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Disclaimer

* This slide deck is made by GSK, in the interest of advancing the scientific knowledge of healthcare
professionals.

* GSK does not approve of or recommend the use of medicines in any way other than that stated in
the approved package inserts.

* For full prescribing information, refer to the package inserts approved by TFDA.
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Zostavax TW PI, Feb 13, 2019. Available at https://info.fda.gov.tw/MLMS/H0001D.aspx?Type=Lic&Licld=10000873 (Accessed Dec 2022)
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ZEST (Zoster Efficacy and Safety Trial): mean duration of follow-up = 1.3 years. SPS (Shingles Prevention Study): mean duration of HZ surveillance = 3.13 years. VE, vaccine efficacy; Cl, confidence interval.
1. Schmader. KE, et al. Clin Infect Dis 2012;54:922-8; 2. Oxman MN, et al. N Engl J Med 2005;352:2271-84; 3. Merck & Co. Zostavax Prescribing information: FDA; [updated Sept 2019]. Available from:
https://www.merck.com/product/usa/pi_circulars/z/zostavax/zostavax_pi2.pdf; 4. MSD Zostavax European public assessment report, Annex |: Summary of product characteristics: EMA; [updated Jan 2019;]. Available

from: http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_- |

Product_Information/human/000674/WC500053462.pdf
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ZVLE2605% 0-4.9 & 5.4 51% (44, 58) 0.46 67% (48, 79)
B YN:ELES 3.3-7.8 8.4 40% (18, 56) 0.70 60% (-9, 87)
oo
b SR = 4.7-11.6 &F 10.3 21% (11, 30) 1.27 35% (9, 56)

*For the primary vaccine efficacy analysis, the historical model placebo control group only incorporated data from the SPS and was adjusted to include the calendar effect on the incidence of HZ
observed in the placebo group in the SPS. SPS, Shingles Prevention Study; STPS, Short-term Persistence Substudy; LTPS, Long-Term Persistence Substudy; VE, vaccine efficacy.
1. Morrison VA, et al. Clin Infect Dis. 2015;60:900-9.
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RRVZ AR AT EE ( Shingrix Herpes Zoster Vaccine )

B FDAYZEH : 20175 10H

B TFDATZEH : 2021F12H

mOEEREEHRER

- B FHASO1 T

B A7 B&% : Varicella Zoster Virus glycoprotein E

B EELE  ERARNIBR - LEEHERED KEMREHRE - EPRELR
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1. Dendouga N, et al. Vaccine. 2012 Apr;30(20):3126-35. 2. Leroux-Roels G, et al. Clin Immunol. 2016 Aug;169:16-27. 3. Lecrenier N, et al. Exp Rev Vaccine. 2018 Jun;17(7):619-634.
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Shingrix BIAXBLSE 111 ARG REER
(Zoster-006) (Zoster-022)

BEIE S - RREIHE - 20 - 2H
(46 - BOM - B - T EMW - TAHE)

EEEVEIR 1 250 BEIR B P HY HZ B & 270 BRIR B PHY HZ R

TS E

EREREIE 5 o EHAMSE 2 EALMPES A NGEF] EE ek Z = E (0.5 mL)
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HZ = BSHRIESS ; PHN = S5 4REB B I848%  YOA = 7% -

1. Lal H, et al. N Engl J Med. 2015 May;372(22):2087-96. 2. Taiwan Shingrix Full PI, GDSv07. 3. Cunningham AL, et al. N Engl J Med. 2016 Sep;375(11):1019-32. 4. Kim JH, et al. Hum Vaccin
Immunother. 2021;17(7):2050-2057. 5. https://www.clinicaltrialsregister.eu/ctr-search/trial/2009-015791-94/results (Accessed Dec 2022)
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ShingrixfBFEiREEZRE /" 2:
505814 E97%, 7058104 E91%

ShingrixZH* % R 25 * D5 ] VE.. o
i %Hﬁi@;ﬁ;ﬂ%ﬂ %Hf’iﬁii%}ﬁ %Hﬁi’/}gﬁ@ﬂ %Hfiﬁ%‘&%z = '(‘9"5;) a HZ 7
ZOE-50%*
>5075% 6 (7,344) 0.3 210 (7,415) 9.1 97.2 (93.7,99.0)
50-5975% 3 (3,492) 0.3 87 (3,525) 7.8 96.6 (89.6, 99.3)
60-697% 2 (2,141) 0.3 75 (2,166) 10.8 97.4 (90.1, 99.7)
Pooled analysis of ZOE-50 and ZOE-70?
270]% 25 (8,250) 0.8 284 (8,346) 9.3 91.3 (6.8 94.5)
70-7975% 19 (6,468) 0.8 216 (6,554) 8.9 91.3 (86.0, 94.9)
>805% 6 (1,782) 1.0 68 (1,792) 11.1 91.4 (80.2, 97.0)

*Modified vaccinated cohort (excludes subjects not receiving dose 2 or who developed HZ within 1 month after dose 2); Tp<0.001 for all comparisons vs placebo; *Mean follow-up 3.2 years;
Cl, confidence interval; VE,,, vaccine efficacy for HZ.
1. Lal H, et al. N EnglJ Med 2015;372:2087-96. 2. Cunningham AL, et al. N EnglJ Med 2016;75:1019-32.
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ShingrixZ8 Z RIEI4H
EpEERRA | BreseRneE | preseann | seesesnes | 12 RAE /) VEp,n

