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VZV latent enfeksiyonun kontrolii
ve

Reaktivasyonun 6nlenmesinde

g

Hlcresel immun yanit kritik 6neme sahiptir

-

o

Ozellikle yasli ve lenfoproliferatif hastaligi olan hastalarda

Bu poplilasyonda herpes zoster daha ylksek oranlarda

~

hicresel immuin yanitta azalma

: 4

goriulmektedir
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Doklntl baslangicinda glicli VZV hiicresel immun yanit

Hastalik siddetinde azalma ] [ Postherpetik nevralji riskinde azalma ]

4 )

Yeterli hiicresel immun yanita sahip olmayan bagisiklik sistemi
baskilanmis kisiler

J

Olimcil seyredebilen uzun sireli reaktivasyon ataklari ve dissemine
\ hastalik acisindan daha buyuk risk altindadir /

Weinberg A, Zhang JH, Oxman MN, et al. Varicella-zoster virus-specific immune responses to herpes
zoster in elderly participants in a trial of a clinically effective zoster vaccine. J Infect Dis 2009; 200:1068.



https://www.uptodate.com/contents/vaccination-for-the-prevention-of-shingles-herpes-zoster/abstract/6
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Mevcut asilardan herhangi birisi ile yapilan bagisiklama

U

VZV'ye spesifik T hucresel bagisiklik yanitlarinda artisa yol acar

U

Bu durum asinin hastaligi onleme veya hafifletmedeki etkinligine

k katkida bulunur j




[ Herpes zoster asilamasindaki amag ]
Virus reaktivasyonunu énlemek ] [ Postherpetik nevralji gelisimini 6nlemek
4 )
Zonanin epidemiyolojik ve ekonomik yiikiiniin
ve

Yasam kalitesi Gizerindeki negatif etkilerinin azalmasini saglamaktir
\_ /




VZV glikoprotein E;

* Viral replikasyon

* Hicreden hiicreye
yayllma

e VZV'ye 6zgli immin

yanitlarin birincil hedefi

Bu amacgla eriskinler icin 2 herpes
zoster virlis (VZV) asisi mevcuttur

‘ﬁfe’:ﬁ;sﬁ . “
—— o
Canli zayiflatilmis Rekombinant VZV asisi
VZV asisi (CZA) (RZV)
Zostavax Shingrix
Oka susu VZV’nin E glikoproteini ve
Antijen miktar sucicegi aslsmdanaha fazla ASO1 adjuvanini igerir
Tek doz, subkutan 2 doz, im
2006 yilinda 60 yas ve lizeri igin 2017’de FDA onayi aldi
2011’de 50 yas ve uzeri icin FDA onayi aldi —

Nucleocapsid

Double-stranded
7, DNA genome



COVID-19 vaccination recommendations have changed. Find the latest recommendations at www.cdc.gov/covidschedule

Table 1 Recommended Adult Immunization Schedule for ages 19 years or older, United States, 2023

CoviD-19

Influenza inactivated (IIV4) or
Influenza recombinant (RIWb

Influenza live, attenuated
(LAIV4)

(Tdap or Td) ldonﬁnp,ﬁuﬁm!&ptuﬂ.m‘lom
Measles, mumps, rubella iu!dmﬁp&guhm For healthcare personnel,
(MMR) aﬂumhllsurhm seenotes

Varicella
(VAR)

Zoster recombinant
(RZV)

5 i z«sdnasi-p-l'l:nﬂl"l 2 27 through 45 years

Pneumococcal
(PCV15, PCV20, PPSV23)

Recommended vaccination for adults with an Recommended vaccination based on shared No recommendation/
additional risk factor or anather indication clinical dedision-making Mot applicable

Aecommended vaccination for adults who meet age requrement,
fack decumentation of vaccination, or kack evidence of past infection




CDC P Immuno- HiVinfection CD4 End-stage
2 Asplenia Heartor S
ercentage and count v
e m Acl Vaccine Pregnancy compromised | T g complement renal lung disease; (hrqmcllver Diabetes

