H agia Tng TTpoANWNS ToU £pTTrNTa (WO THPA

o€ aoBeveiC HE AUTOAVOO O VOO MATO

Aikatepivn NMarocaron
KaBnyntpia AcppaTtoloyiac-Appodicioloyiag

AlaTtopeako Kevipo Eutreipoyvwpuoouvng Autoavoowy lNoug@oAuywdwv Noonuatwy
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ANAwon ZUYKPOUONS ZUHPEPOVTWYV
» Tnv TeAeuTaia 2eTia £xw AAPBEI TIMNTIKES AUOIBEC ATTO TIC ETAIPEIEG:

Abbvie, Amgen, Argenx, Astra Zeneca, Jannsen, Genesis Pharma SA, Leo, Novartis, Pfizer,
Pharmaserv Lilly, Sanofi, UCB

» [a aut TNV eloiynon Exw AABEl TIuNTIKA apolifn



‘EptTnTac Zwotnpag

O £pmnTtag (wotnpag (HZ) cival 1oyevic Aoipwen 1Tou TTPOCPAAAEI JENOVWHEVA VEUPA KOl TO QVTIOTOIXO
deppoTopio. O@eileTal oTnv avalwTtrupwon Tou 10U TG avepeuloyiag (VZV), o o11oiog, META TNV APXIKN
Aoipwen, Trapauével o€ AavBdvouoa KATAOTOON OTA KUTTOPA TOU VEUPIKOU 10TOU KAl MTTOPEi va
avadwTtupwBei apyoTepa, e€alTiag TG €€a0BEvionG TNG KUTTAPIKAG avoaiag AOyw TTpoxwpnuEVNS nAIKiag,

QVOOOKATAOTOANC 1] AAAWV VOOOYOVWYV KATAOTACEWVY



NMNavw amé 1o 90% Twv evnAikwv nAikiog 250 TV éxouv poAuvOEi aTTd
VZV Kai diatpéXouv Kivduvo gppdviong épmrnta {(wothpal’

a ‘EAegyxog o Meiwpévog 9
TTPWTOTTA00UGg avoooAOYIKOG EAeyXOG,

Aoipwéng €ITavevepyotroinon 1ov

AavBavouoca
KatdoTaon

‘Eping
ZwoThpag

AavBavwy VZV ata ydyyAia 1ng paxiaiag piag

O1 800 eIkdveg Exouv AngBei atrd To Shutterstock. H eikdva Tou AavBavovTtog VZV oTa yayyMia TG paxiaiag pigag £xel TTpooappooTei atro Toug Zerboni L, et al. 2014.
*Aedopéva Twv HIMA. ~99,5% opobeTikoi oTov VZV. EvOéxeTal va unv gival avTITTpOOWITEUTIKA YIa TOV TTayKOouIo TTANBuapd. To SHINGRIX dev evdeikvuTal yia Tnv TTPOANWN TG TTPwToTTa80Ug Aoipwing pe avepeuloyid. VZV=16¢
avepeuAoyidg-¢€pTrnTa (waoThpa

1. Kilgore PE, et al. J Med Virol. 2003;70(suppl 1):S111-S8
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‘EptrnTag {wotnpag — EmidnuioAoyia
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Incidence
~6-8 ava 1.000

avOpWTTOETN OTNV NAIKIa
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KdaBe xpovo, ekTipartal Oti
gupavifovral 1 EKATOUPUPIO
vEQ TTEPIOTATIKA £PTTNTA
(woTtnpa otig HIMA, 1.7
EKaTOuMUpIa 0TV EupwTrn
Kal 1.5 ekaTtoypupla atnv

Kival34

1. Harpaz R, et al. MMWR Recomm Rep 2008;57:1-30. 2. Kawai K, et al. BMJ Open. 2014 Jun;4(6):e004833. 3. Pinchinat S, et al. BMC Infect Dis. 2013 April;13(170):1471-2334. 4. Li Y, et al. PLoS One 2016;11:e0152660



O EPIMNMHTAG ZOQ2THPAg MITOPEI NA OAHIHZEI ZE ZOBAPEG EMINMAOKEG

Neuropathic pain that persists for 290 days afterthe e
onset of HZ rash'?

5% to >30%*
of patients with HZ?3

Neurological

Aseptic meningitis, cranial nerve palsies, deafness,
diaphragmatic paralysis, encephalitis, motor
neuropathy, sensory loss, transverse myelitis,

Guillain-Barré syndrome, hemiparesis, Bell's palsy

0.6%—-3.24%

of patients with HZ4-8

Estimates rates
of HZO is
approximately

10%-15%

of all HZ cases3

Cerebrovascular
and cardiovascular

Stroke,

Eye-related complications

occur in 30%—78%
of patients with HZO3t

TIA, myocardial infarction,
and CVD

0.1%-0.74%

of patients with HZ56:10-12

Disseminated zoster, bacterial superinfection, cellulitis,
scarring, hyperpigmentation, etc

0.7%—10.5% of patients with Hz46:789.10

Approximately 10% of patients with HZ aged 250 years experienced 21 non-PHN complication?