=y EEPN ) (81000 A\ £F) (RAED (521000 A £F) % (95% Cl)
250];—5 4 (13,881) 0.1 46 (14,035) 0.9 91.2 (75.9, 97.7)
50-5975% 0(3,491) 0.0 8(3,523) 0.6 100 (40.8, 100)
60-6975% 0(2,140) 0.0 2 (2,166) 0.2 100%* (-442.9, 100)
270];—,% 4 (8,250) 0.1 36 (8,346) 1.2 88.8 (68.7, 97.1)
70-795% 2 (6,468) 0.1 29 (6,554) 12 93.0 (72.4, 99.2)

>8075% 2(1,782) 0.3 7(1,792) 11 71.2% (-51.6, 97.1)

*PHN defined as HZ-associated pain =3 (on a 0-10 scale), occurring or persisting for 290 days following the onset of rash using Zoster Brief Pain Inventory (ZBPIl); "Over a mean follow-up period of 3.8
years; *Numbers of cases in the placebo group were not sufficient to obtain a significant result;
Cl, confidence interval; PHN, postherpetic neuralgia; VE,,, vaccine efficacy for PHN.
1. Cunningham AL, et al. N Engl J Med 2016;75:1019-32.
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VE,; by current baseline condition
(pooled ZOE-50/70 analysis, subjects 250 YOA)'

MmTVC,; First or only episode of HZ during the entire study period by baseline condition using Poisson method

90.4%
(73.4-97.5)
VE% 92.9%
14 (95% C1) (82.7-97.8)
93.1%
(81.4-98.2)
96.1% 88.8%
12 (85.1-99.5) (63.6-97.8)
91.2% 86.9%
2 91.9% 91.1% 91.2% (81.1-96.6) (69.0-95.4) 97.0% 84.5%
(87.3-95.1) (85.1-95.0) (85.1-95.2) (82.3-99.9) (46.4-97.1)

o 10 93.4%
8 (74.1-99.2)
< g 86.2% 86.6%
N (60.4-96.5) (-4.5-99.7)
I
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+—
= 6
o
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0 .

Osteoarthritis
: and/or Dvslipidemi Diab Osteoporosis/ Gastroeslophag | disord Prostatic H hvroidi D ) Coronary Asth Respiratory Renal disord
Hypertension vertebral yslipidemia iabetes Osteopenia reﬂuxede}sease Sleep disorder diseases ypothyroidism epression heart disease Cataract sthma disorders* enal disorders
disorders

mRZV 0.8 0.9 0.9 0.8 0.9 1.2 0.8 0.4 0.9 0.5 0.3 1.3 1.2 14 0.9
m Placebo 9.5 9.6 9.7 9.2 13 9.1 11.7 10.7 6.6 8.1 8.9 14 10.9 8.7 7

Figure created based on data from Oostvogels, et al. Hum Vaccin Immunother. 2019;15(12):2865-2872.
*Other than asthma, mainly chronic obstructive pulmonary disease, bronchitis chronic, obstructive airways disorder. mTVC, modified total vaccinated cohort; py, person

years; VE (%), vaccine efficacy (poisson method); YOA, years of age. 7 @ (zsoslr-E!l!lnglx

RECOMBINANT, ADJUVANTED)

Oostvogels, et al. Hum Vaccin Immunother. 2019;15(12):2865-2872.



Immunological evaluation - Humoral immune response

ZOE-50/Z0E-70

RZV-induced anti-glycoprotein E antibody responses (according to protocol cohort for humoral immunogenicity)

Geometric Mean Anti-gE Antibody Concentration (Overall Population)

SR N = 1,457
- Il =50 YOA,
50000 39.1-fold increase SHINGRIX
over baseline
T 40000 —
O E
% 2 30000 — 8.3-fold increase
3 over baseline
20000 — N = 1,415
N = 1,366
N=1,301
10000 —
N = 1,455
4 e-———
0
Prevaccination 1mo pose-dose 2 12mo pose-dose 2 24mo pose-dose 2 36mo pose-dose 2

Geometric m

ean anti-gE antibody concentrations persisted 8.3-fold over baseline in SHINGRIX recipients at 36 months post-dose 2.

The graph has been reproduced with permission of Oxford University Press for the Infectious Diseases Society of America. It was first published in

Cunningham AL, et al. J Infect Dis. 2018;217(11):1750-1760. @ SHINGRIX
>

1. Cunningham AL, et al. J Infect

Dis. 2018;217(11):1750-1760.

(ZOSTER VACCINE
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Immunological evaluation — Cell-mediated immune response

ZOE-50
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Shingrix-induced glycoprotein E-specific CMI (according to protocol cohort for CMI)

CD42* Frequencies (Overall Population)

N =|164 24 .6-fold increase
over baseline

N =

169

Max
Q3
Median
Q1

Min

172 N =({152

7.9-fold increase
over baseline

Median frequency of gE-specific CD42+ T cells persisted 7.9-fold over baseline in SHINGRIX recipients at 36 months post-dose 2.

The graph has been reproduced with permission of Oxford University Press for the Infectious Diseases Society of America. It was first published in
Cunningham AL, et al. J Infect Dis. 2018;217(11):1750-1760.

