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Herpes zoster

Herpes zoster is a disease caused by the reactivation
of a latent chickenpox virus (varicella zoster virus)

infection.

After chickenpox, the virus remains dormant in some

of the nerves.

If the virus becomes active again, it multiplies and
moves along the nerve fibres to the area of skin
supplied by those nerves; shingles then appears in

this area.

You can only get infected with shingles if you have

had chicken pox.
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‘EptTng ZwoTRPOAG

To 99,5% twv evnAikwv nAwkiacg 250 etwv, givat né6n dopeic tou Lov VZV ko
SdratpExouv kivbuvo gudaviong epninta {wotnpal*

Adpavric VZV aT1a yayyAia 1nG
paxlaiag pidag!

h |- Aduvapia eAéyxou amé To Eptne
Avepeguloyid . AavBdvouoa KatdoTaon VOO OTToINTIKO TNG .
Aoipwing ETMAVEVEPYOTTOINONS TOU 10U ZwoTnpag

1 ota 3 dropa TTOU €ival YopEig Tou 100, Ba gugavioouy £ptrnTa {(woTApa oTn diIdpKela TNG {wNG Toug Adyw eTTavevepyoTtroinong Tou VZV1

Ta TTOO000TA ETTITITWONG €ival TTapduola o€ OAn Tn Bopeia Auepikn, TNV EupwTrn kai Tnv repipépeia Aaiag-Elpnvikou (6-8 TTepITITWOoEIS ava
1.000 avBpwTTo£TN OTNV NAIKia Twv 60 £TWV)3

Kdabe xpdvo, ekTiudral Ot UTTAPXOUV 1 EKATOMMUPIO VEQ TTEPIOTATIKA £pTTNTa (woThpa oTig HIMA, 1,7 ekatoppuplia otnv EupwTn kai 1,5
ekaToupupia otnv Kival 4>



H oxetl{opevn HE TNV nAKiO LELWON TNC AVOOLOG KOl | AVOGOKATAOTOAR, aAuéavouv
Tov Kivduvo gudaviong épninta {wotipal3”

ANOZOKATEZTAAMENOI 250 ETQN
H TpwToTradAg H €181k KUTTAPIKNA avooia oTtov VZV AcOeveig Tou £€xouv
Aoipwén amé VZV HTTOpPEi Va EVIOXUBEi TTEPIOBIKA HECTW VOO OAVETTAPKEIQ H 181K KUTTOPIKNA
£mdyel £151KA KUTTAPIKA £€kBeong otov VZV 1} o1wWTTNPRS N BpPioKOVTOI OE OVOOOKATOOTOAR avooia otov VZV
eTTavevEPYoTToinong amd Aavldvouoa Abdyw véoou n Bepatreiag* MEIWVETAI ME TRV NAIKia
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AuTA n eiIkOva dnuioupynBnke atrd Tnv GSK ave¢dpTtnTta, pe BAon TAnpo®opieg TTou dnuoacisldnkav yia TpwTtn @opd oto New England Journal of Medicine.
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EmipooBeTa pe TNV nAIKia, UTTApXOUV Kal AAAOI TTAPAYOVTEG TTOU
au§avouv oToug aoBeveig Tov Kivduvo gupaviong Epmrnra Zwothpal=

Chronic respiratory conditions?t
(COPD, asthma)
~30% increased risk

Diabetes2tt é’{g

o COVID-19 infection3§
~20-40% increased risk

15-21% increased risk
@ 0

i i ( % % ) Patient .o o\ Malignancy!t
T v () . . .
Chronslt(:)(;einnilrgizzsriik Characteristics 2 times increased risk?
- 0

Steroid use?l @’ @ HIV/AIDS!t

Up to 6 times increased risk , \ 3.2 times increased risk!
with a single prescription*

Autoimmune diseases (RA,SLE,IBD)t
1.2-2 times increased risk?!

List of risk factors is not exhaustive and presented HZ risk may vary with age. TMeta-analysis of 88 studies (N=198,751,846); estimates based on risk ratio and age ranged from 3 months to 104 years.! tMeta-analysis of 16 studies (N=65,541,845); estimates based on risk ratio and age was 218 years.2
§ Retrospective cohort study of individuals 250 years of age (N=394,677); adjusted incidence rate ratios were estimated by Poisson regression.? {[Prospective population-based study of adults 245 years of age (n=20,048) on new systemic corticosteroid users with a median equivalent systemic

prednisolone dose of 300 mg#; risk was analyzed by Cox proportional hazards models, adjusting for age, sex, and other characteristics. AIDS, acquired immunodeficiency syndrome; COPD, chronic obstructive pulmonary disease®; HIV, human immunodeficiency virus; IBD, inflammatory bowel disease; RA,
rheumatoid arthritis; SLE, systemic lupus erythematosus .

1. Marra F et al. Open Forum Infec Dis 2020;7:1-8. 2. Huang CT et al. J Clin Endocrinol Metab 2021; 10.1210/clinem/dgab675 3. Bhavsar A et al. Open Forum Infectious
Diseases 2022:9. 4. Qian J et al. Mayo Clin Proc 2021:96:2843-53



Corticosteroid dose and the risk of opportunistic infection
in a national systemic lupus erythematosus cohort
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The cumulative incidence of opportunistic infections in patients
with SLE treated with corticosteroids or with non-steroidal agents.

Yang SC et al. Lupus 2018;27:1819227.




October 19, 20:

ORIGINAL ARTICLE MAYO

CLINIC

Y

M) v Risk Factors for Herpes Zoster: A Systematic

Review and Meta-analysis

Kosuke Kawai, S5cD, and Barbara P. Yawn, MD, MS5c, MSPH

Abstract

Objective: To systematically review studies examining risk factors for herpes zoster (HZ).
Methods: We performed a literature search using PubMed, EMBASE, and Web of Science for articles
published from January 1, 2003, to February 1, 2017. A random-effects model was used to summarize the
risk rario (RR) or odds rato (OR) and 95% CI.
Results: Of the 3450 studies screened, we included 84 studies in the systematic review and conducted
meta-analysis in 62 smdies. Women were at increased risk of HZ compared with men (pooled adjusted
ER, 1.31; 95% (I, 1.27-1.34). Black individuals had almost half the risk of HZ as white individuals
(pooled RR, 0.54; 95% CI, 0.47-0.63). Family history was found to be a risk factor for HZ (pooled OR,
3.59; 95% CI, 2.39-5.40). Autoimmune diseases, including rheumatoid arthritis (pooled RR, 1.67; 95%
CI, 1.41-1.98) and systemic lupus erythematosus (pooled RR, 2.10; 95% CI, 1.40-3.15), were associated
with an elevated risk of HZ. Other comorbidities were associated with an mcreased risk of HZ, with the
pooled RRs ranging from 1.25 (95% CI, 1.13-1.39) for asthma to 1.30 (95% CI, 1.17-1.45) for diabetes
mellimus and 131 (95% CI, 1.22-1.41) for chronic obstructive pulmonary disease.
Conclusion: Our review revealed that female sex, race/ethnicity, family history, and comorbidities are risk
factors for HZ. Efforts are needed to increase the uptake of zoster vaccination.

& 2017 Mayo Foundation for Medical Education and Research ® Mayo Clin Proc. 201 7.92(12).1806-1821
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A systematic review and meta-analysis of infection
risk with small molecule JAK inhibitors in rheumatoid
arthritis

Katie Bechman ®', Sujith Subesinghe’, Sam Norton ®2, Fabiola Atzeni®,
Massimo Galli*®, Andrew P. Cope (®', Kevin L. Winthrop® and James B. Galloway @'

Abstract

Objectives. To evaluate the risk of serious infection (Sl) and herpes zoster (HZ) in rheumatoid arthritis patients receiving
JAK inhibitors.

Methods. We conducted a systematic literature review and meta-analysis of phase Il and lll randomized controlled
trials of tofacitinib (5 mg bid), baricitinib (4 mg od) and upadacitinib (15mg od). Patient-exposure years were calculated. A
per-protocol analysis was applied, incorporating follow-up time from patients randomized to placebo who cross into the
treatment arm. Pooled incidence rates per 100 person-years of Sl and HZ were calculated. Incidence rate ratios (IRRs) of
drug vs placebo were compared using a meta-synthesis approach.