*Data collected across 26 countries; the risk of PHN may have differed across countries due to the varying prevalence of disability and other underlying comorbidities in the elderly population;® TCommon ocular complications can include keratitis,

uveitis/iritis, and conjunctivitis.13

CVD, cardiovascular disease; HZ, herpes zoster; HZO, herpes zoster ophthalmicus; PHN, post-herpetic neuralgia; TIA, transient ischemic attack.
1. Cohen JI, et al. N Engl J Med. 2013;369(3):255-263; 2. Harpaz R, et al. MMWR Recomm Rep. 2008;57(RR-5):1-30; 3. Kawai K, et al. BMJ Open. 2014,4(6):e004833; 4. Tseng HF, et al. J Infect Dis. 2020;222(5):798-806; 5. Yawn BP, et al. Mayo Clin
Proc. 2007;82(11):1341-1349; 6. Forbes HJ, et al. Br J Dermatol. 2021;184(6):1077-1084; 7. Sato K, et al. J Dermatol. 2017;44(4):414-422; 8. Alicino C, et al. Hum Vaccin Immunother. 2017;13(2):399-404; 9. Pierik JG, et al. BMC Infect Dis.
2012;12:110; 10. Patterson BJ, et al. Mayo Clin Proc. 2019;94(5):763-775; 11. Wang CC, et al. Br J Dermatol. 2014;170(5):1122-1129; 12. Parameswaran Gl, et al. Open Forum Infect Dis. 2023;10(4):0fad137; 13. Niederer RL, et al. Am J Ophthalmol.

2021,226:83-89.



MEOEPIHTIKH NEYPAATIA

H peBepmntikn vevpalyia umopei va SlapkEceL >1 Xp o€ dtoua
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1. Kawai K et al. BMJ Open 2014;4:e004833°2.; 2. Kost RG et al. N Engl J Med 1996;335:32-42

-GSK confidential-



AITTEIOEFKE®AAIKEZ EMIMNAOKEZ

O €pmng {wotrpag oxeTI(eTou pe AVENUEVO KIVEUVO EYKEPAAIKWY AYYELOKWY ETUTTAOKWV

O épmrng woTAPAG gival TTapAyovTag KIvOUVOU yia EYKEPAAIKO eTEI06010, €101KA Aiyo JeTd Tn véonont

Etridpaon Tng voonong amod £prnTa {WoTAPA OTOV KivOuvo eyKEQAAIKOU
€1Te1008i0U KATA TN SIdPKEIA TG TTApAaKoAoUdnong TnNG MeAETNG?!

1 pAvag

3 priveg

12 ypveg

Meiwpévog kivduvog  Augnuévog kivduvog

Aidpkela perd Tnv évapén Tou e§avOiparog EZ

RR (95% CI)

® 1.78 (1.70-1.88)

1.43 (1.38-1.47)

1.20 (1.14-1.26)

0,5

1
RR (95%)

15

v

A

Mpooappoyn amwdé Marra F et al. 2017

Mia peta-avaAuon 8 peAeTwv o€ eVAAIKEG NAIKIAG = 18 eTWV dlamoTwOoE OTI 0 £paNTag {WOTAPAG CUOXETIOTNKE WE 78% aUgnon oToV KivOuvo eyKEQAAIKOU EmEICOBIOU/IOXAINIKOU EYKEPAAIKOU emeicodiou péoa o€ 1 ufva and Tnv
epgavion egavenuartog and épnnta (woTthApa (RR 1,78 (95% CI: 1,70, 1,88)) Kail 20% alEnon GTOV KivOUVO IGXAIMIKOU £YKEQAAIKOU emeicOdiou VTOG 12 unvwv amd Evapén egavenuatog and £prnta {woTtrpa (RR 1,20 (95% CI:1,14,

1,26)), o€ oUYKpION PE eKEIVOUG mou Bev ixav épnnTa waTrpa.’

CI. confidence interval3i RR- relative risk.. EZ:'EpmingZwotripag

1. Marra F et al. BMC Infect Dis 2017;17:198;

-GSK confidential-




H ocuxvoTnta Tou Epmrnta ZwoThipa auiaveTal M€ TNV NAIKIA, NE Mia
amréToun avénon amwo Tnv nAikia Twv 50 eTWV KAl METAL 2

y y r 4 - 4 4 2
H ouxvotnTa Tou HZ aufdvetan ye Tnv nAikial H ouxvornta Tng PHN emiong augaverail pe Tnv nAikia
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Figure reproduced from Kawai K et al. BMJ Open 2014;4:e004833 with permission from BMJ The graph is reproduced with the permission of Cambridge University Press. It was first published in
Publishing Group Ltd. Gauthier A et al. 2009

HZ=herpes zoster; PHN=postherpetic neuralgia.
1. Kawai K, et al. BMJ Open 2014;4:e004833. 2. Gauthier A, et al. Epidemiol Infect 2009;137:38-47



Emrimmrwon avd 1000 avOpwtro-£€Tn

H emritrtwon Tou HZ gival upnAOTEPN OTOUG VOO OKATECTAAMEVOUG ACOEVEIG
o€ OUYKpPION ME TO YEVIKO TTANOBUONO*

EvnAixeg = 18 etwv

~9 @opég UWNAOGTEPN ETTITTITWON O€

50,0 oX€0N ME TO YEVIKO TTANBUC UG
45,0 - 43,0
40,0 -
35,0 -
30,0 -
25,0 ~
20,0 +
15,0 A
11,7
10,0 - 93 8,6 8,0
2UVOAIKN
50____4’8 _____ ____s. o _ _emimmwon HZ
, OTO YEVIKO
TTANBUOPO*
0,0 T T T T 1
"evIKOG Metapdoxeuon MeTtapdoxeuon HIV Aoipwén 2UOTNPATIKOG Peuparoeidrig Kapkivog dAeypovwdng  ZkAfpuvon Katd Ywpiaon
TTANBUO GG MugAoU TwV oupTTayoug £pPUBNUATWONG apBpiTida vb0o0¢g Tou TTAGKAG
OOTWV Kal opyavou AUKOG EVTEPOU

BAaoTOKUTTAPWYV
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MoocooT6 emiTrTwoNg Tou £pTrNTa (WO THPA

avda 1000 avBpwtro-£Tn

O1 aoBeveic e PeupaTtogidn ApBpitida
EXOUV AUENMEVO KiVOUVO Eu@avIong £PTTNTA (WO THPO