1. Cunningham AL, et al. J Infect Dis. 2018;217(11):1750-1760.
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Zoster-049: Study design'-2

Population

Primary objective

Secondary
objectives

Extension study of ZOE-50 and ZOE-70

Adults 250 years of age

Vaccine efficacy against HZ over the ZOSTER-049 study

Vaccine efficacy against HZ from 1-month post-dose 2 in ZOE-50/ZOE-70 until the
end of observation for Year 4 of ZOSTER-049
Persistence of vaccine-induced:
« Humoral immunogenicity (anti-gE antibody concentrations by ELISA)
« Cell-mediated immune response (frequency of gE-specific CD4[2+] T cells by
intracellular cytokine staining)*
Safety

*CD4+ T cells must express at least two of the four activation makers assessed (interferon-y, interleukin-2, tumour necrosis factor oo and CD40 ligand).

ELISA, enzyme-linked immunosorbent assay; gE, glycoprotein E; HZ, herpes zoster. @ SHINGRIX

(ZOSTER VACCINE

1. Boutry C et al. Clin Infect Dis 2022;74:1459-1467. 2. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485.

RECOMBINANT, ADJUVANTED)




Zoster-049: Study design'-2

Adults Duration from vaccine dose 2 until
550 YOA ZOE-50/70

start of Zoster-049: ~5 years Zoster-049 extension

Month O Month 2 2% R7V vaccination Month O Year 1* Year 2* Year 3* Year 4*
R || Ky | @ s ® oo | o o

~1-year hiatus

= .3’4 l . . . .
Initiation date: I\gga;;g.llgvi/ ;epérs Completion date: Initiation date: Year 2 interim Year 4 interim
August 2010 ZOE-70: 3.7 vears July 2015 April 2016 analysis DLP:! analysis DLP:2
oY July 2019 August 2021

Primaryf: assessed in mTVC (N=7277)

. . From Month 0 to confirmed HZ, or Month O to Year 4
Long-term vaccine efficacy:

\ 4

Secondary: assessed in ZOE-50/70 mTVC (N=13,881) From 1-month post-dose 2 in ZOE-50/-70 to Year 4

\ 4

Immunogenicity persistencet: assessed in ATP HMI subset (N=813) and CMI subset (N=108) From Month 0 to Year 4
Long-term safety*: assessed in TVC (N=7,294)

v

From Month O to Year 4

v

*Samples collected only from participants in the humoral immunogenicity and cell-mediated immunity subsets; TData over Year 6 to Year 10 after
vaccination; ¥Data at Year 5 to Year 10 after vaccination.

ATP, according to protocol; CMI, cell-mediated immunity; DLP, data lock point; HMI, humoral mediated immunity; HZ, herpes zoster; mTVC, modified total
vaccinated cohort; N, number of participants with available results; RZV, recombinant zoster vaccine; TVC, total vaccinated cohort; YOA, years of age. O SH|NGR|X
0 (ZOSTER VACCINE

1. Boutry C et al. Clin Infect Dis 2022;74:1459-1467. 2. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485. 3. Cunningham AL et al. New EnglJ Med 2016;375:1019-1032. 4. Zoster-006 Clinical Stue RECOMBINANT, ADJUVANTED)

110390. https://www.gsk-studyregister.com/study/3283 (ZOE-50, accessed August 2022).




Long-term follow-up: Overall vaccine efficacy

RZV demonstrated VE against HZ until the data lock point
for the Year 4 interim analysis (July 2021)!

ZOE-50/Z0E-70 Zoster-049 extension

End of study:

® % Modified total vaccinated cohort p S— P— P P P P 6 UeANF
MO M2 (MTVC; N=7,277) MO Y1 Y2 Y3 Y4 Y5 Y6
Primary endpoint: VE against HZ during 24 years of follow-up in ZOSTER-049 (N=7277)
81.6% (95% ClI: 75.2%—-86.6%)
Mean follow-up 5.6*0.3 years
Secondary endpoint: VE against HZ from 1-month post-dose 2 in ZOE-50/Z0OE-70 until the data
lock point for the Year 4 interim analysis of ZOSTER-049 (N=13,881)
Cl, confidence interval; HZ, herpes zoster; M, month; mTVC, modified total vaccinated cohort; RZV, recombinant zoster vaccine; VE, vaccine efficacy, Y, year. O SHINGRIX
1 0 (ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)

1. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485. 2. ClinicalTrials.gov. NCT02723773. https://clinicaltrials.gov/ct2/show/NCT02723773 (accessed August 2022)



Vaccine efficacy over each year of follow-up

mTVC (N=7,277); from 1-month post-dose 2 to Year 4 interim analysis DLP (August 2021)*

ZOE-50/Z0OE-70 Zoster-049 extension
: End of study:
e } : i June 20232
% % Modified total vaccinated cohort p S— P — P C— 7 U 7 U P ¢
MO M2 (MTVC; N=7,277) MO Y1 Y2 Y3 Y4 Y5 Y6
97.7
100 ~ 92.7 92.4 89.8 88.5 84.2
90 A
g 80 4
* 70 A
S 60 -
@
= 50 -
E-' 40
g ] 89.0% (95% Cl: 85.6%~91.3%)
S |
>
12 | No data
Time: Year 1 Year 2 Year 3 Year 4 Year 5 Year 6 Year 7 Year 8 Year 9 Year 10
"
n/N (RZV) 3/13,881 10/13,569 9/13,185 10/12,757 717,277 10/7,100 9/6,878 15/6,648 11/6,258
n/N (Placebo) 130/14,035 136/13,564 116/13,074  95/12,517 61/7,277 60/7,100 57/6,878  55/6,648 41/6,258

*RZV versus placebo recipients from the ZOE-50/70 studies in years 1-4, then versus matched historical controls from the placebo group in the ZOE-50/70 studies for years 6-10,

adjusted for age and region at randomisation during the ZOE-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 one confirmed HZ episode based on the estimated incidence rate;

TData collection for Year 10 was incomplete at the DLP. DLP, data lock point; M, month; mTVC, modified total vaccinated cohort; N, number of individuals included in each group; n,

number of individuals having at least one confirmed herpes zoster episode; RZV, recombinant zoster vaccine; Y, year. @ SHINGRIX
>

(ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)

1. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485. 2. ClinicalTrials.gov. NCT02723773. https://clinicaltrials.gov/ct2/show/NCT02723773 (accessed August 2022).