(excluding HIV L™ 150, 0r | 215%and | deficiencies |915835€, 0ron| o o holism® disease
infection) <200 mm’ | 2200 mm’ hemodialysis

Table pJ Recommended Adult Immunization Schedule by Medical Condition or Other Indication, United States, 2023

Men who
have sex
with men

Health care
personnel®

COVID-19 See Notes
1IV4 or RIV4 1 dose annually
LAIV4 Contraindicated Precaution 1 dose annually
Tdap orTd 3 "°’°""’“"‘ 1 dose Tdap, then Td or Tdap booster every 10 years
MMR - Contraindicated 1 or 2 doses depending on indication
VAR Contraindicated 2 doses
< RZV 2 doses at age =19 years 2 doses at age =50 years
HPV 3 doses through age 26 years 2 or 3 doses through age 26 years depending on age at initial vaccination or condition
Pneumococcal
(PCV15, PCV20, 1 dose PCV15 followed by PPSV23 OR 1 dose PCV20 (see notes)
PPSV23)
HepA 2,3, or 4 doses depending on vaccine
HepB 3 doses 2, 3, or 4 doses depending on vaccine or condition
(see notes) £oat
MenACWY 1 or 2 doses depending on indication, see notes for mwm
MenB Precaution 20r 3 doses depending on vaccine and indication, see notes for booster recommendations
3 doses HSCT*
Hib recipients only 1dose
Recommended vaccinaban Recommended vaconation Recommended vaccination Precaution-vaccination Contrandicated or not No recommendation/
for adults who meet . for aduits with an addstional based on shared dinical might be ndicated if recommended-vaccine Not applicable
age requirement, lack risk factor or another decision-making benefit of protection should not be admirestered
documentation of indication outweighs risk of adverse “faccinate after peeqnanc
vaccination, or lack reaction YT preg Y

evidence of past nfection

a, Precaution for LAIVA does not apply to alcoholism. by See notes for nfluenza; hepatitis B; measles, mumps, and rubella; and varicella vaccinations. . Hematopoietic stem cell transplant.



=28 ACIP

Zoster Asillamasi

Rutin Asilama

50 yas ve uzeri:
e 2 dozluk seri rekombinant
zoster asisi (RZV)
e 2-6ayaraile
* Minimum aralik 4 hafta

o

2. dozun
uygulanmasinda
gecikme olmasi
durumunda yaklasim

2. doz, birinciden 4
haftadan daha kisa bir
siire icerisinde

uygulanirsa

L)

(D .

zamanda uygulanabilir

ilk dozun lizerinden 6
aydan fazla stire
gecmisse

2. doz herhangi bir

Asi serisinin yeniden
baslatilmasina gerek
yoktur
Ancak bu durumda
asinin etkinligi
belirsizdir

&

6) (

Erken verilen dozdan en
az dort hafta sonra
asilanmanin
tekrarlanmasi gerekir
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Gecirilmis herpes zoster
veya canli zoster asilamasi
yapilmis kisilere RZV
onerilir mi?

<)

Evet
* Herpes zoster tekrarlama riski
nedeni ile asilama gecirilmis
herpes zoster veya canli zoster
| > asilamasina bakilmaksizin
onerilir

Asilama icin sucicegi
serolojik kaniti gerekli
midir?

<)

Hayir
* Asilama icin sucicegi serolojik kaniti
gerekli degildir
| )
J
\_/
* Fakat su cicegi serolojik kanitlarina ulasilabiliyorsa; A
« Oncelikle sucicegi asilamasi icin ACIP énerilerinin uygulanmasi énerilir
* RZV sugigeginin dnlenmesi igin endike degildir
* Su cicegi oykusu veya su cicegi asisi olmayan kisilerde RZV kullanimina
iliskin sinirli veri bulunmaktadir
\- /