B Yyigig

B Peuparosidig ApBpitida
25

21,3

21-30 31-40 41-50 51-60 61-70 71-85+

HAiIkiak} Opdada

11
Yun H et al. Arthritis & Rheumatology 2016, 2328-2337



O1 aoBeveig pe ZEAN €xouv augnuévo Kivouvo eg@aviong Eprrnta (woTnpa

B YyIgig

B 2 uoTNUAaTIKOG EpubnuaTtwdng Aukog
30

24,6

25

MoocooT6 emiTrTwoNg Tou £pTrNTa (WO THPA
avda 1000 avBpwtro-£Tn

21-30 31-40 41-50 51-60 61-70 71-85+

HAiIkiak} Opdada

12
Yun H et al. Arthritis & Rheumatology 2016, 2328-2337



MoocooTo emmiTTTWONG TOU £pTTNTA (WO THPA
avd 1000 avOpwITo-£€TNn

O1 ao0Oeveic ue Ywplaoikiy ApOpiTida
EXOUV AUENMEVO KivVOUVO eu@aviong EpTrnTa (WoTHPO

B YyIEig
B Ywpiaoikr ApBpiTida

19.4
15.9
13,2
10.6
9.8
8,5 8,5
58
3.9
2.7 3.3
H-
21-30 31-40 41-50 51-60 61-70 71-85+

HAiIkiak} Opdada

Yun H et al. Arthritis & Rheumatology 2016, 2328-2337



MoocooT6 emiTrTwoNg Tou £pTrNTa (WO THPA

avda 1000 avBpwtro-£Tn

30

25

20

15

10

O1 aoBeveic ue AykuAotroinTik) Z1TTovouAoapBpiTida
EXOUV AUENMEVO KivVOUVO Eu@PavVIONG £PTTNTA (WO THPO

BYYyIEig
B AykuAoTroinTikA oTrovouAoapBpiTida

26,3

21-30 31-40 41-50 51-60 61-70 71-85+

HAiIkiak} Opdada

14
Yun H et al. Arthritis & Rheumatology 2016, 2328-2337



MoocooT6 emiTrTwoNg Tou £pTrNTa (WO THPA

avda 1000 avBpwtro-£Tn

25

20

15

10

O1 aoBeveic NE OUPIKE apOpPITIO
EXOUV AUENMEVO KiVOUVO Eu@aviong £PTTNTA (WO THPO

21-30 31-40

Yun H et al. Arthritis & Rheumatology 2016, 2328-2337

41-50

HAiIkiak} Opdada

51-60

61-70

71-85+

BYYyIEig
B Qupikn apBpiTida
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ETiITroAao oG TOU £pTTNTa (WO THPA
o€ a00eveig HE PEUMATIKA VOO HATA
TToU 0V Aauavouv BIOAOYIKOUG TTAPAYOVTES ) OTOXEUMEVEG DEPATTEIES

Diagnosis N Age* (years) Women (%) HZinfection TotalHZ  Mean Prevalence of HZ. infection
episodes  follow-up  (per 100 patient-years)
(years)

Number (%) {mean + SD)

Systemic lupus erythematosus 573 352+14.2 93.7 161 (28.1%) 198 136+£79 254
Rheumatoid arthritis 418 522+13.0 82.5 27 (6.5%) 28 82+53 082
Spondyloarthritis 26 450+13.6 65.4 0 (0.0%) 0 79+£51 000
Psoriatic arthritis 30 498+ 138 73.3 1 (3.3%) I 69+44 049
Primary Sjogren’s syndrome 133 531.2+13.0 94.7 70(5.3%) 7 6.6+4.5 0.79
Systemic vasculitides 15 494+ 14.3 0.0 1 (6.7%) 1 45430 1.48
Gout/osteoarthritis 24 58.7+99 79.2 1 (4.2%) 1 3E+2.1 1.09
Mixed connective tissue disease 67 456+13.9 70.1 B (11.9%) 3 BI3+54 1.40
Systemic sclerosis 99 51.9+12.7 59.9 5(5.1%) (i} B.7+54 070
Inflammatory myopathies 27 53.2+144 77.8 5(18.5%) 5 7.2+44 258
Lupus diathesis 48 43.6+12.6 03.4 2 (4.2%) 2 6.9+54 060
Others*# 19 60.6+17.2 68.4 1 (5.3%) 1 6.1+40 0.86
Total 1479 450+158 88.3 219 (14.8%) 258 99+70 175

" At first clinic attendance
“"Other diagnoses included IgG4 disease, Behcet's disease, polymyalgia rheumatica

Mok CC. et al. Clinical Rheumatology 2023 42: 1019-1026



O1 cupBaTtikég BepaTtreieg (csDMARDS)
QUSAvVOUV ToV KivOuvo £pTrnTa (WOoThHPA

Person-years Zoster cases

Incidence (95%C1)® Adjusted HR (95%C1)® Adjusted HR (95%CI)° Adjusted HR (95%CI)C

Non-users 1,766,115 16,048 9.09 1.00 1.00
csDMARDs monotherapy

Methotrexate 4622 70 15.14 1.45 (1.15-184) 1.24 (0.98-1.57) s =

Hydroxychloroquine 4017 62 15.43 1.57 (1.22-2.01) 1.43 (1.11-1.83) -

Sulfasalazine 3003 a2 10.66 1.10 (0.77-1.55) 1.00 (0.71-1.42) -

Azathioprine 1432 26 18.18 1.88 (1.28-2.76) 1.57 (1.07-2.30) ——

Cyclophosphamide 967 31 32.06 3.19 (2.24-4.54) 2.69 (1.89-3.83) =

Leflunomide 213 1 4.69 0.45 (0.06-3.18) 0.41 (0.06-2.88) —=-
Combination of csDMARDSs

Methotrexate/Hydroxychioroquine 1025 19 18.54 1.88 (1.20-2.95) 1.62 (1.03-3.54) =

Methotrexate/leflunomide 619 7 11.30 1.15 (0.55-2.41) 0.95 (0.45-2.00) -

Any combination 3322 70 21.07 2.22 (1.75-2.80) 1,86 (1.47-2.36) B

T T T T
0.01 1.0 20 3.0 4.0

Quian J. et al. Rheumatology 2021; 60:5042-5051

30 November 2024
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O1 BepaTreieg yia Tn peupaToEIdn apBpiTida
oxeTidovral HE auEnMEVO KivOuvo gu@aviong EpmntTa {woTnpa

RA treatments are associated with an increased risk and severity of HZ

— RA medications differentially increase the risk of HZ?