Long-term persistence of humoral immune responses

ATP cohort (N=813)12

Anti-gE antibody concentrations persisted ~5x above pre-vaccination levels up to Year 10 after vaccination'?

L
r 1

ZOE-50/70 parent studies | Current follow-up study?

20,000 - Cunningham AL et al. J Inf Dis 2018
17296.9
=
£
2 15,000 - 13713.9
E
O
Q 11524.3
O
> 10,000 A
_8 8053.5 8512.5 8398.2 8221.2
G increase vs
"'CJ» 5,000 - pre-vaccination
z
< 1320_5 _____________________________________________
No data
o T T T T T T 1
Pre 5 6 7 8 9 10*
vaccination

Years post-dose 2
N 1,455 1,415 1,366 1,301 216 807 771 729 633 439

*Data collection was incomplete at the data lock point for the second interim analysis?
ATP, according-to-protocol; gE, glycoprotein E; GMC, geometric mean concentration; N, number of participants with available results. @ SHINGRIX

(ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)

1. Boutry C et al. Clin Infect Dis 2022;74:1459-1467. 2. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485.



Long-term persistence of cell-mediated immune responses

ATP cohort (N=108)12

Median frequency of gE-specific CD4[2+] T cells persisted at >6-fold above pre-vaccination levels up to Year 10 after vaccination'?

ZOE-50 parent study
Cunningham AL et al. J Inf Dis 2018

|

r

1

Current follow-up study?3

10,000 -
) Observed values
8] E N~ o ~ © < Max
i . 3 : - o <
g 7 o 700 GEEN  S21 NN 73c BN Il ‘pm :mm :Em ] 03
23 - ] [ ] _ N N [ ] L] [ ] Median
o ~6-fold increase Q1
23 100 ol vs pre-vaccination § | | || - Min
<))
c =
S 8
10 A
g
&
2 No data
U 1 T T T T T T T T T 1
Pre- 1 2 3 4 5t 6 7 8 9 10#
vaccination Years post-dose 2
N 174 169 172 152 103 102 97 84 75
*The frequency of gE-specific CD4[2+] T cells was assessed per 106 total CD4[2+] T cells;! TData not shown because only 3 participants had available results for this
analysis;?*Data collection was incomplete at the data lock point for the second interim analysis?
ATP, according-to-protocol; gE, glycoprotein E; max, maximum; min, minimum; N, number of participants with available results; Q, quartile. SHINGRIX

(ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)

S

1. Boutry C et al. Clin Infect Dis 2022;74:1459-1467. 2. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485. 3. GSK data on file. Zoster-049 Y4 interim report, 2022.




Zoster-049: Safety

ZOE-50/Z0E-70
R %R

TVC (N=7,413)
MO M2

HZ-related complication Age at diagnosis

HZ episode number

Zoster-049

No vaccine-related SAEs or deaths'?

5 patients with HZ-related complications!2

Time since 2nd dose

PHN? 88
Disseminated disease! 80
PHN?2 78
PHN? 80
Disseminated disease? 81

1 6 years and 4 months
1 7 years and 3 months
NR Over 9 years
NR Over 9 years
NR Approximately 9 years

Resolving when lost-to-follow-up

Recovering/resolving at Y2 DLP

Recovered/resolved at Y2 DLP

Resolving at Y4 DLP

Resolved by Y4 DLP

1. Boutry C et al. Clin Infect Dis 2022;74:1459-1467. 2. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485.

(ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)

DLP, data lock point; HZ, herpes zoster; M, month; NR, not reported; PHN, post-herpetic neuralgia; SAE, serious adverse event; TVC, total vaccinated cohort; Y, year. @ SHlNGRlX
>




SHINGRIX: FiABEFREIRIET10F!

ZOSTER-049 second interim analysis:

ZOE-50/70 ZOSTER-049

RIS 10 & o
HTINERIE 89% RITRPRIIY

(89.0% [95% Cl: 85.6-91.3]; from 1-month post-dose 2 up to 10 [mean of 9.6 +0.3] years post-vaccination;
n/N RZV [84/13,881] vs. HC [765/13,881])

Data gap
between
studies

YEAR 1 2 3 4 5 6 7 8 9 10

The graph has been independently created by GSK from the original data. The same results were first published in Strezova A, et al. Open Forum Infectious Diseases, 2022.

*Of the 14,648 ZOE-50/70 participants who received at least 1 RZV dose, 7,413 (50.6%) were enrolled in ZOSTER-049. Of these, 7,277 had previously received both RZV doses and were included in the mTVC for the efficacy
assessments. In the absence of an unvaccinated placebo group for the LTFU study, the efficacy analyses in ZOSTER-049 used historical control estimates from the ZOE-50/70 placebo groups recorded during the trials. At this DLP,
data accrual was complete through Year 9. Results for Year 10 are also included although still incomplete, precision of estimates for this time point will increase at the final analysis.'?