LEACIP

Zoster Asilamasi
Ozel Durumlar

e Gebelikte RZV asilamasina
yonelik herhangi bir ACIP 6nerisi
bulunmamaktadir
Asilamanin gebelik sonrasina
ertelenmesi distintlmelidir

* Asilama oncesi gebelik testi
yapilmasina dair bir 6neri yoktur

(o)
<,
P

&

(O

e RZV gibi rekombinant asilar
emziren anneler veya bebekleri
icin bilinen bir risk olusturmaz

RZV’nin endike oldugu durumlarda

emzirme durumuna bakilmaksizin

asilama duasunulebilir
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Asilama icin dikkat edilmesi gereken
durumlar

9 .

Atesli veya atessiz orta derecede veya

(D siddetli akut hastalik: Asilama
RZV Asisi Kontrendikasyonlari ertelenmelidir
. . * Mevcut herpes zoster enfeksiyonu varligi:
* Onceki dozdan sonra veya as| Hastaligin akut agamasi bitene ve
bilesenlerine kargi bilinen semptomlar diizelene kadar asilama
ciddi alerjik reaksiyon ertelenmelidir
(Anafilaksi) .

Fakat herpes zoster'in kendisi VZV'ye
) 0zgu bagisikhgr artiracagindan asilama
genellikle enfeksiyondan sonra
yaklasik bir yil ertelenmeli

)




Immiinsupresif Hastalarda Asilama Onerileri

Bagisikligi baskilayan
durumlar

(CD4 sayisina bakilmaksizin

HIV'li kisiler dahil)

&

o)

e 2-6ayaraile
e 2 dozluk seri rekombinant RZV asisi
onerilir

Secilmis
immiinmodulator
tedavi
Kemoterapi
Steroid

sadece 50 yas ve Uzeri kisiler icin onay almis
e 2022'de ACIP;

sekilde genisletti

immunsupresyon nedeniyle herpes zoster riski

\onaylam|§t|r

(immunkompromize hastalarda asilama 6nce \

e 19 vyas ve lzeri yetiskinler icin RZV'yi icerecek

* FDA ve Avrupa ilac Ajansi, immiin yetmezlik veya

yuksek olan 218 yas bireyler icin RZV kullanimini

/




Immiinsuprese hastalarda asilama zamani

?

&

<)

Asilama mimkuin oldugunca
immiuinsupresyondan once
yapiimalidir

&

©

Yapilamadigi durumlarda
Asinin etkinligi
herpes zoster riski
ve
astlamanin potansiyel riskleri
dikkate alinarak
hasta 6zelinde
degerlendirilmelidir

&

)

ideal asilama
immiin yanitin muhtemel en
glcli oldugu durumlarda
uygulanmahdir
(immiin baskilanmanin en
disik oldugu donemde)




Bagisiklik sistemi baskilanmis kisilerde

e Hastalarin buyuk cogunlugu
su cicegi gecirmistir

Zoster asisi uygulanmadan veya
once; * Su cicegine karsi asilanmistir
* Sucicegi bagisikhginin ve

e Antikor titreleri azalmis
olabileceginden serolojik
testler glivenilir olmayabilir

dogrulanmasi gerekli degildir




Fakat sucicegi seroloji degerlendirmesinin rutin oldugu hasta gruplarinda
(Ornegin organ nakli)

/ Bagisiklik kaniti yoksa; \

* Sucicegi asisinin uygulanmasi
makul olabilir
* Fakat yaklasim kisitlidir ciinki su
cicegi asisi genellikle kontrendikedir
ve
* RZV'nin su gicegini onlemedeki
etkinligi ve glivenligi
degerlendirilmemistir

\_ /

-

\_

Ancak uzman goriisii ile;

~

Su cicegine karsi kismi bagisiklik
olusturmasi muhtemel oldugundan

ve

Su cicegi maruziyeti her zaman

bilinemeyeceginden

Herhangi bir maruziyetten 6nce

RZV uygulayabilir

/




/ACIP I

Hematopoietik kok hicre nakil alicilarinda:

* Antiviral tedavinin kesilmesinden dnce
astlama tercih edilir

e Otolog HCT: Nakilden en az 3-12 ay sonra

Organ nakli alicilar * Allojeneik HCT: Nakilden en az 6-12 ay
Bazi transplant alicilarinda, RZV'nin sonra
adjuvan tarafindan olusturulan immiun \ /

yanita bagh olarak greftin
reddedilmesine yol acabilecegi gibi
teorik bir riski vardir ﬂCIP \

Calismalar halen devam etmektedir Solid organ nakil zillcnarmda.: )
Bu arada RZV ile asilama karari ve * Muimkin oldugunca nakilden 6nce

asilamaya yaklasim kisiye 6zel olmalidir * Mimkiin degilse nakilden en az 6-12 ay

sonra

/ * Tercihen greft fonksiyonunun stabil oldugu
bir zamanda ve idame immiinsupresyon

\ altinda




Case Report

iMedPub Journals Journal of Neurology and Neuroscience 2019
www.imedpub.com ISSN 2171-6625 Vol.10 No.4:301

DOL: 103664872 6625.104.301

Severe Guillain-Barré Syndrome Following Rina Yadav*,

Guillain-Barré sendromu oykiisii olan hastalar
RZV ile GBS arasindaki olasi iligki g6z dntine Shingrix® Vaccine Administration eew Humdiny o
alindiginda, genellikle GBS ge¢misi oldugu
bilinen hastalara RZV uygulamasindan
kaginilabilir

Recurrence of a Rare Subtype of Guillain-Barré
Syndrome Following a Second Dose of the
/ Shingles Vaccine

Stkander Chohan ', Ali Chohan

Medical Education, Wayne State University School of Medicine, Detrolt, USA 2 Family Medicine, Western Michigan
University Homer Stryker MLD. School of Medicine, Kalamazoo, USA

Corresponding author: Stkander Chohan, ga7975@wayne edu

Nerve affected by
Damaged Guillain-Barre




Otoimmiin hastaliklari olan hastalar
Multipl skleroz, inflamatuar bagirsak
hastaligi, romatoid artrit gibi otoimmun
rahatsizliklari olan hastalarda, RZV ile asilama
kararinin vaka bazinda verilmesi
gerekmektedir
Adjuvanin ortaya c¢ikardigi bagisiklik yanita
bagl altta yatan hastaligin alevlenmesi gibi
olasi riskleri ve bagisikhik baskilayici ajan alan
kisilerde asinin etkinligini dikkate almalidir

-

ZOE-50 klinik ¢alismasinda

e Calisma boyunca immun iliskili
hastaliklarin RZV grubunda plaseboya
gore daha sik goraldigiine dair hicbir
kanit saptanmamis

-

~

J

-

ACIP

Akut hastalik veya alevlenmeler sirasinda
olmadan hastaligin otoimmiun veya
inflamatuvar hastaligin en iyi kontrol
edildigi durumda yapilmali

J

-

~

J

Lal H, Cunningham AL, Godeaux O, et al. Efficacy of an adjuvanted herpes zoster subunit vaccine in older adults. N Engl J Med 2015; 372:2087.

. Dagnew AF, Rausch D, Hervé C, et al. Efficacy and serious adverse events profile of the adjuvanted recombinant zoster vaccine in adults with pre-existing potential
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Satyam VR, Li PH, Reich J, et al. Safety of Recombinant Zoster Vaccine in Patients with Inflammatory Bowel Disease. Dig Dis Sci 2020; 65:2986.
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Bagisiklik sistemi baskilanmis gruplarda

Otolog hematopoietik kok hiicre nakli
Bobrek nakli

Hematolojik maligniteleri

Solid organ malignitesi

HIV olgularini iceren

6 klinik calismadan elde edilen kapsamli
guvenlik verileri

\_

1587 RZV-1529 plasebo

/

5

-

\_

Ciddi, olumcdl veya potansiyel

immun iliskili hastalik bildirimi RZV
ve plasebo icin genel olarak benzer
Genel olarak herhangi bir glivenlik

endisesi tespit edilmemis

Sonuclar herpes zoster riski yuksek olan bagisiklik sistemi baskilanmis poplilasyonlarda RZV
astlamasinin olumlu fayda-risk profilini desteklemekte




