis, 2018
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BEfE R CD4[2+] T-cell frequency £ 89.8 » 1EE/NEEEEF] 652.4  MRLEFRH A 6 1%
BER S R o
[ Z41E])

AT B A B B BB R R B AR

BIEA - A RRIEFEEEHEIE
(s REEA] GEER=1/10) © B - 15 S EEREREEL ~ IEH: - J88 R/E0E
) ~ HLJRE ~ CESTEROI AR B - 4T - FERR) - M - 355 - B
[ BEIER Y G4R = 1/100 £<1/10) © SEHHEAERRE - FiE
[EBEEIEA] (ERRHEESEC - Al - BAdEE - ERAERIFRE)
@ 1% ZOE-70 » 4 A EE B A R i B EI1F A A9 38 248 R E B A A IRAH = AR (DAY
SRR 16.6%F 17.5% < WH5EE 8 R Bilat T TEAHRHAY B EE R BFBAFTE 6950 fir
HZ/su #5257 12 44 (0.2%)1F 6950 ZRIFIRAZ & A 8 #(0.1%) - 4ER8ifi= -
HZ/su ZHHY 426 422 B (6.1%) M1 2 RIFIAHAY 459 #2812 (6.6%)5E L » WIFEA
SRR — MR E A EER T TEAR © —% 90 siyS 8% - BAIMIM MR
IiE > AE B HZ/su 1% 75 R8T Ry e B a1 I - WiAE HEfER itk 97 K
SRS ik R N S OFRUE - S92 55 8 -
@ 71 ZOE-50 - 4 2 H1E (1 £ HZ/su 2EIF R 3 LIS BE)EE THRAR
PR R B T BB B E N R - (RUMBR R - B R - R E
FORILPAE &R © JBHE 3.5 1% » MERIFANEEEMAMERS - THlZ
9.0%711 8.9% -
® 1t 7 FEHUHEEIRG SR - ) A B ER T THAHR A B EE A R
[ F& k- EFSE (7E(Guillain-Barre syndrome, GBS) ]
TE—TESHE 65 BR(E) LA LAY AFTEFTIY R iR BIZ2 LR SE o {FH#fE Shingrix & {4
iy 42 REIZEE] T BAR M-S FIE (B F(Guillain-Barre syndrome, GBS)HY [ bg b fn(f
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sTREEEEAE =OEER P A) - IARENA e EEMR-EAEREEEEL Shingrix
AYRIRBE S - SREis > (B DAy 25 -

INGE

SETEFH 7000 224K 50 5EAY ZOE-50,/70 A Bl 281Ky LTRU W5T » BEFR
aERRIHTHYT HZ BUROAERAEE AR KL S B 7 FORFHE/KAE(4%) - FEdER
RS R R F>84% » AEIBHEHEIRIFIRERN - AT T T
ST » AR % (Humoral immunity) FI&HAE M: 5% 7 (Cell-mediated immunity) 4Ef5-
TSR - RRERTACER 6 LA L - FEEAEREI RZV HEE AR RE T
TEFE R e 2/ D IRE T4 -

RIEEREE IR B i Shingrix® R 78 73 B Al B R KA R D R 3%
A HZ B » Rl AT 50 BRIVE AR B DIRE NI » DUT 455mAYE BEREEE -

1. SHEFAREZIVEERS VE » 4 0l =8 97% > HAT S FHRE B nEE14Y 90% A

J: o

2. TiitT Shingrix IR E % 8 LA LRE STy AT 84% (95% CI: 75.9% to
89.8%) °

3. JiifTHE ZVL FAELL B R S4BT IS YR BT T RZV {J a] s 8 B s i
}Eﬁ o

4. RIEDNRE(R MBI ATHEST RZV > H R Bt 3 OReE T S & e S e -
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mn H L

i Shingrix® Zostavax"
RGBS ®T IR B N REEFINE B EE
S _
o
DAE IR EMAENEH I B JdilEkEE Oka,Merck MR/KIE
(Varicella Zoster Virus glycoprotein | iRIEZR %
E)
il R BTN ST R BTN ST
BRI Sucrose Sucrose
Polysorbate 80 hydrolyzed porcine gelatin
Sodium dihydrogen phosphate Urea
dihydrate Sodium chloride
Dipotassium phosphate Monosodium L-glutamate
Sodium phosphate dibasic
FRFE A BT (ASO1B I Z:47%) Potassium phosphate monobasic
Dioleoyl phosphatidylcholine Potassium chloride
Cholesterol Residual components of MRC-5
Sodium chloride cells including DNA Protein trace
Disodium phosphate anhydrous quantities of neomycin
Potassium dihydrogen phosphate Bovine calf serum
Water for injections
(R TP MY REVEINEE RHAR | THET 50~79 BRZ AR
RABIERE | BAGFSHE PHN) ¢
— 50 BR(E) PALAYREA
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— B k(&)L L HEABERIR
T2 bR E HI A

SEEBIR | LFEeHEmNE - iR 2o A - | SHEEHIE
R (RIETHRER T > A4k 12
{EH °)
RS ERAL AILPAES B2 RS
BYROME | - JEREMEEFERERT - - AJELRTE M EE R BT o
Fi » ETR N T SSEET  F | ({HEE Pneumovax23 ™ A E[ERF 2

B THAEERL ©

i+ @E Zostavax SIS
BRPEREE < )

RN -
BT Bl -

i
=

B (AT AH PR EE A B

« AR AT 4H iR EE AR
(FIFEHARE ~ Neomycin)

- RN IREE - Mg
F -~ R - HEEIi s
BB 28009597 ~ HIV
AIDS fifts [EERY Se e fIIH] ~ 4HAf
MEREDIRER

- RIS AR (EE S EI R
RS )

A R FE

- fixEE R RSB AR
T~ &LRE) ~ JEFE - BEPE - 3806

BERE ~ IR~ B R EEIR

ESTELALAR © BEAR ~ 1R 4L
B~ B~ VURBRORR ~ 15 S EE
AR~ BEERTRE ~ AL ~ 3382 - 1B
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- H A ESTEML IR

- /D BEETR - AT
- R IBEE

* 1M — EFEBEE(Guillain-

Barre syndrome)

L - B EBIVEIREELER | - #E>38.5°C 0 JEFEIEEREE
FEEHE PEHECR 2R > WElE) - | -
- B FB I MR R D E A
IMIHAE RN A T FERE 1 -
TAJRE I -
P2, B o (HiESm A ER e | SR o (DR LR
P - P -
I « 2—8°C o B - e )—8°C o WL o
HBIERETIRMER AT | - JRBMERETLRNE T 4RAE 30
BIEEF - FEFHOR 2-8°C  MKRAE | sr8ENER - JETLIEE -
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