"No data are available for year 5 because that period corresponds to the gap between ZOE-50/70 and the Zoster-049 follow-up study.!

Cl = confidence interval; DLP = data lock point, DLP set when the last participant had reached 4-year of follow-up; HC = historical controls; mTVC = modified total vaccinated cohort; N = number of individuals included in each group;
n = number of individuals having at least one confirmed herpes zoster episode.

1. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485. 2. Boutry C, et al. Clin Infect Dis. 2022;74(8):1459-1467.
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1EME106E, ShingrixZ2i2{RE/1AE89%

ZOE-50/70 ZOSTER-049"

100
90
80
70
60
50
40
30
20
10

(95% CI)

%Elzjj HZE’\]%%{%E%j] ),.%'789% (95% Cl: 85.6-91.3)

Data gap
between
studles

Year 1* Year 2* Year 3* Year 4* Year 5% Year 6% Year 7% Year 8% Year 97 Year 10#

Efficacy %

OVERALL
SHINGRIX n/ (N) 59 (13,881)  3(13,881) 10 (13,569) 9(13,185) 10 (12,757) No data 7(7277) 10 (7100) 9 (6878) 15 (6648) 11 (6258)

PLACEBO n/ (N) 651(13,881) 130(14,035) 136(13,564) 116(13,074)  95(12,517) No data 61(7277) 60 (7097) 57 (6878) 55 (6648) 41 (6258)

This graph has been independently created by GSK from the original data. The same results were published in Strezova A, et al. Open Forum Infectious Diseases, 2022.

At the data lock point for the second interim analysis in the current follow-up study, data collection for year 10 was still incomplete.!

*RZV versus placebo recipients from the ZOE-50/70 trials, adjusted for region.?

#interim analysis, subset of vaccines from original ZOE studies, RZV versus matched historical controls from the placebo group in the ZOE-50/70 studies, adjusted for age and region at randomization during the ZOE-50/70 studies.?
"No data are available for Year 5 because that period corresponds to the gap between ZOE-50/70 and the current follow-up study.

Cl = Confidence interval; n = number of individuals having at least one confirmed herpes zoster episode; N = number of individuals included in each group; RZV = recombinant zoster vaccine.

1. Strezova A, et al. Open Forum Infect Dis. 2022 Oct 23;9(10):0fac485. 2. Boutry C, et al. Clin Infect Dis. 2022;74(8):1459-1467.



SEHRBYTEEI: ShingrixBiE4Epk Al 4Ei5204F

In line with previous modeling data, year 10 analysis predicts that mean cellular and humoral immune responses
will remain above the observed baseline for at least 20 years (240 months) after initial vaccination!?

Cell-mediated immune responses Humoral immune responses

10000 1 100680 1
=== Piecewise model === Piecewise model
i === Power-law model === Power-law model
“ === [raser model g 5 === Fraser model
g £ ———
— il ; % -
= — 2 O
&, — e j 5
<t . -
8 1 g ) 1
- B0 y o .
o EE%&?%*E{ E g I EE—;; E/
S S 2401 H
g =
LL <
Y W
TN MWW QM B T T M D 06 008 2006 1 134140 1 1526 174 D 98 192 198 2 210 26 200 28 24 20 DR MW E SRR LD B0 00 4 06 6 6 DO 20 2 22 20 74 0
Time point (months since first RZV dose of a two-dose schedule) Time point (months since first RZV dose of a two-dose schedule)

Figures reproduced from Hastie A, et al. J Infect Dis 2020.

This was a single-arm, open-label, phase I1IB, long-term follow-up study of the initial phase Il trial (NCT00434577) and was conducted between April 2016 and October 2018 in the Czech Republic (1 center), Germany (4 centers), and Sweden (2

centers). It included evaluation of immune responses at 9 and 10 years after initial RZV doses and modeling of 20-year persistence of immune responses using immunogenicity data acquired through 10 years after initial vaccination (N=70).

1. Hastie A, et al. J Infect Dis. 2021;224(12):2025-2034. doi:10.1093/infdis/jiaa300. 2. Schwarz TF, et al. Hum Vaccin Immunother. 2018;14(6):1370-1377. 28
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ShingrixiE fERE

Shingrix # AR FHIRER - DTAVIINEE RHEAHRIOFEHE - A& &R (post-herpetic neuralgia, PHN)
50 (&)L EAYREA
18 5 (&) LA b H E AR RRINEE B REE A

FEBIRE J7 k£ A Shingrix

-

>505% (EEEET_LIR)
18-497% [E] bas % = Ak A

seEilh EeE A RmE T L]

Taiwan Shingrix Full Pl, GDSvO07.
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EIEShingrixiZRIRERRIEIFESH: 3XkED

100 -
T | 79.1 ® Shingrix#2
£ (ZOE-50, N = 4,382)
(O]
2 o | ® Shingrix#H
g £ (ZOE-70, N = 505)
ig o
#Ha %40 | 38.0 992 W 27 R 28
e i (ZOE-50, N = 4,377)
= 26.3 226
< m A
R 20 -
2 (ZOE-70, N = 505)
+
< 13 1 1.1 04 w34
0 - I o e—— To I = - I &