Results. Twenty-one studies were included in the meta-analysis; 11 tofacitinib (5888 patients), six baricitinib (3520
patients) and four upadacitinib studies (1736 patients). For Sl, the incidence rates were 1.97 (95% CI: 1.41, 2.68), 3.16
(95% Cl: 2.07, 4.63) and 3.02 (95% CI: 0.98, 7.04), respectively. The IRRs comparing treatment arm to placebo were
statistically non-significant: 1.22 (95% CI: 0.60, 2.45), 0.80 (95% CI: 0.46, 1.38) and 1.14 (95% CI: 0.24, 5.43), respect-
ively. For HZ, the incidence rates were 2.51 (95% CI: 1.87, 3.30), 3.16 (95% Cl: 2.07, 4.63) and 2.41 (95% Cl: 0.66, 6.18),
respectively. The IRR of HZ comparing baricitinib with placebo was 2.86 (95% CI: 1.26, 6.50). Non-significant IRRs were
seen with tofacitinib and upadacitinib: 1.38 (95% CI: 0.66, 2.88) and 0.78 (95% CI: 0.19, 3.22), respectively. Indicator
opportunistic infections excluding HZ were too rare to provide meaningful incidence rates.

Conclusion. The absolute Sl rates were low. However across the JAK inhibitors, the incidence of HZ is higher than
expected for the population (3.23 per 100 patient-years). While the risk was numerically greatest with baricitinib, indirect
comparieane betweaean the driae did nat demonetrate anv cianificant differance in riek



O £pnin¢ {wotRpac eivol pia EmMwoUVN VOGOC TOU UTTOPEL VOL EXEL COBOPEC Kot

« MovotAeupo, puoaAidwdeg e€avOnual

HLOKPOXPOVLEG ETULITAOKEG?

O&cia ekdbRAwon HZ

270 65% TwV ATOPWY OTO OKEAOG TOU EIKOVIKOU
. @apuakou NG peAeTng ZOE-50, avagépbnke 6T 0

* T1OvOg TToU UTTOPET VA EIVAI «AVUTIOPOPOCY ©  rayac Aray «EvIOVOg A O XEIPOTEPOC TTOVOC TToU

MTTOPEI VO pavTaoTEl KAVEIg»

MeBeptrnTIKA VEupaAyia (PHN) O@BaAuIKOG £pTTNG

{woTtnpag (HZO) AAAeg TTITTAOKEG
NeupotraBnrikdg TTOVOG TToU *  [lpooBdaAAel Eéwg kai To 25% +  Kapdiayyeiakd Kai
ETIMEVEL yIa >3 PAVES PHETA ATTO TWV a0Bevwyv JE €pTTNTA ayyeIoeyKEPAAIKG oupBdapaTat
é¢apaon Tou HZ> (waoThpatl *  ATTWAEIO TNG OKONG1,6
MpooBaAAel £éwg kai T0 30% e X& OTTAVIEG TTEPITITWOEIG, *  OuAégh®
TWV a0BevwyV JE €pTTNTA MTTOPEi va 0dnynoel o€ *  Kpaviakry cupuetoxn’
{waoTtpa? aTTwAela TG épaongt

Ta cupTTTWPATA KOl Ol ETTITTAOKEG TOU HZ pTTopEi va gival o ouxvd Kal HEYyaAUTEPNG
S1dpKEI0G O€ AVOOOKATECTAANEVOUG 000evEigEd
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Table 1. Selected Complications of Herpes Zoster in Nonimmunocompromised Persons.*

Complication

Aseptic meningitis
Bacterial superinfection
Bell’s palsy

Eye involvement (herpes zoster
ophthalmicus)

Hearing impairment

Motor neuropathy
Postherpetic neuralgia
Ramsay Hunt syndrome
Transverse myelitis

Vasculopathy (encephalitis)

Manifestations
Headache, meningismus
Streptococcus, staphylococcus cellulitis
Unilateral facial paralysis

Keratitis, episcleritis, iritis, conjunctivi-
tis, uveitis, acute retinal necrosis,
optic neuritis, acute glaucoma

Deafness

Weakness, diaphragmatic paralysis,
neurogenic bladder

Pain persisting after the rash has resolved

Ear pain and vesicles in the canal,
numbness of anterior tongue,
facial paralysis

Paraparesis, sensory loss, sphincter
impairment

Vasculitis of cerebral arteries, confu-
sion, seizures, TlAs, stroke

Site of VZV Reactivation
Cranial nerve V
Any sensory ganglia
Cranial nerve VII

Cranial nerve 11, 11l, or V (ophthalmic
[V1] branch)

Cranial nerve VIII

Any sensory ganglia

Any sensory ganglia
Cranial nerve VIl geniculate ganglia,
with spread to cranial nerve VIII

Vertebral ganglia

Cranial nerve V

Cohen JI. N Engl J Med 2013;369:255-63




Risk of Stroke Following Herpes Zoster: A Self-Controlled Case-Series Study

A total of 6584
individuals were
included.

Stroke rate was
increased following
zoster compared with
the baseline unexposed
period

Then gradually reduced

over 6 months

Table 3. Age-Adjusted Incidence Ratios for Stroke in Risk

Periods Following Zoster, by Site of Zoster

Site of Zoster and Risk Period

No. of Cases

IR® (95% CI)

| Ophthalmic 426 |
Risk period post zoster
1—4 wk S} 1.82 (.81—-4.10)
5—12 wk 22 3.38 (2.18-5.24)
13—-26 wk 15 1.39 (.83-2.35H)
27—52 wk 16 0.82 (.49—-1.36)
I Ophthalmic/other trigeminal 458 I
Risk period postzoster
1—4 wk (S} 1.74 (. 77—-3.91)
5—12 wk 22 3.23 (2.08-4.99)
1326 wk 16 1.41 (.85—-2.33)
27—52 wk 18 0.87 ((54-1.41)
|Site unspecified 6126 I
Risk period postzoster
1—4 wk 84 1.62 (1.30-2.02)
5—12 wk 127 1.30 (1.09-1.55)
13—26 wk 199 1.22 (1.06—-1.41)
27—-52 wk 285 1.00 (.89-1.13)

Langan SM. Clin Infect Dis. 2014;58:1497-1503.



21NV EAAGOA n epBoAiaocTiK KAAUwN EvavTl EptrnTa ZwotRpa

TTaPOUEVEI O€ XOpMNAd emriTredal

Vaccination Coverage

Vaccination coverage total

. sample Male Female

Vaccines
N % 95% CI N % 95% CI N % 95% Cl

Flu 1718/2072 83.0 (81.2-84.5) 878/1043 84.2 (82-86.3) 842/1029 81.9 (79.4-84.1)
Pneumococcus polysaccharide 480/2072 23.2 (21.4-25) 249/1043 239 (21.4-26.6) 232/1029 22.5 (20.1-25.2)
Pneumococcus conjugate 1029/2072 49.7 (47.5-51.8) 551/1043 52.8 (49.8-55.8) 480/1029 46.6 (43.6-49.7)
Herpes zoster 429/2072 20.7 (19-22.5) 231/1043 22.1 (19.7-24.8) 198/1029 19.2 (17-21.8)
Hepatitis B 66/2072 3.18 (2.5-4.03)
Td vax adult 64/2072 3.1 (2.4-3.9)
Tdap-IPV 25/2072 1.2 (0.81-1.78)
Tetanus monovalent 62/2072 3.0 (2.3-3.8)

Npooapuoyn and Vaccination Coverage of the Elderly in Greece: A Cross-Sectional Nationwide

BiBAioypagia: 1. Vaccination Coverage of the Elderly in Greece: A Cross-Sectional Nationwide, Study Article in The Canadian journal of infectious diseases & medical
microbiology = Journal canadien des maladies infectieuses et de la microbiologie medicale / AMMI Canada - June 2020, DOI: 10.1155/2020/5459793



AlaOEopec emAoyec mpoAnyPne Epninta {wothpa

Zwv eEaocOevnuevo euforro (ZVL)

e EAoBe yia mpwtn popa adela kukAodopiac otic HMA to 20061
* AwaBeoipo otnv EAAada armno to 2014

e Evbeikvutal yla tpoduUAaén armo tov Eprinta {woTtrpa Kol armo tn Hebepmntiki veupalyia
(MEN) mou oxetiletol pe tov €printa {wothpa, atopwy nAtkiac 50 eTwv Kal avw?

e ExetouunepAndOsel oc eBvikEC ouoTAoelg34o*
* ‘ExeLxpnotpormotnOei og evAAkeC peyahUTEPNC NALKIOC IOl OPKETA XpOvLo>™

* Mrnopel va TpoKaAEoEL VOO Ttou oXeTileTal pe Tov VZV o€ aVOOOKATEOTAAUEVO EEVIOTH?