RZV Yan Etkileri

Enjeksiyon bolgesinde lokal ve sistemik yan etkilere neden olabilir

Sistemik reaksiyonlar

Miyalji
Enjeksiyon bolgesinde yel
. Yorgunluk
reaksiyon N
. : Bas agrisi
En sik gorulen yan etki :
sridir Titreme
8 Ates

Gis semptomlari




Table 3. Adverse Events and Reactogenicity.*

Variable HZfsu Group Placebo Group
no. of participants ftotal no. % (95% Q1) no. of participants ftotal no. % (95% Ci)
Reactogenicity subgroup 4460 4466
Within 30 days after vaccination
Unsolicited repoct of adverse event 1308 293 (28.0-30.7) 1226 27.5 (26.1-28.8)
Grade 3 unsolicited report of adverse 208 4.7 (4.1-5.3) 151 3.4(29-40)
eventy
Within 7 days after vaccination -
Solicited or unsolicited report of adverse 3765 ( 84.4 (83.3-85.5) ) 1689 @ f.4-393
event
Grade 3 solicited or unsolicited report of 760 @s.%@ 145 @ 7-3.8)
adverse eventy
Grade 3 solicited or unsolicited report of 694 15.6 (14.5-16.7) &3 1.9(1.5-23)
adverse event related to
vaccination
Solicited report of injection-site raaction 357174382 215 (80.3-82.6) 522/4377 11.9(11.0-12.9
[ Pain 346474382 79.1 (77.8-80.2) 49074377 11.2 (10.3-12.2
Redness 16644382 38.0 (36.5-39.4) 594377 L3 (1.0-L7)
Swellirg 1153/4382 26.3 (25.0-27.6) 46/4377 1.1(0.8-1.4)
Grade 3 solicited report of injection-site 417/4382 95 (8.7-10.4) 16/4377 0.4 (0.2-0.6)
reactiony
Solicited repart of systemic reaction 28944375 66.1 (64.7-67.6) 129374378 29.5 (28.2-30.9)
I Myalgia 2025/4375 46.3 (44.5-47.8) 53074378 12.1 (Ul—ls.ll
Fatigue 2008/4375 45.9 (44.4-47.4) 7284378 16.6 (15.5-17.8)
Headache 1716/4375 39.2 (37.840.7) 700/4378 16.0 (14.9-17.1)
Shivering 123274375 282 (26.8-29.5) 259/4378 59(5.2-6.7)
Fever 93974375 215 (20.3-22.7) 132/4378 3.0(2.5-36)
Gastrointestinal symptoms 7884375 18.0(16.9-19.2) 38774378 8.8 (8.0-9.7)
Grade 3 solicited report of systemic 49874375 11.4 (10.5-12.4) 106/4378 2.4 (2.0-29)
reaction§
Total vaccinated cohort 7698 7713
Throughout study period
Serious adverse event] 689 9.0 (8.3-96) 686 £.9(8.3-9.6)
Potential immune-mediated disease 78 1.0{0.8-13) 97 1.3 (1.0-15)
Death 167 2.2 (L9-2.5) 174 23 (1.9-2.6)
Within 30 days after vaccination
Serious adverse event] 87 1.1(0.9-1.4) 97 1.3(1.0-1.5)
Serlous adverse event related to vaccina. 1 0.0 (0.0-0.1) 3 0.0(0.0-0.1)
tionf
Death 8 0.1 (0.0-0.2) 7 0.1 (0.0-0.2)

The IN EVW EINGI_ATITNS IO
JO U R INAIT., of MEIDICIDNNE

EETABLISIEND TN EmIZ MAY 22, 201S vorL. 372 No. 22

Efficacy of an Adjuvanted Herpes Zoster Subunit Vaccine
in Older Adulcs

. MDD, Olivier Godeaux, M.D.. Roman
. M.D.. M o evin . MDD
rc . Ph.D.. Dai

as . Heinerma

Chilibek. M.D.. Ph.D
et E. McElhaney., M.D..
e Watanabe. M.D.. Ph.D..