BAL ERS

ZR[BIFH GSK {1 Lal H, et al. N Engl J Med 2015;372:2087-96; Cunningham AL, et al. N Engl J Med 2016 25 RAR A B RIB 17 /2 2

U BNZREREE  REREHE 7 RRNEHG R ERRIFTMUREMESMRIE ; 753 4 - SEE 100 mm FFFEMIASE 4T BRERTRE 3 47 - NIBIEEFSNAMBEHMERITTRE 3
W ERERAREVER —RERNZHES AL - RESEEN 1 M 2 WEARFIRENER - RESEER 34105 3 ARENER -

1. Lal H, et al. N Engl J Med 2015;372:2087-96; 2. Cunningham AL, et al. N Engl J Med 2016;75:1019-32; 3. Study 110390: GSK Clinical Study Report 2016.Available at: https://www.gsk-studyregister.com/study/3283; 4. Study
113077: GSK Clinical Study Report 2016. Available at: https://www.gsk-studyregister.com/en/trial-details/?id=113077; 5. Lopez-Fauqued, M et al. Vaccine 2019;37:2482-2493.
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EEShingrixiZIE BERIEISEIFHE: 2XkED

100 +
® Shingrix#H
(ZOE-50, N = 4,375)
80 A . .
B Shingrix#8
_ (ZOE-70,N = 504)
_ m ¢ 60 - .
= g2 W= R A
2 E g 46
G 08 46 ; (ZOE-50,N = 4,378)
K82 4o i
S W R 4
(ZOE-70,N = 505)
20 - 7 58 3R
00 -

%55 EEY- B e BaTE A7 Eafl

KB GSK {ix#Z Lal H, et al. N Engl J Med 2015;372:2087-96; Cunningham AL, et al. N Engl J Med 2016 B8 R [RBGERIB I 25,

HEEFHR DB EREE  REBREHE 7 RNEHGF LR IFMUREMESURIE ; 158 3 4 : 588 >39 °C (REFMAZEEL - OR) ; NpBRIEEEENAEMERIITRE 3 47 - +8)E (237.5
°C/299.5 °F) ; §E GBI EIEIRD ~ B - BEBF/EIERE ; 61 - BBE N 2VBARH 1 RAENTHAEAE ; % BERERAREVBR —RERNZHREWEDLE - RESEER 1 M 2 WEAIREIRE
HER - REZSZER 34 WE 3 RRENER -

1. lal H, et al. N Engl J Med 2015;372:2087-96; 2.Cunningham AL, et al. N Engl J Med 2016;75:1019-32; 3. Study 110390: GSK Clinical Study Report 2016. Available at: https://www.gsk-studyregister.com/study/3283; 4. Study
113077: GSK Clinical Study Report 2016. Available at: https://www.gsk-studyregister.com/en/trial-details/?id=113077; 5. Lopez-Fauqued, M et al. Vaccine 2019;37:2482-2493.
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GRS hingrix @ IZBEENREARREZEREE

100 -
30 - I Shingrix#H (\ = 14,645)
B =REIA - 14660
60 -
40
20 1 101 10.4
1.0 11 0.6 0.7
O -
Shingrix#H LR 4 Shingrix#H ‘ ZREI48 Shingrix#H ‘ ZREIZ8
mEARKRIE HoMBREARRE BERENTENER
(SAE) (fatal SAE) (pIMD)

Shingrix#H TE I E B 1F AV Ex

SAE, severe adverse event; pIMD, potential immune-mediated diseases

KB GSK 11k Lopez-Fauqued M, et al. Vaccine 37 (2019) 2482-2493 28 R RIGE RIB 17 48 5
& ZOE-50/Z0E-70 - HEeFF& - 7 KiEHHA

Lopez-Fauqued, M et al. Vaccine 2019;37:2482-2493.
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Shingrix (RRRUEZ)IEEAE(E

-
FBR :

502510 L97% s JEE

70l £91% — 10F8I% & = [ 5 40

>505% -

i
=

18-49m EgEy ===

= A

1. Lal H, et al. N EnglJ Med 2015;372:2087-96. 2. Cunningham AL, et al. N EnglJ Med 2016;75:1019-32. 3. Hastie A, et al. The Adjuvanted Recombinant Zoster Vaccine (RZV) Confers Long-term Protection Against Herpes

Zoster: Interim Results of an Extension Study (ZOSTER-049) of Two Clinical Trials (ZOE- 50 and ZOE-70) Presented at: IDWeek 2020. Open Forum Infectious Diseases, Volume 7, Issue Supplement_1, October 2020, Pages
S4-S5, https://doi.org/10.1093/0fid/ofaa417.007. 4. Taiwan Shingrix Full Pl, GDSv07.
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Coadministration of SHINGRIX
'with other vaccines

@ SHINGRIX

(ZOSTER VACCINE
RECOMBINANT, ADJUVANTED)




Data support coadministration* with the following vaccines

v/ Influenza vaccine (unadjuvanted inactivated seasonal)? A Coadministration

_ generally well tolerated?-3
v Pneumococcal vaccine epv2ay

> No safety issue raised!3
¢/ Pneumococcal conjugate vaccine (PCV)®

No immunologic
Y, interference observed?!-3t

¢/ Diphtheria-tetanus-acellular pertussis vaccine (Tdap)?