4 4

e AUTO TtepLlopileL Tn xprion tou o€ aoBeveic ov BplokovTtol 0€ AVOOOKATAOTOAN N €XOUV
OlVOOOOVETIAPKELQL.2

Auta ta dedopéva napouotaovral wg Baoikég mAnpodopieg yla tnv tpéxovca Katdotaon avadopikd He tn duvatotnta tpoAnPng kat Sev PEMEL VO EPUNVEUOVTOL CUYKPLTIKA

http://wayback.archive-it.org/7993/20170113080804/http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/2006/ucm108659.htm
https://www.health.gov.au/sites/default/files/documents/2020/09/national-immunisation-program-schedule-for-all-
people.pdf https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/899423/PHE_Complete_Immunisation_Schedule_Jun2020_05.pdf 5
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AlaOeoipec emAoyec mpoAnyPne Eprinta {wothpa

Zwv e€aoBevnuevo euforo (ZVL)

To ZVL €xe1 KAIVIKG a1rodekTO TTpo@il ac@dAsiag?!

AeSopeva amoteiesopatkon)ag ZVL ato 2 faciksg persreet4
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iE’ZT: ALr[’)\d—;;leb}\rﬁé €NEYXOHEVN UE ELKOVIKO GAPUAKO, KAWVLKN HEAETN otnv omoia 22.439 datopa nAwkiag 50-59 etwv tuxatomotidnkav va 'ETF] atrod Tov ngo)\Kx(jpé
apouv pia epdna

86on eite {wvtog eaobevnuévou gpBoliou (N =11.211) A elkovikol dappdkou (N = 11.228) kat tapakolouBARBnKav yla TV avamtuén i ) ) ’ ) ) , )
£pTINTA LWOTAPA VLo éva SLapETo Xpdvo 1,3 £t (0poc 0 £wg 2 £t). ﬂpoorsru(r] HeAE TapaTpnang koopTAs aTig H.M.A. VLU T pakpoxpdvia oEnots)\scuauKo’mm’rou {wvtog sﬁaoex-:\’/npsvou
epuBoliou otnv omola mapakoAouBnOnkav dtopa nAwiag 50 eTwv 1 peyolutepa. ZUVOALKa evtaxdnkav 1.355.720 dtopa

SPS: AUTAG-TUDAR, EAEYXOUEVN HE ELKOVIKO GAPUOAKO, KAWVLKA HEAETN oTnV omola 38.546 dtopa nAtkiog 60 €TWV KoL Avw TuxaLlomoOnkay va HETEY 2007 Kat 2014, ek TwV omtotwy 392.677 dropa EAaBav To Lwv e£aoBevnpévo epBoALo.

A&Bouv pia edpanag Soon eite {wvrog e§aobevnuévou eppoliov (N = 19.270) rj etkovikoU pappakou (N =19.276) kat mapakoAouBrOnkav
yla tnv avamntuén épnnta {wotripa yla éva Stapecso xpovo 3,1 €t (eUpog 31 nuépeg €wg 4,9 €tn).

Cl=confidence interval; HZ=herpes zoster

Auta ta dedopéva napouotaovral we Baoikég mAnpodopieg yla tnv tpéxovoa Katdotaon avadopikd He tn duvatotnta tpoAnPng kat Sev PEMEL VO EPUNVEUOVTOL CUYKPLTIKA



Avacuvduaopévo eppBoAio (RZV)
* ‘EAafe ddeia kukhogopiag atrd Tov FDA 10 20171 kai atré Tov EMA 10 20182

« EvdeikvuTtal yia TNV TpoAnyn tou £ptrnTa {waoTthpa (HZ) kal TNG uebepTrnTiKng
veupaAyiac (PHN), oe:

* eVNAIKEG NAIKiag 50 eTwv Kal avw

* evAAIKEC NAIKiag 18 eTwv Kal dvw TTou dlaTpEXouV auenuévo kivouvo HZ4
« Agv avrevdeikvuTal yia Xopriynon o€ AToua JE AVOOOKATAOTOAN?

« AlaBéoiyo otnv EANGSa atrd 1o MapTio Tou 2022

Autd Ta dedopéva TTapoucidfovTal wg BaoIKEG TTANPOPOPIES YIA TNV TPEXOUCA KATACTACT AVAPOPIKA ME TN duvaToTnTa TTPOANYNG Kal SEV TTPETTEI VA EPUNVEUOVTAI CUYKPITIKA

https://www.fda.gov/media/108274/download https://www.ema.europa.eu/en/documents/smop-initial/chmp-summary-positive-opinion-RZV_en.pdf

www.cdc.gov/vaccines/vpd/shingles/hcp/RZV/irecommen dations.html

https://www.fhi.no/nettpub/vaksinasjonsveilederen-for-helsepersonell/vaksiner-mot-de-enkelte
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To RZV £xel1 oxedlaoTei €10IKA yia TN dlaxEipion TNG HEIWONG TNG
avOooiag TTou OXETIZeTAI JE TNV NAIKIO KOI TV AVOOOKATAOTOAR

MPL

ATTOTOgIVWHEVO
AirrortoAucakyapidio (LPS) Tou
Salmonella Minnesota °

H o dpBovn .
YAUKOTTpWTEIVN OTNV

em@dveia Tou VZV.34 . B
? AvTiyovo AVOGOEVIOXUTIKO . (ngigga A
Ek@paletal Katd @ FAukoTrpwreivn — ouoTnua @ oanwvis#:ﬁ 1 PUolKn

OIAPKEIN EVOC E (9E)? - 50 ug*
gTreicodiou HZ. 34

ASO01;: QS-21* kai .
MPLS2 - 50 ug .

2TOX0G TNG XUMIKNG
Kal TNG KUTTAPIKAG
avTatmokpiong. 34

AIMOZQMA
Texvntd KuoTidIa:
®opéac MPL/QS217:8

ANAZYNAYAZMENO MH ZONTANO EMBOAIO
YNOMONAAAZ*

Ta idia atroTeAéopaTa dNPOCIEUTNKAV YIa TTPWTN @opd oTig BIBAIoypagIikég TTapatrouTTég 3-8. H eikova €xel dnuioupynBei ave¢dptnta amd Tnv GSK pe Baon 1o TPwTOTUTTIA SESOPEVA.

AS01z=AvoooevioxuTiké 20oTtnpa 01g, gE=yAukomrpwrteivn E, HZ=¢pting {woThpag, MPL=povopwao@opul Aimtidio A, LPS=AirrorroAucakyapidio, QS-21=Quillaja saponaria Molina kAdopa 21, VZV=16¢g avepeuhoyidg-€pTinTa {waoTrpa.

1. Garcon N, Chomez P, Mechelen MV. Expert Rev Vaccines. 2007;6(5):723-39. 2. Lal H, Cunningham AL, Godeaux O, et al. N Engl J Med. 2015;372(22):2087-96. 3. Dendouga N, Fochesato M, Lockman L, et al. Vaccine. 2012;30(20):3126-35. 4. Lecrenier N, Beukelaers P, Colindres R, et al.. Exp

Rev Vaccine. 2018;17(7):619-634. 5. Didierlaurent AM, Morel S, Lockman L, et al.. J Immunol. 2009;183(10):6186-97. 6. Kensil CR, Mo AX, Truneh A. Current vaccine adjuvants: an overview of a diverse class. Front Biosci. 2004;9:2972-88. 7. Singh M, Srivastava I.. Curr HIV Res.2003(3):309-320;
8. Gargon N, et al. Understanding Modern Vaccines. Amsterdam: Elsevier; 2011



To RZV peAetnOnke die€odika oc 2 peyaleg paong ll KAwikeC peAetect3

IXESLOOUOG KA oTOXOL ZOE-5012 ZOE-703
peAétng (Zoster-006) (Zoster-022)
Tuxatomotnpévn, TuGAR we MPOC TOV MOPATNPNTH, EAEYXOUEVN HE ELKOVIKO GAPUAKO, TTOAUKEVTPLKN, TIOAUEBVIKN LEAETN
Ixedloopag (Bopela Apepikn, Eupwrn, Aatwikn Apepikn, Aota-Elpnvikog)
MpwTteVWV OTOXOC ATOTEAEOUATIKOTNTA KOTA TOU HZ o€ dtopa =50 eTwv ATIOTEAECUOTIKOTNTA KOTA ToU HZ o€ dtopa 270 eTwv
AocoAoyLKO oo EuBOALo 1 elkovikd pappako xopnyoupevo (0,5 mL) evéopuikad otoug 0 Kot 2 UAVES
MpwTEVOVTES OTOXOL OTN AmnoteAeopatikotnta katd tng PHN og atopa 270 etwv
OUYKEVTPWTLKA avaAuon AmoteAeopatikotnTa KOTA Tou HZ o€ dtopa 270 eTwv
ApLOUOC CUUUETEXOVTWV Evtaxbnkav 16.160 dtopa Evtaxbnkav 14.816 dtoua

O1 peAéteg ammoteAeapaTikétnrag ZOE-50/70 diegrixBnoav ota idia epeuvnTIKA KEVTPA.
Ta aropa nAikiag =270 eTwv evtaxbnkav Tuxaia otn YeAétn ZOE-50 f otn peAétn ZOE-70.