Asilamadan sonraki 7 gln icinde;

e RZV grubunun %84,4'liinde
* Plasebo grubunda %37,8 yan etki

Yan etkilerin ¢cogu hafif ila orta siddette
* Ancak;
e RZV grubunun %17’si
* Plasebo grubunun %3,2'sinde normal
glnluk aktiviteleri engelleyen (grade 3)
semptomlar
* Enyaygin enjeksiyon bolgesi reaksiyonu agri
* Enyaygin sistemik reaksiyon miyalji
Yan etkilerin ortalama ge¢me stiresi 1-3 gin




Table 3. Adverse Events and Reactogenicity.*

-~

Asilamadan sonraki ilk 30 glin icinde;
e RzV alicilarinin %1,1
* Plasebo alicilarinin %1,3’tGinde ciddi yan etki
Ortalama 3,5 yillik takipte
e Ciddi advers olaylarin sayilari ve tirleri;
* RZV grubunda %9,0
* Plasebo grubunda %8,9 ile benzer
En sik gortlen miyokard enfarktisu ve kalp yetmezligi

~

Variable HZsu Group Placebo Group
fo. of participants total no. % (95%CI)  no. of participantsfotalno. % (95% Ci)
Tota vaccinated cohort 1696 It
Theoughout study period
Serious adverse event} 689 30 (83-26) 686 83(83-99)
Potentialimmune-mediated disease I 10(08-13) i 13 (L0-L3)
Death 167 12(18:25) I 23 (19:26)
Within 30 days afervaccination
Serious acverse event} i L1{0%-14) i 13 (L0-L3)
Serious adverse event related fo vaccing: l 00(00-0.) } 00(00-01)
ton|
Death ] 01{00402) ! 010042

\_ /

Asi ve plasebo gruplarinda

* Ciddi yan etkiler

* immun-iliskili hastaliklar

e Olim

Arasinda anlaml bir farkliik saptanmamis

\_




Table 2. Vaccine Reactogenicity and Safety Overall.

The N EWVW ENGLAIN
C

ZO

=

JOURINAL of MEDI

ABEESICHE T2 BmE SEPTEMRBER 15, 201¢

Efficacy of the Herpes Zoster Subunit Vaccine in Adults
70 Years of Age or Older

oy. ). Puig-Barbera, C. Vanden Abeele, T. Vesikari, D. Watanabe, T
- )