*All four completed trials were included in the Taiwan PL.5 TThe non-inferiority criterion was met for the humoral response to RZV, but was not met for

the Tdap antigen pertactin. The clinical significance of this phenomenon is unknown.3 SHINGRIX
' ?) (Z0STER VACCINE
1. Schwarz TF, et al. J infect Dis 2017;216(!1):1352-1361. 2. Marechal C, et al Vaccine. 2018 Jul;36(29):4278-4286. 3. Strezova A, Vaccine. 2019 Sep;37(39):5877-85. 4. ClinicalTrials.gov. NCT03439657. 5. Taiwan Shi

RECOMBINANT, ADJUVANTED)
GDSvO07.
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B EREERRY
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BiEiERZV
(£E - MEA - B

|| EZERRZVAIZVL -
G E R

RZVEEBIZE
BEIZX & ERZVIEE &%

*EH£2021F12H

AUT, CA, CZ, DE, ES, IE, IT, NL, UK, US: Parikh R, et al. Expert Rev Vaccines 2021;20(9):1065-1075

AU: AUSTRALIAN TECHNICAL ADVISORY GROUP ON IMMUNISATION (ATAGI). Available: https://www.health.gov.au/sites/default/files/documents/2021/08/statement-on-the-clinical-use-of-zoster-vaccine-in-older-
adults-in-australia-statement-on-the-clinical-use-of-zoster-vaccine-in-older-adults-in-australia.pdf CH: Switzerland-Shingrix Vaccination Recommendation Officially Published available here:
https://www.bag.admin.ch/dam/bag/fr/dokumente/mt/i-und-b/richtlinien-empfehlungen/empfehlungen-spezifische-erreger-krankheiten/herpes-zoster/impfempfehlung-herpes-
zoster.pdf.download.pdf/impfempfehlung-herpes-zoster-fr.pdf, REF-146537 Data on File: DOF 2022N498004_00 - Countries where Shingrix is launched, Updated on 25,Jan 2022
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ALY
11l

U.S. COCHSIRT i i Bt 2

(ZR"ZS\;;*" Fecomblusne 2 doses forimmunocompromising conditions (see notes) 2 doses

v {£323%R2zV (Shingrix)

v EfEhEIAEZMAEREFIEELE - RZVIERRZVL
*EF/IEMER (z2VL) EXEBIR2020F11AE T3

v REEREH - BEvE2MEA AR EEERY

v BiRwmiNEPRENBERERIERBzVL - iR EEREMEIER

v BERBEER (BIMEREINEERIS « HEKRE - 2% RE R FIE 14 b
7 ) BB EE AN [ERZIZTERZY

1. Recommended Adult Immunization Schedule. UNITED STATES CDC 2022. https://www.cdc.gov/vaccines/schedules/hcp/imz/adult.html#table-age (Accessed Dec 2022). 2.
https://www.cdc.gov/mmwr/volumes/67/wr/mm6703a5.htm (Accessed Dec 2022). 3. https://www.cdc.gov/vaccines/vpd/shingles/public/zostavax/index.html (Accessed Dec 2022)
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BEEACEE
EAREEMEREAHERTINEZES
(recombinant zoster vaccine, RZV)# A F Bl 78
PhigigEEisiz - Ea8z2UT

(—) 50 L EREA

(D) 18U LRBAZHREINEERTE -

mEEm - MR EkR2-6EA -

,ﬁ.%?ﬁiﬁf&/ﬁ A2 % (live-attenuated
zoster vaccine, LZV)&Z £V 1F#% - oJFiERE
RZV -
B SERE HKFT%THA’E"‘FleE,m*HI%%TIE
mEg - EEGINEREE
RERERIE %E&E/'\EIVE/J\ AR A K
HiB AR TR 2R E \,.ﬂ U5 E

B REREE -

1. https://www.cdc.gov.tw/File/Get/KaYmM41oLshy3-WfBrUTsQ. 2. https://www.cdc.gov.tw/File/Get/81UoTSMO2vjjnzR9tOKcvA (URLs accessed Dec 2022)




SEREREREE - SRETIEELEEEE Shingrix) BEEE
(2022/8/1158%h)

@ oexEHREYE
WIRBBIRHERRAZET (Shingrix) EREIFRE

T

e 18-26 % | 27-49 % | 50-69 &% | 60-64 3% = 665 %

|

mAARZ IR EREE

(Recombinant Zoster Vaccine, RZV)

2% (0 26 8)

) 8EUEREARHREINEETE -
) BESRITNZFRBEERRE - ZERRMFRREZRE -

— BB EIEEMEIBEHEEE (recombinant zoster vaccine, RZV)  IEEHRINT :
(—)50BELALEREA ©

(2) 18 U LRBFRAREHEETE - E E;it g\j % .
= EEREAE - AR 2-6 B8 c RATERT « REHAESBIH HE S MR . \ >
AT A A RATHREBBIIBIA - B HITAE BT 1 2 2 (88 wIEiT - ( ) 50 jﬁ L/( J: )ﬁ A

=- giggfﬁ%ﬁﬁ%#ﬁ%&ﬁ (live-attenuated zoster vaccine, LZV) EE 4> 1 F4 » ( : ) 18 ﬁ L\/( J: % E K i EE % E Ij] ﬁll_E, 1& -F %