HZ=¢ptng CwoTtrpag, PHN=peBepTNTIKA VEUPOAYia.
1. Lal H, et al. N Engl J Med. 2015 May,;372(22):2087-96. 2. GlaxoSmithKline. RZV European public assessment report, Annex I: Summary of
product characteristics: EMA; [updated October 2019; 3. Cunningham AL, et al. N Engl J Med. 2016 Sep;375(11):1019-32.



To RZV napeExel >90% amnoteAecpotikotnTa vavtl Epnnta {wothpo o€
eVvAALKeG 250 sTtwv?!3

1 HAwwaki
HAuakn Lo ZOE-50 ka1 ZOE-7012t
oHaba ZOE-50"2 ouada NpokaBopPIoPEVEC, CUYKEVTPWTIKEC aVAAUOEI
(1)
550 97,2% >70t 91,3%
(93,7-99,0) (86,8-94,5)
o)
50-59 96,6% 70-79 91,3%
(89,6-99,3) (86,0-94,9)
60-69 97,4% 280 91,4%
(90,1-99,7) (80,2-96,9)
>70 97,9%
(87,9-100)

MNepioTariké éprnTa JWOoTHPA=VEO HOVOTTAEUPO £€AVONUA e TTOVO TToU Bev gixe AAAN Sidyvwon kal emiReBaiwdnke ye PCR.2 tZuptrepiAn@onkav 7.344 Tuxaiotroinpéva dropa 250 eTwv Trou éAaBav Tn deUTepn 60N Tou uoAiou kal dev
EP@Avicav épTrnNTa JWoTHPA EVTOG 1 UNVOG HeTd Tn deuTepn d6on.24
Cl=diaoTnua gummiotoouvng, HZ=épmrng {woThpag, PCR=aAuoc1dwTn avtidpaon TroAupepdong.

1. RZV (prescribing information). GlaxoSmithKline; 2019. 2. Lal H, et al. N Engl J Med. 2015 May;372(22):2087-96. 3. Cunningham AL;N Engl J Med;2016;375;1019-
32



MpoAappavovtac tov Epninta {wotRpa, To RZV pelwveL GNUOVTILKA TOV
kivéuvo spdpavionc PHN kot aAAwv enutAokwv-2

AmnoteAeopatikotnta epBoliov (95% Cl)

>50 W>70
100%
90%
0,
80% 91,2% 93,7%
70%
60%
50%
40%
30%
20% RZV: 4/13.881 RZV: 4/8250 RZV: 1/13881 RzV: 1/8250
10% Eik. pdpuako: 46/14035 Eik. dppako: 36/8346 Eik. @dpuako: 16/14035 Eik. pdppuako: 12/8346
0%
AnoteAeopatikotnta epBoliov kata tng PHN (1) ArnoteAeopatikotnta epfoAiov Evavtt GAAWV EMUTAOKWVY TOU
HZ (2)
Qg PHN opiCetal 0 oxeTi{opevog pe HZ mévog pe Babuoloyia 23 ot pia kAipaka 0-10, Tou gpgavidetal AMNeg eTTiTAOKEG TTEpIEAGUBavay ayyeliTida até £pmnTa {woThpa, dIduTn vooo, o@BaApIK: vooo,
€PEVEl yia TOUAGYIOTOV 90 NuEPEG UETE TV ep@AvIon e€avBrpaTog épTiTa {WOTAPA, XPNOIMOTIOIMVTAS TO VEUPOAOYIKNA VOO0, GTTAQYXVIKA VOOO Kal QyYEIOKO EYKEPAAIKS ETTEITOBIO

ZuvoTTikd EpwrtnuatoAdyio AgioAdynang Movou Adyw Eptinta ZwoTrpa &

OL lk6veg Snuoupyndnkav and tnv GSK aveédptnta, pe Baon ta npwtdtuna dedopéva amnd tn Snuocieuon tou Cunningham, et al. tou 2016 kat th dnpoocievon tou Kovac, et al. tou 2018.
TUYKEVTPWTIKA dedopéva atro TIG JeAéteg ZOE-50 (dropa 250 e1wv) kat ZOE-70 (dtopa 270 €TWv).?

Cl=didotnua epmaoTtoouvng, HZ=¢ptrng wotrpag, N=apiBudg evidg kaBe nAikiakng opadag, PHN=peBepTTNTIKA VEUpOAyia.
BigAioypagikn rapatroptri: 1. Cunningham AL, et al. N Engl J Med. 2016 Sep;375(11):1019-32; 2. Kovac M et al. Vaccine;2018;36;1537-1541



AnoteAeopatikotnta tov RZV évavtl épninta {wotnpa ota 4 £tn HETA
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tov euBOoAlacHO, O€ 2 NALKLOKEC Opadec™
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ETOZ 1 ETOZ 2 ETOZ 3 ETOZ 4 ETOZ 1 ETOZ 2 ETOZ 3 ETOZ 4

‘Etn mapakoAouOnong Letd tov ERPOALAGHO
Aebouéva amo >14,000 CULUETEXOVTEC EWC KAl TO £TOC 4

ZOE-50 (=50 £TwVv) Kot CUYKEVTPWTLKY avaluon twv ZOE-50/Z0E-70 (=70 stwv), mTVC
* ATOTEAECATLIKOTNTA EUPOALIOU TTPOCAPUOCUEVN ava NALKLOKEG OUASEC Kal YEwypadLKr TIEPLOXN.
mTVC=tpomnomnotnuévn Zuvolikn EpBoiiacBdeioa Kooptn.

BiBAloypadikn napamnouni: US Food and Drug Administration; Vaccines and Related Biological Products Advisory Committee. Briefing document: RZV (Zoster Vaccine Recombinant, Adjuvanted). 2017 [accessed August 2020].



ZuyKevtpwtiki post-hoc avdAuon twv pehetwv ZOE-50 & ZOE-70

To RZV eivol anoteAEOHATIKO € HEYAAUTEPNC NALKIOG EVAALKEC

HE Sladpopa UMTOKELMEVA VOO OTOL

AtroteAeopaTikOTNTA RZV évavTti HZ o0& CUPPETEXOVTEG UE OUVVOONPOTNTES KATA T
O1dpkela eIcaywWYNg oTn PEAETN,* o€ Eva didoTnpa TTapakoAouBnong ~ 4 eTwv

Hypertension (N=7206) 91,9
Osteoarthritis / vertebral disorders (N=4951) 91,1
Dyslipidemia (N=4628) 91,2
Diabetes (N=2350) [VALUE]
Osteoporosis/ Osteopenia (N=1481) 92,9
GERD (N=1334) 86,9
Sleep disorder (N=1304) 93,1
Prostatic diseases (N=1244) 96,1 O apBpog twv SAES, Twv Bavdatwy kat Twv
Hypothyroidism (N=1167) 86,2 avoo?élaueoo}\a|390 HLEVWYV VOO LATWV ATOV
bepression (N=1017) 634 T[O(pOp.OLOS HETAEY r?u RzV |’<ou placebo yla
KAOe umokeipevo voonua
Coronary heart disease (N=1003) 97,0
Cataract (N=782) 90,4 Agv eVTOTIIOTNKAV AVNOUXLEC yLa TNV alodAAELL
Asthma (N=646) 88,8 HE BAON TO UTIOKELEVA VOO LOTAL TIOU
Respiratory disorders (N=614) 84,5 UTIPXOV KOTA TNV ELOAYWYH OTLG LEAETEG
Renal disorders (N=308) 86,6
o 20 40 60 80 100

Vaccine efficacy, % (95% ClI)

To ypadnua avamtuxdnke avefdptnta anod tnv GSK pe Baon dedopéva ou dnpoacteltnkav yla mpwtn ¢opd oto Hum Vaccine Immunotherl

Ol apXIKEG HENETeC Sev eixav oxeSLaoTel oTtatloTikd yia post-hoc avaAuon aodAAeLag Kot AMOTEAECHATIKOTNTAG UTIOOUASWY LE T(POUTAPXOVTA LATPLKA VOO LaTa