‘ Therapy Adjusted HR (95% Cl)2” P value

. Monoclonal anti-TNF antibodies ¢ <0.0001

Use of biological therapy is associated with Soluble TNF receptor fusion protein —— 0.0121

increased risk of severe HZ _ _
vs non-biologicals including steroids and methotrexate? T-cell co-stimulation modulator - NS
B-cell targeted therapies — 0.0013
Those on JAK inhibitors have particularly o
high risk of HZ24 IL-6 inhibitors JN 0.0200
JAK inhibitors ¢ <0.0001
_ 0,1 < 1 > 10
Data support systematic Lower risk of HZ  Increased risk of HZ

HZ vaccination of patients with RA? The reported association between RA treatments and HZ risk differs between

studies, which may be due to differences in concomitant medication use?

*Results of adjusted regression analyses with csDMARD treatment used as reference, not adjusted for vaccination status as this was not considered in the analysis

See slide notes for abbreviations

1. Liao TL et al. BMJ Open 2017;7:e014032; 2. Redeker | et al. Ann Rheum Dis 2022;81:41-47; 3. Winthrop KL et al. Ann Rheum Dis 2020;79:1290-1297; 4. Winthrop KL et al. Arthritis Rheumatol 2014;66:2675-2678
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A10OEoIuEG ETTIAOYEC TTPOANYNG £PTTNTA (WO TAPA

Avaocvvévaouevo eufforro (RZV)

‘EAaBe adeia kukhogopiag atd Tov FDA 10 20171 kai ammé tov EMA 10 20182
EvdcikvuTal yia Tnv TpdAnwn Tou £ptrnTa (woThpa (HZ) kal Tng peBeptrnTikAg veupaAyiag (PHN), oe:

* gvNAIKES nAIKiag 50 eTwv kal avw,
«  gvAAIKEG NAIKiag 18 eTWv kal avw TTou diatpéxouv augnuévo kivduvo HZ4

Aev avTtevOeikvuTal yia Xoprjynon o€ AToua JE aVOOOKATAOTOAR?
AiaBéoiyo otnv EAAGda atrdé to MdpTio Tou 2022

‘Exer ouptrepiAngBei o1o EBVIKG Mpdypaupa EpBoAiacuwy EvnAikwv®

Autd Ta dedopéva Trapouciddovral wg BaoIKEG TTANPOPOPIES VIO TNV TPEXOUCO KATACTACT AVAPOPIKA PE TN SuvaTtoTnTa TPOANYNG Kol SeV TTPETTEI va EPUNVEUOVTOI CUYKPITIKG

https://iwww.fda.gov/media/108274/download. . https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-RZV_en.pdf
*E@vik6 Mpoéypaupa EuBoAiacpol EvnAikwv 2023 (2).pdf



https://www.fda.gov/media/108274/download
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-shingrix_en.pdf
file:///C:/Users/ev761567/Downloads/Î�Î¸Î½Î¹ÎºÏ� Î Ï�Ï�Î³Ï�Î±Î¼Î¼Î± Î�Î¼Î²Î¿Î»Î¹Î±Ï�Î¼Î¿Ï� Î�Î½Î·Î»Î¯ÎºÏ�Î½ 2023 (2).pdf

The adjuvanted recombinant zoster vaccine is effective
In patients 250 years of age
with rheumatoid arthritis at increased risk of herpes zoster:
results from a real-world database analysis in the United States from 2018 to 2021

Poster presented at EULAR |12-15 June 2024|Vienna, Austria



2TOXOI TNG MEAETNG

Aims
@ RZV effectiveness against HZ in patients 250 YOA
with RA
Primary objective
3 & 2-dose cohort Q9 9 O
L Ovwerall RA population ruqlrm rL?ru\

Secondary objectives

@g Z?-dose cohort \ W Z2-dose cohort
~ ~

By age ~ By medication category?
Category 1: No treatment/NSAIDs/
50-59 YOA low dose steroids (any
60-69 YOA <5 mg prednisone or
70—-79 YOA equivalent)
>80 YOA Category 2: Conventional DMARDs

J Category 3: Biologics
Category 4: High dose systemic
steroids (any =5 mg
Y prednisone or equivalent)
:y 1-dose cohort . Category 5: JAK inhibitors
kOverall RA popu |Otl0r‘lJ

S§Medication category for RA will be determined by the highest category of medication prescribed
during the study search periods as follows: ntuximab or muximab-abbsrituximalb- pywr: & months (M)
before index date (IxDY): biclogics: 3M before IxD: JAK inhibitors: 3M before [xD to 1M after 1xD;
MNSAIDs, S-aminosalicylate, aminosalicylate, sulfasalazine, thiopurines, steroids, and conventional
DMARDs: prescribed/refilled within &M prior to 1xD; any active medication at the 1xD will be
considered regardless of when it was prescrnibed/refilled.



ATTOTEAEOUATIKOTNTA TOU RZV 0¢ ao0eveic e peupaToeidn apBpitida nAikiag >50 etwv

Retrospective matched-cohort study using data from the US healthcare administrative claims database (Jan 2018-Dec 2021)

Baseline characteristics of the RA patient population post-matching (2-dose cohort*)

Mean age at Index date, years
Age group, years (%)

50-59

60-69

70-79

>80

Sex, %

Female

Male

At least 1 comorbidity, %
Medication category, %

No treatment or NSAIDs or low-dose steroids’
Conventional DMARDs
Biologics

High-dose systemic steroids’

Janus kinase inhibitors

111C LaIC 1102 NCCH TTPIUUULTU TTUTT WUTIDLU I LY, ©LAl, WL ST

equivalent.