- BESEREHWESE TN RR 1| TERERERE - mESRAELER -

fiiat © AEHSRERN S ACP BREIZHESTE
111.8.11

https://www.tafm.org.tw/ehc-tafm/s/w/news_news/article/20ad1a8a077b4f4f89bc91d02b58a44d (Accessed Dec 2022)
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;)5'215 SHESEFINEEREEIRIERR (2022/7/218

| EEIRE | 80 @A L
SEAMBETRAESEE » —EAEUGERAZEE (Zoster Virus Vaccine 1L.EfRAEENEETHEEERAN ol LER - Alt&k{g5| 2
Live, ) F—TEAIEEMEELE R (Recombinant Zoster Vaccine, B0 IIEHEEEINEEEE -

Shingrix ) > MR EHNIZEBREFFTIMEKR— - XEGSEXRMER K it

RS » R TSR - HSTE RS T - 2 EASRENF HemREamA e TERAEEIEHHRESEE -

50 - %3 80 % 18 3% - kil SO
T T e —— 1L.HR1sE-FW SO mBRBRASTABERANGS » FiESIENEE
BRESEEE 2 JEEEEHEY -
I i oo 2. IREIERAENEERENEE 0 3551185 1EE 50-79 BIREHERIES
MBS » B EEE AMERR R IS AREE o 2HR1sE- AW SO IR ERUESAERENESN - ERTAES

HENBKEERE - EERMTE - BRR TR REA T ETEE -

MNfrARREAAZAEREERE " e R BEHEE - ORTHERE -
FFREER (ME AR - W ) - SRR (MRER -« LhE
) - BEERS - BERREOEENE - AERFWNE - REEH (

B 505%-Km80sk - BAEEIEEUMEAES MATHMEIRAE « SRS il o ss MR MERAA 3 © ST  SERTHERRED
= SOBLLE : CgREE LA B s e
B 183F-Kim505% : EEIEEMEHRES

JEARBIHRRERENHEA we—) > TESEREEHRESES -

i 18 Bk
B @A AL GRS SRR EERENANERE 2

Bt — PaR e e HIHI R R e A - B DUTIERE: 1 @ MR B - 2. Bz QRS iEmerdif s iE 2 -

3. NEGRIEANRRE (HIV) BiEZE - 4. S8 ESIEE o 5. IEAESCTHHARE A e i IR e Ny 1 e e s Enm] (IIAKHIHIE) & -

SHINGRIX is indicated for:

¢ in adults aged 50 years and older.

¢ in adults aged 18 years and older who are or will be at increased risk of HZ due to immunodeficiency or immunosuppression caused by known disease or therapy.
http://www.derma.org.tw/index.php?sort_no=1657852559&id=1657852630 (Accessed Dec 2022) 43



(4

5 7T B

)

| % R |

B o

P BEEAEESY

Eﬁﬂﬁﬁﬁﬁﬁﬁ!n

Recommend;

2. EREBENRALE

FiINEE R EIEEES

AR EHRER

B g4

EBwFINEPE

#5745 AR

2R ERET:]

1. EERBENERAETEHNES - ET BT HEARE ?

BEEEEBEESREPREZRR
AR Z i EF R RIR R R - AR ARERENRET » 22 FK
BRXE CDC B¢ #EEtTHRELREEL \BRIGEERIEEEE

» A EREIE A EALE 0 BE

» EREREREDE ? REAREE?

ZEBHRELE > EHABREFOMEE > ERAKRNAETRENA
[ > WA R HRESEE - REBAXAMEY > EXARERTRE
PRFRESTEZAARITHRELEE - BFRZASTRBES 2T EFH
MEFTHRAEDRE o

B CEEREMEINEDEERGE - KIREBICDCERE -

FiEEmINEDRIFRE

http://www.derma.org.tw/index.php?sort_no=1657852559&id=1657852630 (Accessed Dec 2022)

’ots Vg

=F157

BREZAESRAS SN B R SR B EE

(2022/7/218

2V )\BEEnEeiEE

ZATTEFTH1R



.
Dosage and administration of SHINGRIX

SHINGRIX & 2 Bl z251i%1E .
J U - YIRERBREHEEME - 8% 05 2 ; F_HRE—HI] 2 £ 6 [@HBENM] -
o HHRBINEERT « REINES NG E S ERIEEMO seFE RN FHIEIRA -
PUIKOIRE NGB EREFEMERNA - F_EoRE—HEmF] 1 £ 2 @EBEM] - 2

SHINGRIX B 2 8¢ 20 E/MERIFZ VIR - DI RSRER
SHINGRIX & 1 /NMEmZR0 1 /)RE R EIEE - 3y 10 /NlRRZR 0 10 /N RER R elsE - 1

e
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i SHINGRIX
: 0 (ZOSTER VACCINE
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1. Taiwan Shingrix Full PI, GDSvO7.
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Reconstitution of SHINGRIX
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SHINGRIX: Important safety information

[ERERE] SHINGRIX BARK FE S - DIFEHEARERZ KEABBE G E - NBEZEERE (post-herpetic neuralgia, PHN) :
* 50 5% () L ERIBA
- 18 % (B) U LEEBREFRNEEZRRESHAA

[ERE] HXEEEEROIETTEMNRERE -

EEMIEHTE)] EEERETEERERYE (fFj%IJZEﬁE%EﬁuE’JFE@&E&%@M%EKF%#E’J%ﬁ) WETHRRZE - MIPAA
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SHINGRIX: Abbreviated prescribing information
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WHO:

It’s Not Vaccines That Will Stop The Pandemic,
it’s Vaccination.
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HO: COVID-19 advice for the public: Getting vaccinated. https://www.who.int/emergencies/diseases/novel-coronavirus-2019/covid-19-vaccines/advice (Accessed Dec 2022)