*Aev xpnotpornotfnkav tumikoil oplopot otn Stayvwaon. Emopévwe, KOs eTAeYUEVN LATPLKF KATAOTACH WTopel va otkilel avaAoya pe th coBapotnta, To otadio, tn Bepaneia, tnv €€£€AEn i Tov TUTO (LY. TUTOC 2A)
Cl= Aldotnpa Epmiotoolvng, DM= Zakyapwdng Awafntng, GERD= Faotpoolsodayikn maAwdpopion, HZ=Epning Zwotrpag, RZV= Avacuvduacpévo EpBoiio évavt épninta {wotrpa

SAE= JoPBapég AveruBUpnteg Evépyeteg

BiBAloypadikég mapamnoumnég: 1. Oostvogels L et al. Hum Vaccin Immunother 2019;15:2865-2872; 2. Lal H et al. N Engl ) Med 2015;372:2087-2096; 3. Cunningham AL et al. N Engl J Med 2016;375:1019-1032



Méon amoteAecpatikotnta RZV evavtl Epninta {wotnpa o€
eVAALKEC nAwkiac = 50 etwv, 10 £Ttn petd tov epBoAtacpo: 89%

Table 1. Vaccine Efficacy in the ZOE-50/70 Studies and ZOE-LTFU After at Least 4 Additional Years of Follow-up (mTVC)

RZV Historical Control/Placebo Group in ZOE-50/70°
Sum of Follow-up Incidence (per Sum of Follow-up Incidence (per Vaccine Efficacy (95%

N n Years 1000 py) N n Years 1000 py) Cl), % Pvalue
Vaccine efficacy in ZOE-LTFU — primary objective (up to the data lock point for the second interim analysis in ZOE-LTFU)
Overall® 1277 52 326738 1.6 7277 283 326738 8.7 81.6 175.2-86.6) P < .0001
Vaccine efficacy from 1 month post—dose 2 — secondary objective (up to the data lock point for the second interim analysis in ZOE-LTFU)
Overall® 13881 84 85796.7 1.0 13881 76b 85796.7 8.9 89.0/185.6-91.3) P < .0001
Year 1° 13881 3 137445 0.2 14035 130 13823.3 9.4 97.793.1-89.5) P < .0001
Year 2° 13569 10 1341566 0.7 13664 136 13332.5 10.2 92.7 186.2-96.6) P < .0001
Year 3° 13185 9 13016.1 0.7 13074 116 12834.0 9.0 92.485.0-96.6) P < .0001
Year 4° 12757 10 12946.7 0.8 12517 95 12637.4 7.5 89.8(80.3-95.2) F < .0001
Gap between ZOE-50/70 and ZOE-LTFU
Year 6° 1277 7 7210.2 1.0 7277 61 7210.2 8.5 88.5(74.9-95 6) P < .0001
Year 7° 7100 10 6995.8 1.4 7100 60 6995.8 8.6 83.367.2-92 .4) P < .0001
Year 8° 6878 9 6762.9 1.3 6878 &7 6762.9 8.4 84.2 167.9-93.1) P < .0001
Year 9° 6648 16 6487.6 2.3 6648 bb 64876 8.b 72.7151.0-85.7) P < .0001
Year 105 6258 11 4869.1 2.3 6258 41 4869.1 8.4 73.2146.9-87 6) P < .0001

26
Strezova A, et al. Open Forum Infectious Diseases, 2022



To RZV 0100£T1e1 Eva KAIVIKA ATTOOEKTO TTPOPIA AT @PAAEIOG

100
80 - RZV (N=14.645)
Eik. @dppako
£ 60 - (N=14.660)
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RzvV ‘ Ewk. pappoko RZV Ewk. dpdpupako RzvV Ew. pappako
SAE Oavatndopa SAE pIMD

H gwkdva dnpoupyndnke amo tnv GSK aveédptnta, pe Bdon ta mpwtotumna dedopéva mou avadépovtat otn Snuooievon Lopez-Fauqued M, et al. Vaccine 37 (2019) 2482-2493

ZUYKEVTPWTIKA dedopéva peAeTwv ZOE-50/Z0OE-70, utrooUvoAo KapTwv nuepoAoyiou, Tepiodog TTapakoAolBnong 7 NUEPWV.
pIMD=mBavri avoooAoyikd eTaywuevn vooog, SAE=coBapd avemBuunto cuppav.

BiBAloypa@iki apatroptr: Lopez-Fauqued M, et al. Vaccine 37 (2019) 2482-2493.

To RZV Tav ocuykpioiyo PE 1O
EIKOVIKO PAPUOKO OO0V agopa TN
OUVOAIKN) ouxXvOoTNTa EUPAVIONG
SAE, Bavarnedépwv SAE kai pIMD
1 €T0C JETA TOV EUPBOAIOOUO



To RZV d100£€1e1 £va KAIVIKA ATTOOEKTO TTPOPIA ACPAAEIOG

Infections and infes tations

Cardiac disorders

MNeoplasms benign, malignant and wmspecified (incl cysts and polyps)
Injury, poisoning and proced ural complic ations
Mervons svstem disorders

Gastrol ntestinal disorders

MMuse nlosk eletal and conmec tive tissone disorders
Vascular disorders

R espirator v, thoracic and mediastinal disorders
General disorders and administration site conditions
Renal and nrinary disorders

MMetabolism and notrition disorders

He patobiliary disorders

Blood and Ivinphatic system disorders
Reprodoctive svstem and breast disorders
Psvchiatric disorders
Eve disorders

Skin and subcotmnesns tissne disorders

Ear and labyvrinth disorders

Immune system disorders

Endocrine disorders

I nves tigations

Congenital, familial and genetic disorders
Surgical and medical procedwres

. —

[ —

[

[

[ —

=

[ H

= ORZV (N=14.645)

B Placebo (N=14,660)

1 ] 1 1 1

0 0.s 1 L5 2

%a of participants reporting SAEs by MedDR A SOC

Overall, except for the expected local and systemic symptoms, the safety results were comparable between the RZV and
placebo groups irrespective of participant age, gender, or race.

Lopez-Fauqued M et al. Vaccine 37 (2019) 2482:U2493



To RZV d100£T€1 KAIVIKG OeOOUEVA O€E 5 KATNYOPIEG
OVOOOKOTECTAAMEVWYV TTANOBUOpWV!-°

EvnAixec nhixiag 218 etwv

10Z ANOPQIMINHEZ
ANOZOANENAPKEIAZ!

Evepyoi gopeig HIV

AYTOAOH METAMOZXEYZH
APXErFONON

AIMOTMOIHTIKOQN
KYTTAPQN?

g
)

AIMATOAOrIKEZ
KAKOHOEIEZX?

AQPn AVOCoOKATOOTAATLKNG
xnueoBepaneiagt

ZYMIMArEIZ Orkois

AN AVOOOKATOOTAATLKAG
XNUeoBeparneiag

METAMOZXEYZH NE®POY*4

MEeTA TN peTapooyxeuon vebpou

META TN HETAUOOXEUDN

MeAétn Zoster-015 Zoster-002 Zoster-039 Zoster-041 Zoster-028
a . _ ®daon 3 ®aon 3 ®adon 3 ®aon 2/3
Daoeg e 1 N2 (N=1.846) (N=562) (N=264) (N=232)
TUmog peAéTng EAeyxOpEVN LIE ELKOVIKO GAPUOKO, NALKia 218 eTwV
KataAnKtika onueio AVOZ%VJ:;;\'E;HTG/ AmnoteAeopatikotnta/avocoyovikotnta/achaAeLo Avoooyovikotnta/aodpaleila
MnvagO, 2,6

Xpovodiaypappo §6cewv Mrvag 0, 1-2 Mrvag 0, 1-2 Mrvag 0, 1-2 Mnvag 0, 1-2

(3 860¢eLg)*

AU0 d60¢€IC eUBOAIOU TTPOKAAEGQAV XUMIKN KOl KUTTAPIKA AvOOOAOYIKH avTaTTOKPIon, Ol OTToieg diatnpouvTav 1 xpovo PETA Tov euBoAIacuo 1>

Aev €xel TEKUNPIWOET N CUOXETION TNG AVOGOAOYIKAG QVTATIOKPIONG UE TNV TTPOCTACI. ZUVETTWG, TO ETTITTEDO TNG AVOCOAOYIKAG AVTOTIOKPIoNG TTOU TTAapéXEl TTpooTadia évavTl Tou HZ eival dyvwaoTo.