Time Period and Event HZ/su Group Placebo Group
no. of participants/ no. of participants/
total no. % (95% Cl) total no. % (95% Cl)
Within 7 days after vaccination in the reactoge-
nicity subgroup*
Any reaction 399/505 75.0 (75.2-82.5) 149/505 29.5 (25.6-33.7)
Grade 3 reaction 60/505 11.9 (9.2-15.0) 10/505 2.0 (1.0-3.6)
Injection-site reaction 374/505 0.0—77.8) 50/505 (9.9 7.4-12.8)
Pain 347/505 68.7 (64.5-72.7) 43/505 8.5 (6.2-11.3)
Redness 198/505 39.2 (34.9-43.6) 5/505 1.0 (03-23)
Swelling 114/505 22.6 (19.0-26.5) 2/505 0.4 (0.0-14)
Grade 3 injection-site reactiont 43/505 8.5 (6.2-11.3) 1/505 0.2 (0.0-1.1)
Systemic reaction 267/504 53.0 (#8.5-57.4) 127/505 @.921.4—29.2)
Fatigue T66/504 320 (28.8-37.2) 777505 15.2 (12.2-18.7)
Myalgia 157/504 31.2 (27.1-35.4) 41/505 8.1(5.9-10.9)
Headache 124504 24.6 (20.5-28.6) 55/505 10.9 (8.3-13.9)
Shivering 75/504 14.9 (11.9-18.3) 22/505 4.4 (2.7-6.5)
Fever 62/504 12.3 (9.6-15.5) 13/505 2.6 (1.4-4.4)
Gastrointestinal symptoms 55/504 10.9 (8.3-14.0) 40/505 7.9 (5.7-10.6)
Grade 3 systemic reaction 30/504 6.0 (4.1-8.4) 10/505 2.0 (1.0-3.6)
Throughout the study period in the total vacci-
nated cohorts:
Serious adverse event 1153/6950 16.6 (15.7-17.5) 1214/6950 17.5 (16.6-18.4)
Serious adverse event considered as related to 12/6950 0.2 (0.1-0.3) 8/6950 0.1 (0.0-0.2)
vaccination §
Potential immune-mediated disease 92/6950 1.3 (1.1-1.6) 97/6950 14 (11-17)
Death 426/6950 6.1 (5.6-6.7) 459/6950 6.6 (6.0-7.2)

Asilamadan sonraki 7 gun icinde;

e Lokal ve sistemik yan etkiler RZV
alicilarinda plasebo alicilarina
gore daha sik

(%79,0'a karsi %29,5)

* Lokal ve sistemik yan etki sikligi
ileri yasla birlikte azalmakta

Ciddi yan etkiler

Potansiyel immaunite iliskili

hastaliklar

Oliimler her 2 grupta benzer siklikta




ﬂ:iddi yan etki \ TABLE 1. Characteristics of recombinant zoster vaccine (RZV) reports

Matbidity and Mortaiity Weekly Report Hastaneye yatig submitted to VAERS — United States, October 2017-June 2018

. Mevcut hastanede kalis

A Report characteristic No. (%)
H H H r p H i) suresinin uzamasi
PosthcensureSafetz(J Syn:jelsllance gf Re;on;lg;l;nzt ZostZ% l\;accme (Shingrix) e Yasom tehdit eden hastalk v A3E1 (000
. . . omen . 0.
Elbet M. Hose, D' To T Shimabakar, MDY o R S, MI B . Hiby, MPH2 Katlcn L Dooling MD', avi Goue, MD' *  Konjenital anomali Men WIIPEE)
Puige Lewis, MSPH; Carmen 5. Ng, MSPHS Masia V. Cano, MD* . Olum Not reported or unknown 246 (5.6)
\ ) Seriousness*
Nonserious 4251 (97.0)
rioust | 130 (3.0)
( \ Type of reporter
Yaklasik 3,2 milyon RZV dozunun skt st bl S
. anutaciurer p (37.
llk 8 aylik kullanimi sirasinda Patien 801(183)
. . Other 236 (5.4)
4381 yan etk| ra porunu |geren Parent/Guardian/Caretaker 22(0.5)
9 Lisans sonrasi gdzetim calismasi degerlendirmesinde ) 5 —
50-59 956 (21.8)
60-69 1,467 (33.5)
/ \ 70-79 988 (22.6)
. >80 251(5.7)
L|Sa ns sonrasil Not reported or unknown 692(15.8)
e 130'u (%3,0) ciddi yan etki RZV given alone® 4,167 (95.1)
Yaygin belirti ve semptomlar:
* Pireksi (ates) (%23,6) TABLE 2. Most commonly reported symptoms* after receipt of
e Enieksi bél ind v %22 5 recombinant zoster vaccine (RZV) in reports submitted to VAERS
njeksiyon bolgesinde agri (%22,5) (N=4,381) — United States, October 2017-June 2018
* Enjeksiyon bdlgesinde eritem (%20,1) Total RZV reports,  RZV given in combination
Advers olay veya ciddi advers olay raporlarinda beklenmeyen bir durum NP na% Wittty vaccined, w0 O
Pyrexia 1,034 (236) 57 (26.6)
Qa pta nmamis / Injection site pain 985(225) 43(229)
Injection site erythema 880(20.1) 50(23.4)
Pain 853(19.5) 45(21.0)
Chills 847 (193) 32(15.0)
. . T . . . - Headache 730(16.7) 30(14.0)
RZV kullanimi glivenlik verileri, lisans dncesi givenlik profiliyle tutarli Fatigue 203(16.0) 300N
i 1 H 1 i Pain in extremity 691(15.8) 37(17.3)
Ciddi yan etkiler nadir ve beklenmeyen bir durum yok dniosieinss IR <) i e