DMARD, disease-modifying anti-rheumatic drug; HZ, herpes zoster; N, number of patients in each cohort; NSAID, nonsteroidal anti-inflammatory drug; RA, rheumatoid arthritis; RZV, recombinant zoster vaccine; YOA, years of age

Constenla D, et al. EULAR 2024; Vienna, Austria. Abstract 2950.

1901011 11

*2-dose cohort included patients who met the inclusion criteria, received 2 doses of RZV at least 28 days apart , and were matched with unvaccinated patients on age and medication category; *All <5 mg prednisone or equivalent; *Any 25 mg prednisone or

vin

uic auuniur.

RZV Vaccinated Patients
(RZV Cohort), N=15,061

70.1

12.9
33.8
38.9
14.4

73.3
26.7
63.1

211
29.5
9.1
36.6
3.7

22



ATTOTEAEOHATIKOTNTA TOU RZV 0¢g ao0eveig pe peuparoeidn apBpitida nAikiag >50 eTwv

Patients aged >50 years with RA who received 2 doses of RZV, >28 days apart, were matched 1:3 to unvaccinated counterparts by age, medication category,

[ and other confounders

|

IRs of HZ and overall VE stratified by age (2-dose cohort)

Age Group

Overall (N=49,644) —a— — .

50-59 years (N=6699) : -

60-69 years (N=16,945) [ -

70-79 years (N=19,250) : » | —_— e

280 years (N=7499) : -

0 5 10 15

Incidence/1000 PY (95% Cl)

* For patients receiving 1 RZV dose (1-dose cohort), the IR of HZ was 7.34/1000 PY in the RZV cohort and 15.98/1000 PY

in the non-RZV cohort, resulting in an overall VE of

The table has been reproduced from Constenla D, et al, with permission from the author.
*IR was defined as incidence/1000PY.

20

RZV Cohort
IR (95% Cl)

5.87 (4.90-6.97)

3.68 (1.68-6.99)

6.12 (4.43-8.25)

6.50 (4.96-8.37)

5.22 (3.09-8.25)

HZ, herpes zoster; IR, incidence rate; N, number of patients in each cohort; PY, person-year; RA, rheumatoid arthritis; RZV, recombinant zoster vaccine; VE, vaccine effectiveness; YOA, years of age

Constenla D, et al. EULAR 2024; Vienna, Austria. Abstract 2950.

VE (%, 95% Cl)

62.8 (55.3-69.1)

76.0 (52.5-87.9)

60.5 (45.6-71.3)

60.8 (48.7-70.1)

63.8 (40.7-77.9)
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ATTOTEAEOHATIKOTNTA TOU RZV 0€ ao0eveic pe peupaTtoeidn apBpitida nAikiag >50 etwv

IRs of HZ and overall VE stratified by medication category (2-dose cohort)

Medication Category RZV Cohort Non-RZV Cohort VE (%, 95% Cl)
IR* (95% CI) IR* (95% CI)

No treatment or NSAIDs or low- ] —a— 2.95 (1.61-4.95) 10.68 (8.98-12.61) 72.3 (52.0-84.0)
dose steroids' (N=11,737)
Conventional DMARDs — —— 5.83(4.13-8.00)  14.02(12.31-1591)  58.5(41.6-70.6)
(N=14,676)
Biologics — = i 7.07 (3.86-11.86)  15.46(12.26=19.24)  53.7 (18.2-73.7)
(N=4572)
High-dose systemic steroids* —— —a— 6.58 (4.94-8.58) 18.19 (16.44-20.07) 63.9 (52.0-72.8)
(N=19,413)
Janus kinase inhibitors : = | | = | 14.43 (6.92-26.53) 41.43(32.59-51.93) 65.6 (33.4-82.2)
(N=1781)

0 5 10 15 20 25 30 35 40 45 50 55

Incidence/1000 PY (95% CI)

RZV vaccination was found to be effective in preventing HZ in this population having an increased risk of HZ with associated

complications due to age and immunosuppressive therapy

The table has been reproduced from Constenla D, et al, with permission from the author.

*IR was defined as incidence/1000PY; *All <5 mg prednisone or equivalent; *Any 25 mg prednisone or equivalent.

DMARD, disease-modifying anti-rheumatic drug; HZ, herpes zoster; IR, incidence rate; N, number of patients in each cohort; NSAID, nonsteroidal anti-inflammatory drug; PY, person-year; RA, rheumatoid arthritis; RZV, recombinant zoster vaccine; VE, vaccine

effectiveness; YOA, years of age 24
Constenla D, et al. EULAR 2024; Vienna, Austria. Abstract 2950.



To RZV 3100éTel éva KAIVIKG OTTOBEKTO TTPO@IA ao@aAeiagt3

H mmAciopneia Twv Avemi@ounTwyv Evepyeiwv ATav AITeg £wg PETPIEG ME Sidpeon didpkela 2-3 nuepwvl”

100 mRZV (N=9,560 [la Tomikéc AE ] N=9,544 [Tia ZuotnuaTikéc AE |
m Placebo (N=9,580 [la Tommkég AE | N=9,576 [la ZuoTtnuaTikég AE |
80

60
40

68
33 32
28 26
18 18
20 , . 11 10 13 el
3
m H: H: B Em Em B_. H: B ...