IC 18+= AvoookarteaTaApévol TTANBuopoi nAIkiag 18 eTwv Kal avw

H atroteAeouamikoTnTa PETPBNKE o€ post-hoc avaiuon).3
¥To eykekpipévo doaoAoyiko oxriua Tou RZV eival 2 ddoeigh

1. Berkowitz EM, et al. J Infect Dis. 2015 Apr ;211(8):1279-87. 2. Bastidas A, et al. Open Forum Infect Dis. 2019 Oct;6(Suppl 2):S84-S85. 3. Dagnew AF, Lancet Infect Dis. 2019 Jan;19(9):988-1000. 4.Vink P, et al. Clin Infect Dis.
2020 Jan;70(2):181-190. 5. Vink P, et al. Cancer. 2019 Apr;125(8):1301-12. 6. GlaxoSmithKline. RZV European public assessment report, Annex I: Summary of product characteristics: EMA; [updated September 2020;].



To RZV &ivat anoteAecpatiko o€ aoBeveig pe au-HSCT 218 etwv!2

50 £wg 70 nuépeg E 1 éwg 2 pRveg E Aigpeon Trepiodog rapakoAoudnong 21 pnvwv
au-HSCT 1n 2n
do6on d6on

EuBoAiacuog pe RZV

ATOTEAECHATIKOTNTA TOU EMBOALOU
HAkigg Kota tou HZ ErtuntAokég HZ ATtOtEAEG[lG‘t}\lKéT'I']ta to:; uf;;\iglu |2<atd v
Kotd nAwkia (95% Cl).2" AR [P D25

SUVOAO NALKLWV 68,2% PHN 89,3%

(55,6-77,6) (22,5-99,8)"

HAwieg 18-49 71,8% 77,8%

AMNAEG eTUTAOKEG TOU HZ*
(38,7-88,3) (19,0-96,0)%

HAWKieC 250 67,3% NoonAeieg mou oxetilovtal pe Tov 84,7%
(52,6-77,9) Hz ' (32,1-96,6)5

MpwTo 1} yovadikd emeioddio HZ 1} PHN i voanAeiag ae oAOkAnpn Tnv Tpotrotroinpévn ouvolikf eUBoAIaouévn koopTn.t *ANMEG emITTAOKEG Tou HZ ATav n dIdxuTn vOoog, N UNVIYYoeYKEPAAITIdA 1) n o@BaApIKr vooog.3

au-HSCT=auTtoAoyn PETANOOXEUTN OPXEYOVWY AIPOTTOINTIKWY KUTTApwY, CI=didoTnua eummoToouvng, Hz/su=£ptng {waoThpag/uopovada, PHN=ueBepNTIKA Veupalyia. IC 18+= AvoookateoTaApévol TTAnBuooi nAikiag 18 eTwv kal dvw
A Avaloyia eTimTwong avda 1.000 avBpwToétn: ZuvoAika - RZV 30,0, Eikoviké @dappako 94,3, 18 £wg 49 — RZV 21,5, Eikovikd @dppako 76,0, 250 — RZV 33,0, Eikoviko ¢dapuako 100,9.2
" MNa v avaloyia enintwong thg PHN avd 1.000 avBpwrotn: TuvoAikd - RZV 0,5, Etkoviké ddppako 4,9.2

$ Mo oxeTOUEVES UE TOV EpTNTa {WOTHPA EMUTAOKEG EKTOG TNG MEBEPTNTIKAG Veupadyiag: avaloyia enintwong RZV 0,5 évavtt 4,9 mepmtwoewy avd 1.000 avBpwToétn yia To lkovikd ddppako. MNa tn voonAeia, avaloyia enintwong RZV 1,1 évavtt 7,1 meputtwoewy avd 1.000
avOPWTTIOETN YL TO ELKOVIKO dAppako.t

Bastidas A, et al. JAMA. 2019 Oct;322(2):123-133. 2. GlaxoSmithKline. RZV European public assessment report, Annex I: Summary of product characteristics: EMA; September 2020.

&

au-HSCT



To RZV &ival anoteAeopATIKO 0 A00EVELC e ALUATOAOYIKEG KoKoNOeLeg 218 etwv?

Post-hoc agloAdynon TnG ATTOTEAECHATIKOTNTAG

Katd tn S1dpKEIa Tng
XNUeIoBepaTTEiag

Xpoviko epIBwpio 10 nuepwv

TIPIV/PETA TN BeparTeia ; ; ; .
1 éwC 2 PAVEC E Aiapegon epiodog rapakoAoudnong 11 unvwyv
MeTd Tn XnueloBepaTtreia
MpwTn 860N 10 Nuépeg £wg 6
MAVEG PETA TN BepartTeia
HM 2"
d6on d6on
H EuBoAaouog e
RzV

AnoreAcoparikéTnTa epfoliov

AUo 000¢IG¢ RZV TTpoKAAEcaV I0XUPNA XUMIKA KAl KUTTAPIKA
(post-hoc avaiuon)

QvOOOAOYIKN QVTATTIOKPION, Ol OTToiEG dlaTtnpouvtav 1 XpoOvo PETA TOV
(95% Cl) euBohiaoud

87,2%

(44,3-98,6)

Agv €xel TEKUNPIWOET N CUOXETION TNG AVOTOAOYIKAG OVTATIOKPIONG UE TNV TTPOOTACIA. ZUVETTWG TO ETTITTEDO TNG AVOOOAOYIKAG AVTOTTOKPIGNG TTOU TTOPEXEl TTPOOTAC A évavTl Tou HZ gival dyvwoTo. 2 eo
Cl=didoTnua gptmoToolvng; HM=aipatoAoyikég kakorBeieg, HZ=£ptng {waoTrpag. IC 18+= AvoookateaTaApévol TTAnNBuapoi nAikiag 18 eTwv Kal dvw e
A Avaloyia etriTwong avd 1.000 avBpwtoétn, RZV 8,5 évavTi eikovikou @apudkou 66,2.1

1. Dagnew AF, Lancet Infect Dis. 2019 Jan;19(9):988-1000. 2. GlaxoSmithKline.RZV European public assessment report, Annex I: Summary of product characteristics: EMA; September 2020 HM



Immune mediated diseases
983 RZV and 960 placebo reported at least one Fie. 1 Ten most common pIMDs in both groups at enrolment (TVC)

pre-existing pIMD at enrolment in ZOE 50/70

Efficacy against HZ was 90.5% (95% CI: 73.5,97.5%)
overall with the lowest being 84.4% (95% CI: 30.8,
98.3%) in the 70—79-year-old age group.

27 (2.8%) participants in the RZV group and 27 (2.8%)
participants in placebo group reported a possible
exacerbation of a pre-existing pIMD and

16 (1.6%) and 23 (2.4%), respectively, reported a new
onset of a different pIMD during the whole study
period

# RZV mPlacebo

Psoriasis
Spondyloarthropathy
Rheumatoid arthritis
Coeliac disease

Vitiligo

Polymyalgia rheumatica
Seventh nerve paralysis
Lichen planus
Ulcerative colitis

Type | diabetes mellitus

Placebo

MNo. of

o

Sum of
confirmed follow-up

J |

|

5 10 15 20 25 30
% of participants with most common pIMDs at enroliment

TaeLe 2 Vaccine efficacy against HZ in pooled Z20E 50/70 participants with pre-existing pIMDs (mTWC)

Vaccine efficacy®,
% (95% CI)

Incidence
per 1000

RZEZV
MNo. of Sum of Incidence
confirmed follow-up per 1000
HZ cases vears® person-years
Owverall 936 R 3I611.7 1.1
50-59 Y OhA 222 1 885.6 1.1
60—89 Y OA 159 O 638.3 0.0
TO-79 YO 427 2 1623.0 1.2
=80 YO~ 128 1 464 .8 2.2

o923
201
151
450
121

HZE cases

years®

person-years

38 3408.8 111 90.5 (F3.5, 97 .5)
11 5.6 14.2 o9z2.8 (50.5, 99.8)
8 588.8 13.6 100 (54.9, 100)
13 1647.3 7.9 84 .4 (30.8, 98.3)

5] 397 .0 15.1 86.2 (-13.5, 99.7)

35
Dagnew et al. Rheumatology 2021;60:1226-1233



The safety profile in terms of SAE occurrence was similar in the vaccine and placebo groups

Fia. 2 SAEs in participants with pre-existing pIMDs reported through 365 days post-last vaccin

# RZV mPlacebo

[ Infections and infestations | ——
—
-
-——t]
-
-

Pneumonia
Urinary tract infections
Cellulitis
Cardiac disorders E—‘
Myocardial infarction e
Cardiac failure

Cardiac failure congestive
Angina pectoris

Atrial fibrillation
Coronary artery stenosis

—
—_
—I—
- —
e

Atrial flutter ™=——
|

Transientischaemicattack S
Syncope mm——
iMusculoskelelal and connective tissue disorder =' T
 Osteoarthritis j—-———

| Respiratory, thoracic and mediastinal disorder mmmm—————— '

Pulmonary embolism
[ Vascular disovdors=f
Hypertension Eame—

[ General disorders and administration site...

7

Chest pain

[ Psychiatric disordeF

Somatoform disorder =——H

w

<

1 2 3 4 5

% of participants reporting SAE by MedDRA SOC and PT

* SAEs and fatal SAEs were similar between RZV and placebo recipients.

Fia. 3 SAEs with fatal outcome in participants with pre-existing pIMDs reported during the entire study period (TVC)

#RZV mwPlacebo

Infactions and infastations

|

Preumonia

Cardiac disordars

Cardiac failura

Meoplasm benign, malignantand unspacified

T
|

FII

Lung neoplasm malignant

General disorders and administration site conditions

Death

h

0.5 1 15 P 2.5 3

=

‘h of participants for whom SAE with fatal outcome were reported

+ SAEs deemed to be related to vaccination by study investigators ranged from 0% to 1.6% in the RZV group and 0% to 0.76% in the placebo group

36

1. Dagnew et al. Rheumatology 2021;60:1226-1233, 2. MMWR Morb Mortal Wkly Rep. 2022;71:80-84.



To RZV MpoKAAECE KUTTAPLKA 0lVOOOAOYLKN OVIOTTOKPLON O€
OlVOOOKOTECTAAUEVOUCG TTANOUGHOUC o€ peAétec dpaonc HI/HNT*

Ataueon ovyvomta yia ta eidika wg poc v gE CD4* T xvttapa spty kat 1 unva ueta m 2" §0on tov RZV!

10000 6.645

3.082
1000
100 U
9
HM

127

Iuxvotnta elStkwv wg npog tnv gk CD4+ T kuTttdpwv
(8uapeon rpr £ I1QR)

10

au-HSCT RT ST

779

N=51 N=53 N=32 N=22

*KdaBe TANBUC OGS aglohoynonke o€ EexwploTr JEAETN.L
To ypdenua dnuioupyndnke amoé Tnv GSK avegdptnta

Agev £xel TEKUNPIWOEI N CUCXETION TNG AVOOOAOYIKAG AVTATIOKPIONG HE TNV TTPOCTACIA. ZUVETTWG TO ETTITTESO TNG AVOOOAOYIKAG AVTATIOKPIONG TTOU TTapéXEl TrpooTacia évavti Tou HZ gival dyvwoTo.2

1Ma N peAérn ST: dedopéva PIv atrd Tn XnueloBepatreia (n 1n d6on xopnyndnke 8-30 nuépeg TPIV aod Tn XnpeioBepaTreia Kai n 2n 36on TNV nUépa TnNG Xnuelobepartreiag).1

au-HSCT=auTtoAoyn YeTApPOOXEUOT APXEYOVWV QIMOTTOINTIKWVY KUTTApwv, HM=aiyaTtoAoyikég kakoneieg, IQR=31areTapTnuopiakd e0pog, RT=peTapdoxeuon veppol, RZV=avaouvduaouévo euBoAio Katd Tou 100 TnG avepeuAoyidg-EptrnTa JwoThpa, ST=ouptrayng 6ykog,

HIV= 166 avBpwTTivig avOooOaVETTAPKEIAG

Dagnew AF. Immunogenicity of the Adjuvanted Recombinant Zoster Vaccine in Immunocompromised Adults. Open Forum Infectious Diseases, Volume 7, Issue Supplement_1, October 2020,

Page S22. GlaxoSmithKline. RZV European public assessment report, Annex I: Summary of product characteristics: EMA; August 2020.

HMpw W1 pAvag Letd tn 2n doon

2.810
107
HIV

N=30
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To RZV npoKAAEGE YUULKN OLVOOOAOYLKN QVIOIOKPLON OE
avoooKateoTaApuévous NANBucpoUg o€ peAéteg paong II/1IL

ST
N=121

GMC twv avtiowuatwv kata e gE 1 unva ueta m 2" §0on tov RZV*
100000 "MNpw B1pAvag petd t 2n déon
50.443
19.164 18.292
12.753 13446
10000
:
[VALUE]
1000
100
au-HSCT HM RT
N=82 N=217
*KdaBe TTANBUCOG agloAoynBnke o EexwplaTrh HEAETN.L

HIV
N=87 N=54
To oxAua dnuioupyndnke améd Tnv GSK avegdpTnTa, ye Bdon Ta TpwTtoTUTTA dedopéva TTou avagépovtal aTn dnuoaicuon Dagnew AF. Immunogenicity of the Adjuvanted Recombinant Zoster Vaccine in Immunocompromised Adults. ID Week 2020
Agv €Xel TEKUNPIWOEI N CUGKETION TNG AVOGOAOYIKAG QVTATIOKPIONG HE TNV TTIPOCTACIA. ZUVETTWG TO ETTITTEDO TNG AVOCOAOYIKNAG QVTATIOKPIONG TTOU TTAPEXEI TTpooTaaia EvavTi Tou HZ gival dyvwoTo.2
au-HSCT=auTtéAoyn PETAUOOXEUTN APXEYOVWV AIPOTTOINTIKWY KUTTApWY, gE=yAukotrpwreivn E, GMC=yewueTpIKEG PéTEG OUYKEVTPWOEIG, HM=aipaToloyikég kakorBeleg, RT=peTapdayeuon veppou, ST=ouptrayng dykog, HIV=16¢ avBpwTivng avoooaveTTapKEIag
1. Dagnew AF. Immunogenicity of the Adjuvanted Recombinant Zoster Vaccine in Immunocompromised Adults. Open Forum Infectious Diseases, Volume 7, Issue
Supplement_1, October 2020, Page S2 2. GlaxoSmithKline. RZV European public assessment report, Annex I: Summary of product characteristics: EMA; September 2020.



AeSopéva cuyxopriynong tou RZV

EpBoALa:

Fpinng (un avocoevicxupévo adpavomotnuévo euPBOALO KOTA TNG EMOXLKAG H GuyX0opAYNoN €ival YeVIKA KaAG avekTrL-3
{ 1

vetmng) Aev €xel avakuyel {NTNPa ac@aAeiagt3

NMVEUPOVIOKOKKOU (PCV13, PPV23)24 > AT UL TRl O | W ebi =

AwdpOepitidac-teTAVOU-KOKKUTN (dTpa)?




5. EpBoAo epninta {wotnpa (HZV)

itnv EAMada kukhodopouv duo sppoha, to eppolo pe {wvrta efaocBevnpevo w0 (ZVL) kol to
adpavormolnpevo avaouvbuacpevo eppolo (RZV).

To suBoAio pe {wvra sfaclesvnuevo 16 (ZVL) yopnysital:
o o eviAikec nhkiac petaty 60 kol 75 etwv, avefdptnta av avadEPETUL TIPONYOULLEVD
ekbrjlwon épnnta {wotrpa.
O OE dTopd mou mpokewtal va AdPouv avoocokatacotaAtikry Bepamsia (ocuotrivetoal va
gppohialovron TovAGyLOTOV EVa PNVOL TIPLWY TNV EVapEn TNC aywync).