: . . . ) . . . from Lopez-Fauqued M et al.
Pain Redness Swelling Myalgia Fatigue Headache Shivering Fever Gastrointestinal Vaccine 2019 (open access)
symptoms

% of participants reporting AEs

o

Tomkég AE 2uoThpoaTikéS AE

Kapia aténon Twv cofapwv avemmiBuunTwy evepyelwv (SAES) oTig peAéTeg ZOE-50/70 (diaucon mapakoAouBnon 4,4 £1n, 14.645 RZV kai 14.660
EIKOVIKO @appaKo): ZuvoAikég SAEs (RZV: 10,1%- eikovikd @dappako: 10,4%), Bavarngopeg AEs (RZV: 4,3%- €iIkoviké @dapuako: 4,6%) kal pIMDs (RZV: 1,2%- €iIkoviko
@dappako: 1,4%).1

To Tpo@il ao@AAEIag TTAPEPUEIVE KAIVIKA OTTOOEKTO £WG TO £€T0G 10 PETA TOV EUPOAIAOUO Kkai kayia SAE dev BewprOnke aiTioAoyIKd OXeTICOMEVN pE
ToV euBoAlaopsd otn ZOSTER-049.2

*See study analysis. “Median duration 3 days or less for local and 2 days or less for general symptoms.
AE=adverse event; N=number of participants in the pooled total vaccinated cohort; pIMD=potential immune-mediated disease; RZV=recombinant zoster vaccine; SAE=serious adverse event

1. Lépez-Fauqued M et al. Vaccine 2019;37:2482-2493; 2. Strezova A, et al. Open Forum Infect Dis 2022;9:0fac485. 3. GlaxoSmithKline. RZV European public assessment report, Annex |: Summary of product characteristics: EMA; [updated

October 2021].



MoocooT16 (%)

100

Mpo@iA ac@aAsiag

B RzV (N=14.645)

. Eik. pdppako
(N=14.660)

10’1 10,4
1,0 1,1 0,6 0,7
RzZV Eik. @dppako RzV Eik. (pdppako‘ RzV Eik. cpdppaKo‘
SAE Oavarngoépa SAE pIMD

To RZV ritav ouykpioIyo PE TO
EIKOVIKO PAPUOKO OO0V agpopa TN
OUVOAIKN] ouxXvOoTnTa EUPAVIONG
SAE, Bavarnedépwv SAE kai pIMD
1 €T0G PETA TOV EUPBOAIOOUO



2uoXETion RZV kKal e€apoewy o€ ao0eveic HE pEUMATOEION apBpiTOa

Retrospective cohort study to estimate RZV coverage and its association with flares among US adults with IMIDs
(including RA) aged =50 years during 2018-2019

Risk window, 1-42 days following RZV*; RZV coverage: 15% in adults aged 50—64 years
control window, 98-140 days prior to RZV and 43% in adults aged =65 years
Flares
Aae Group (e Risk Window Control Window « There was no statistically significant increase in

presumed flaresT for any specific IMID condition in
either age group following 1- or 2 doses of RZV
50-64 (N=3415) 11 % 13 %
* Among adults aged =50 years with IMIDs, a
>65 (N=45,851) 13 % 14 % substantial proportion received RZV compared to
general zoster coverage estimates, and the series
completion rates were high

The table has been independently created by GSK from the original data. The same results were first published in Leung J, et al. 2022.

*Percentage values of participants experiencing flares within 42 days post RZV receipt, included were patients who received either one or two doses of RZV (2-dose completion rate: 76% and 85.1% among RA patients of 50-64 years of age or
2 65 years of age respectively; TPresumed flares are defined as hospitalization/emergency department visit for their respective IMIDs, or steroid treatment with a short-acting oral glucocorticoid or parenteral glucocorticoid injection.

IMID, immune-mediated inflammatory disease; N, number of participants; RA, rheumatoid arthritis; RZV, recombinant zoster vaccine.

Leung J, et al. Arthritis Rheumatol. 2022;74(11):1833-1841.
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RZV & anti-B cell Trapayovrteg

CDC: General best practice guidelines for immunization

Non-live and live vaccines should be administered 2 or more weeks before initiating anti-B cell
agents.

Non-live and live should be withheld at least 6 months following therapy with anti-B cell therapies.

Zoster vaccine (RZV) is an exception and should be withheld 1 month following anti-B cell
agents

Advisory Committee on Immunization Practices (ACIP) General Best Guidance for Immunization (cdc.gov)



https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/downloads/general-recs.pdf

Aedopéva ocuyxopnynong tou RZV

EpuBoAia

‘/ rpITI'r]g (un avoooeviIoXUUEVO adpavoTroinuéVo eUBOAIO KATA TNG ETTOXIKAG yPITING)! H ouyxoprRynon ivail VeViKa KOG avekTALS
v Mveu MOVIOKOKKOU (pcvis, ppv23y24s Aev £xel avakOwel ATNHA a0PAAEIagh>
v A1QOEPITIOAC-TETAVOU-KOKKUTN (Tpay Agv TIapaTNEABNKE AVOGOAOYIKT TIapepBOAr 5 1

v MRNA COVID mrna-1273)



To RZV xopnyeital o€ éva 5000AoyiIkd oxAua 2 560wV

. To apxiké oxfua epBoAlacpoU TrepIAapBaver Tnv apxikr d6on, n oTroia
akoAouBeital atoé pia 6eUTepn ddon 2 prveg apyotepa.t