To adpavonounuévo avaocuvlvacusgvo euBodio (RZV) epBéAio yopnyeirtai:
EBvikr) Emtponn Epfolacpwy - EBviko Mpoypappo Epfoliacpuwy Evniikwy 2023 9

O Of ATOMO ME avoookKataotoAn nAwkicag 60 etwv kal dvw, evbopuikda os dvo dooewg pe
OUVIOTWHEVO pecodbldaotnua 2 pnvwy (o epfolacpoc Ba mpemel va exel chokAnpwBel To
apyoTeEpo O pecodldoTnua 6 pnvwy amo tnv mpwtn doon).

o o0& dropa nAkioe 18 stwv Kol dvw PE avocokataotoAn (ocupmeplhappPoavopeEviov
acBevwv pe HIV), mou éyouv ekbnlwosl o | meplocotepa enswodla epmnta {wothpo.
O spfoMOacpoc CUVIOTATOL O XPOVIKO SLAoTnua TouAdyLoTovV TPV JUNvVwy LETA Tnv

TeAsuTalia voonon. 42



2KEMTKO NG EOVIKNG Emttpontic EMBOALACWVY GXETIKA

AvoooxarortadTeg | arocoTtpomemommuey aywyg Merpion - vgrglon movbevon

ATC code
4 L 4 4 rh Tucoeby
HE Tov ERBoALaGHO yia Tov éprinta-{watiipa AnpiAlog 2023 S e e
Em\eypéveg KATAOTACELS AVOOOKATACTOALG My froloyucet mapayovrog
Azathioprine (AZA) LO4A 01
Cyclophosphamide (CYC) LOLAAOL
1 1 no 1y Cyclosporne (CsAl LALDOL
Metapooyevor) Mstap?oj(suoq SURTS I R e | L efhumomide (LEE) T
Metapooyeoor apoIou]TiKOV KOTTAP®V aANOYeVI|g Methotrexate (MT2) LO4A 03
1] aOTONOYI] KATA TO TEAELTAIO 6PVO 1) piE 6-mercaptopurine (6-MF) LOIBBAZ
, . . . Mycophenolate acid (MPA) L<ba A6
oovex1{opevi) My avoCOKATAOTANTIKIG Ty ®YI)G Mycophenolate mofet] [MME) LOZAADG
Atopa oe Mota avapovi)g yida HETAaPOOYED Tacrolimus Lo4ADO2
-Fl (IP ]‘3 "Irl ]1 cql UX UII Blitoxanftrone LOID D7
OPY{IVOU Brokoyixol maopayovTeg
Ne KT Y AT 10 : KT o) y Abatacept LidaAzs
CPPI L 1‘{0[30 ies al.]lDKa iprUI] - lIEplT‘D\, T RAEapon .-‘s.nli-l'L-.lPl::.-‘s:nalr.inra. Canakinumak) LO4ACO3, LO4ACOE
AVEDAPKELT XPOovia ve@pikl) avendpkela otadiov 5 Amt-IL6 (Tocdizamab) Ao
Ans-TL12/23 (Ustekinumak) LO4ACOS

Kapxivog oo

ayoyr)

Kapxivog oopmayodg opyavov og atopd oo
oo alovtar oe Beparieia (ynperobepareia,
axmvoBepamneia, avoocobepareia 1) alAr) Beparteia)®

Ant-TL17 [Bredahamab, Secukinvormals)

LI4ACLY, LACLD

Ant-TIFs (Adalimoamab, Cﬂ'tl:\-]il‘l.lm.-l.b pesol,

Etanercept, Golimamab, Inflixioak)

Li#ABM, LMABIS, LIMAEBDL, LO2ABOG,
Li#ABOT

Belimumab LOLAAZS

Anb-B cell (Ritwxmab) LOL<C02

Catumumab LOIFAD2

A A\ ¢ i ( A ' : Ocrelizumab LOLAASE

THATOAOYIKOG KAPKiIVOG (ILY. Aeoyayia, Aepgopa, TR F—— iAAn

noA\arhoovv poéhepa) oe aropa mov vaoPallovrat Inebilizumab LO4AAST

1 v ' ' Eculizumab LHAAZS

oe 1El£pcrr[£1cr ) SRS FUEL D URIE T oev : - R

Bploxkovtal oe aywyt) Fingalimod LOsAAZT

Sipordmod LA A43

f ; . - T Crzandimod LI4AASS

AvoooxataotoAl] | Avto@Aeypovmdelg/ avtoavooeg mabrjoetg 1) alAy P ———  DiAASO

VOOOG DIIO (IVOCOKATAOTAATIKI] 1) Cladribine L04AA0

' ' ' . Teriflunoodde LI4AAS]

(IVOOOTPOIIOIOU|TIKI] ay®yI) HeTpiov-oypnAod e — iAC S

KivOoovoo™ Fizankizumab LO4ACIE

Guselkumakb LHACLE

. , . Vedolizumak L&A ASS
Bapia covdoaopévi) avoooavendapkela — = =

Apremilast LA AST

\ Avactohcic JAK (Tofacitinib) LO44 A9

HIV aveSaptjtag CD4 Avaorohric JAK (Baricitinib) LO4AAST




H EAAnvIKA ETaipgia AOIHWEEWY CUCTAVEI TOV
eMBOAIOOUO pE RZV?

O8nylec o€ ELBLKEC TIEPLITTWOELC

v' Xopnyouvtat Vo 660¢lc tou AvaouvSuaouévou EuBoAiou tou Eprinta — RZV o€ pueoobdtaotnua 2-6 UnNVwv 0€ AVOOOETIAPKEIC
eviAtkec nAtkiacg = 50 etwv.

v' E@odoov o aoOevric ival avoookataotaAugvoc > 18 etwv, n eUtepn 56on tou Avacuvbuaouévou EuBoliou tou Epninta — RZV
xopnyeitat oyt apyotepa arto 1-2 unveg.

AN

EvaAdaktika o€ avoooemopkeic eviAlkec nAwkiac = 50 etwv pia doon tou Zwvtoc¢ EuBoAiou tou Eprinta-ZVL

AN

Eav o aocUevric ExeL mponyouuevo enetocodio Epnnta {wothpa, to eUBOALo yopnyeital ueta artd 12 uRveg

v' Eav o aoOevric éxst n6n AaBst to Zwv EuBOALo tou Eprinta-ZVL, o euBoAtaoudc unopei va eravaineiei ue Avacuvbuaouévo
EnBoAio tou Epninta — RZV (bvo dooelc) ueta arto 12 uRVeg

v’ Aev anauteital EAsyYo¢ avtiowpatTwy Evavtl tou oU VZV riptv tov euBoAiaoud yia tov éprinto {wothpo. SXe60v 0Aot ot EVAAIKEC
>50 etwv gyouv uoAuvvidei ue tov VZV, aveéaptnta av ava@epouv cuuntwuata cupuBarta ue avepoBloyia oto rapeAGov. Av Ouws
glval yvwaoto ot 0 aoUevr¢ eivat entivooog atov VZV, mpotiuatal n xopnynon 2 Socswv (ue peoodiaotnua 4 eBdouadwv) tou
geuBoAiou ¢ aveuoBioyiac

v' Eykupoouvn: v untapyouv Sebougva yLa to EUBOAL EVaVTL TOU EPTINTO OE EYKUOUC

Mpoaoappoyn and EAAnvikn Etalpeia AotpwEewv, 0dnyieg yia tov epBoAlacpo evavrl tou ‘Epninta Zwotrpa 30.1.2023

1. Odnyieg yia Tov epBoAiaauod évavti Tou ‘Eptinta Zwotrpa, EAANvIKA ETaipeia Aoipwéewy, https://www.loimoxeis.gr/odhgies-gia-ton-emvoliasmo-tou-erph-zosthra/ Last accessed January 2023
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O €pning lwotnpag eivat €va AoluwdeC voonUa LE COPOPEC EMUITTWOELS

H peiwon tn¢ avooiog mou oxetiletal pe TNV nAKia, n avocokataotoAn KaBwc Kal oL 6uvvoonPoTNTEG aLUEAVOoUV
Tov Kivduvo sudaviong epninta {wotnpa

OL Bepameutikeg eMAOYEC yia TN Slaxeiplon Twv aocBevwy pe Epmnta {woTthpa ivol TEPLOPLOUEVEG Kall
unoBéAtioteg”

E€alpeTikd onpavtikni n atio tng mpoAnyng tou Epnnta {wothpa LECW TOU EUPOALOCHOU
AlaB€oLpo otn Ywpa pog To avaocuvduacpévo pBoAo (RZV)
AlaBeTtel UPNAN KOl LOKPOXPOVLOL ATTOTEAECHATIKOTNTA 0 eVAALKEC NALKiog =50 eTwv

AlaBetel KAWVIKA debopéva o 5 mAnBuopouc acBevwy pe avoookataoTtoAn nAtkiac 218 etwv

Exetl KAWVIKA arodeKto npodil aoPpalelog

Zuyxopnyeitat pe ta epBoALa TNG ypinng (KN 0vooOEVIOYXUUEVO ASPAVOTIOLNUEVO EUPOALO KATA TNC ETTOXLKAC
ypinng), tou mvevpoviokokkou (PCV13, PPV23) kal tn¢ didpOepitidac-tetavou-kokkutn (dTpa)

Xopnyeitat pe €va Sooohoyko oxnua 2 86cewv (0, 2-6 yia eviAtkes nAtkiog 250 etwv & 0, 1-2 yiat eVAALKEC
nAkiag 218 etwv mou Bpiokovtal og avénpevo kivduvo yla Epninta {wothpa