+
S EIBIK avoooloyIKry avTaTrokpion évav g gE We 2 S60Elg . Edav amraiteital eueAigia oto euBOAIAOTIKO oxrua, n 0eUTePn dOCN UTTOPEI va
8 s xopnynoei 2 éwg 6 Priveg PeTa TNV TTPWTN ddon?
Q 30004
@5 (2 - 6 PrAVeG PETd
g5 ™mv 11 360n)
=2 n n
§©O 2 doogig RzZV EVI?AIKgg 50 1n
E = 2000 TIPOoKAAeaav >41TAdoia . , .
k3f' g aﬂ&no—n Tng KUTTC(pIKr']Q ETWYV Kal avw 600”
> > QAVOOOAOYIKAG
5 g avTatokpIiong o€
vg ? 1000- ouykpion pe 1 86an | | | I | |
o 2 - RV .
g i AOZH 1 [9E (50ug) — ASO1B] 2 560¢ic Miveg O 1 2 3 4 5 6
'Q ‘ AOZH 2
> Mrvag | I__ | | | |
W~ I I I I
0 1 2 3
AvoookareaTaAuévol 1n on
aobeveic 18 eTwyv Kai 560N 560N
dvw

Ta idia amroteAéopata dnuoaciedTnkav yia TpwTn gopd ato Vaccine.* (1 - 2 prveg peTd
* H eikdva dnuioupyndnke amod Tnv GSK ave¢dpTnTa, e Baon 1a TpwTdTUTTO dedopéva aTTO TN -
dnuoaoicuon Tou Chlibeck R., et al Tou 20142 TNV 11 860n)
gE=yAukotrpwreivn E.

. 2 UVTOUOTEPO OXNMa EUBOAIOGHOU yia ATOMA TTOU Eival ) EVOEXETAI VA EUPAVIGOUV
QVOOOQVETTAPKEIQ I va BpeBouv o€ avoookataaToAr] Adyw vooou ) BepaTreiagt



2uoTtaoeic American College of Rheumatology yia Tov epffoAiacud
EVavTl EpTTNTA {WOTAPA

AMERICAN COLLEGE
of RHEUMATOLOGY

Empowering Rheumatology Professionals

“For patients with rheumatic and musculoskeletal diseases (RMDs)
aged >18 years who are on immunosuppressive medication,
administering the recombinant zoster vaccine

Is strongly recommended”

2022 American College of Rheumatology (ACR) Guideline for vaccinations in patients with Rheumatic and Musculoskeletal Diseases 31



Nivakacg 1. EBviko Npoypappa EppoAtacpuwyv EvnAikwy, ava nAwkiakn opada, 2024

HAtkia
EuBoAio ¥ 18 £wg 26 £TWV 27 éwcg 59 eTLV 60 £wc 64 ETLOV 65 £wg 75 eTLV V) TwV 75 ETOWV
1 i 54 . Ve O 1 &don etnoiwg (QlVe, 1 Soon emnoiwg (evioyupéva 4-5ivapa adpavomou)-
pang ; aive)* péva epPoAia QIV-HD, aQIV i QIVe, QIVc)*

2 Teravou, MdOepinboag, Kokkin

(Td Ay Tdap f Tdap-IPV) Mu}mpnlq&mnmusﬁmw pe Tdap n| Tdap-1PV ko otn cuveyewa Td ) Tdap kaBe 10 ypovia

31 [Aoepdrg, Mopwtindag, EpuBpdg 1-2 500E1g avaAoya UE TO LOTopO pfo-
(MMR) Aaopwv (yevwn@évres peta to 1970)
. 2 booeig
1 Avepevhoyuag (VAR . s
51 “Epminta {wotpa 2 Sooe1g RZV o avoooKaTaoTaApeva aropa
A TR N YRR T .
151 joty avOpwItivev nAwpdmwy (HPV) 21} 3 Sooeg*® 18 pe 45 eToV
F1 MvewpoviokoKKou (PCY20)
8] Homimubog A (HepA) 2 8ooELg
191 HorminuSog B (HepB) 3 1} 4 S6oELg BALTIE oyoMOo
1 MnviyyrtSOKOKKOU opoopaduv 5 o =3 . .
: . PAene oxdho
A,C,W135,Y gulevypévo (MenACWY) 1,21 3 8ooeu; Bheme oxoho

11 pMnviyyrnSokokkou opoopadac B
NpWIeiviko (MenB-4C f; MenB-fHbp)

12 A ypoddrdou wdAovevTlog
tomow b ouleuypévo (Hib)

2-3 Sooewg PALmE oxohio

1-3 Soosw; avakoya pe nig evbeifewg BAene oyolo

1 i} nepuocotepeg Sooew; ovaloya pe tig evbeifeig PAemne
oyohio

13 CovID-19

14 AygIIVEUCTIKOU GUYKUTLOKOU LOU
(RSV)

ZUVLOTUWVTOL YLa EVIAKES TIoU TTAnpoUv To niwklakd kpurjpuo eite Sev £qouv amodelkmikd mponyolpevou eppoliagpod r voonang
EZUVLOTWATAL YLo EvAAKEG UE oUVOBES LTpIKES KaTaoTaoeL (opddes avEnpeévou kiwbivou) rj dhheg evbeifelg

AE CUVLOTWVTOL

* BA£me KelpEVO YL EMEERYNON CUVTOOYpadLv
** TuvioTwvtol g nhikieg petafld 18 ko 45 stuw, avefaptitwe ¢uhou, os auykekplpsves opddec avEnpévou kwvdovou.

EBwvikn Erutponn) EpPolaopwy - ESviko Mpoypappa Epfoliaopwy Evniikwy 2024, Exkboon 1.2

-GSK confidential-



Mivakag dikaiouXwv eJBOAICCHOU HE TO AVAOCUVOUAOHEVO EMPBOAIO EVAVTI

ITivacag 2
Avocoxaractalua] / avocoTponomomTier) aywyt] Merpioo - oyghod avBibvoo
ATC code

ToU £ptrnTa {WwoTRPa (RZV)

IMivaxkag 1

Em\eypéveg KaTaoTaoelg aVoooKaTaoToAng

Metapooyeoorn Metapooyenorn oopnayong opyavon 794, T86
Metapooyenon aiponomnnikev KoTtapev alhoyevig
1] aotohoyr) Kard o Tehevtaio bpunvo f pe
oovey1{opevn) Ay avoooKaTaoTaA TG ay®yrg
Atopa og Mota avapovig yia HETapooyevor)

opyavon
Negpuxi) YnoPohr) oe aipoxabapon 1y neprrovaixr kabapon, N18.5, N19, Y84.1
CVENAPKEL XPovia vepiki) avendpkeia oradiov 5
Kapxkivog oo Kapxkivog oopriayong opyavoo og dtopd moo C00 wg 97
aywyt) vropdahhovtan o Bepaneia (ynpetobepaneia, (exTOG arpatoloyikon
axtwvobepaneia, avooobepaneia 1 aA\n Bepaneia)* Kapxivon)

D37 wg D48

Apatoloyikog kapkivog (m.y. Aevyapia, Aepgpopa, C81 wg C86, CBY

ThoxoxopTixosbn

Hpebniohovy, Mefvdmpednlohdvy (pos/IV)* HO2ABO06, HO2ZABM
Mpn frohoyixoi mapayovrag

Azathioprine (AZA) Lo4A2 0L
Cyclophosphamide (CYC) LolAAll
Cyclosporine (CsA) L04ADOL
Leflunomide (LEF) LO4AALS
Methotrexate (WMTX) L04A03
6-mercaptopurine (6-MF) LO1BBO2
Mycophenclate acid (MPA) Lo4AADs
Mycophenolate mofetil (MMF) Lo4AADS
Tacrolimus LO4ADO2
Mitoxantrone LO1DDO7
Brohoyikol mapayovTec

Abatacept LOo4A AL

Anti-IL1 (Anakinra, Canakinumakb) LO4ACOS, LO4ACDS
Anti-IL6 (Tocilizumal) LO4ACOT
Ant-IL12/23 (Ustekinumal) LO4ACOS

Anti-IL17 (Brodalumab, Secukinumab)

L04AC]2, L04ACID

Anti-THFs (Adalimumab, Certolizumakb pegol,

LO4ABM, LOLABOS, LOLABDL, TO4ABDG,

moA\ar\obv poédepd) oe dropa nov vanofdaovia C90 wg C97 EW’:EP*' Golimumab, Infliximab) LO4ABO2

ot Bepaneia ) dropa pe evepyod voao mov dev Bem_:ﬂuma_b — ]_.(]:19:_.-!;35

: . Anti-B cell (FRituxdmab) LOLC02

el Gy Ofatummumab LOIFAD2

Avoookatacotohr] | AvtogAeypovadelg/ avtodvooeg matifjoeg fj allr g?emm]. m: giﬁ

VOO0G DITO AVOOOKATAOTAATIKI] 1) Tnebilizomal LO0dASET

VOOOTPOHOMOU|TIKT| ay@yr] HETplov-DYPNAOD Foulizumab LO4AATS

Kivdnvon* D80-D84 Alemmzumab L04AA3d

Fimgolimod LO4AAT

Bapia oovbvaopévn avoooavendpkeia B20-B24 Sipomimod LodAALD

Ozanimod LO4AASE

HIV aveSapujtag CD4 Ponesimod L0AASD

Cladribine L04AA40

* TMephappavovrar aofeveig pe 1dwonabeic pleypovaderg nabroeig 1ov yaotpeviepkod E:rﬂmr;' de Ei:’éf;

ovotpartog (WWonabeig gAeypovadelg voool tov eviépov), nunarog (avtodavoor nuaritda), T E— T02ACLE

depparog (Woplaor, nopgovyndeg Sepparondabeisg), veppov (npotonabeig 1) Sevteponabeig Guselkumab LOACLE

onelpaparikeg nathoeg) Kalr PLOOKENETIKOD ODOUHATOS — ODVOETIKOD 10TOD (peppartoeid)g Vedolizumak LO4AASS
apbpitda, Zvomparikog Epobnparedng Avxog, ayyeutideg pvooitideg, oxhnpodeppa, . Froysopévo ovvlenkoi napdyovieg

Sjogren k) 1} ahhn vooo, ot onoiot AapPavoov ) pappakeotikn) ayayr too [Tivaxa 2. Apremilast L04AAS2

Avacroheig JAK (Tofacitinily) L04AA29

https://www.moh.gov.gr/articles/health/dieythynsh-dhmosias-ygieinhs/emboliasmoi/alles-systaseis-ths-ethnikhs-epitrophs-emboliasmwn/11437- Avaorolsig JAK (Baridtinib) LO4AAST

skeptiko-emboliasmoy-gia-ton-erphta-zwsthra-aprilios-2023
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Kwdikoi Zuvtayoypadnong RZV

MANnBucpAg ICD-10

EvAAwkeg nAwkiog = 60 eTwv
224 1 225.8

AvVOOOKOTECTAAMEVA ATOMA NALKLOC = 60 eTwV

Z225.8

AvoookateoTtaApEva atopa nAwkiog 18-59 etwv +
ICD-10 avoGOKOTOLGTOAN G

Ene¢qynon ICD-10
Z24: Avaykn yo eBOALACHO KOTA OPLOPEVWV UEUOVWHEVWYV LOYEVWV VOO | LATWVY

Z25.8: Avaykn yla epBoAtaocpo katd dAAwY, KAOOPLOPEVWY LEUOVWHEVWV LOYEVWY VOO LATWV

Napddeypa yia cuvtayoypadnon RZV o avocokateoTaApévo atopo nAtkiog 18-59:

Acevr¢ nAikiaG 55 TWV Ue UETAUOOTKXEUTH CUUTTAYOUG opyavou = Z25.8 + 794 (LETALOCXEUTN 0pydvou Kal LoToU)

KatdaAoyog Kwdikwv tng AleBvoucg Ztatiotikng Tafvounong Noowv kat Zuvadwv MpoPAnuatwy Yyeiog (ICD-International Classification of Diseases).
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