Myalgia 530(12.1) 19(8.9)
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Table 2. Vaccine Efficacy against the First or Only Episode of Herpes Zoster Infection.*

Vaccine e 18 Ulke
Cohort and Age Group HZ/su Group Placebo Group Efficacyy ..
e 2>50vyasinda 15.411 kisi
No.of Cumulative Rate of No.of Cumulative Rate of
No.of  Confirmed Follow-up Herpes No.of Confirmed Follow-up Herpes e 7698 RZV grubu
Participants Cases  Period: Zoster  Participants Cases  Period:  Zoster e 7713 plasebo grubu
no./1000 no./1000 .
person-yr - person-yr person-yr  personyr % (95% Cl)  Ortalama3 ,2 y||||k ta klpte
Modiﬁedmdmted * Herpes zoster'a karsi genel asi etkinligi
co
0
All participants in cohort 7344 6 232870 03 7415 210 23,170.5 9.1 > 697’2
3492 3 1,613 03 s & 1147 78 * Yas gruplari arasinda asi etkinligi icin
2141 2 70079 03 266 75 69527 108| 97.4[90.1-99.7) anlamli bir fark yok
1711 1 51279 02 1724 48 50830 94\ 97.9/(87.9-100.0) . A$| etk|n||é| tum yas grupla” |g|n
i %96,6 ila %97,9 arasinda
Al participants in cohort 7698 9 255845 04 7713 235 25,3599 93  96.2(92.7-98.3)
50-59 yr 3645 3 122449 02 3644 95 12,1625 78 96.9(90.6-99.4)
60-69 yr 2244 5 76741 07 2246 83 75818 109  94.1(85.6-98.1)

70 yr or older 1809 1 56655 02 1823 57 56156 102 983 (89.9-100.0) \-/




The
JOURN AL

NEW ENGLAND
of MEDICINUE

ESTABLISHED IN 1812 MAY 28, 2015

Efficacy of an Adjuvanted Herpes Zoster Subunit Vaccine
in Older Adults

VOL. 372 N

evir

>. 22

>., Ph.D

Table 2. Vaccine Efficacy against the First or Only Episode of Herpes Zoster Infection.”

Cohort and Age Group HZ[su Group

No.of Cumulative Rate of

No.of  Confirmed Follow-up Herpes No. of
Participants ~ Cases Period§ Zoster  Participants
no. /1000
person-yr  person-yr
Modified vaccinated
cohort

All participants in cohort 7344

@ 23,2970 03 7415

50-59 yr 3492 3 11,1613 0.3 3525
60-69 yr 2141 2 7,007.9 03 2166
70 yr or older 1711 1 5,127.9 0.2 1724

Total vaccinated cohort

All participants in cohort 7698 9 25,5845 0.4 7713
50-59 yr 3645 3 12,2449 0.2 3644
60-69 yr 2244 5 7,674.1 0.7 2246
70 yr or older 1809 1 5,665.5 0.2 1823

Placebo Group

No.of Cumulative Rate of

Confirmed Follow-up  Herpes
Cases Period Zoster
no. /1000
person-yr  person-yr

23,170.5 9.1

87 11,134.7 7.8
75 6,952.7 10.8
48 5,083.0 9.4

235 25,359.9 9.3
95 12,162.5 7.8
83 7,581.8 10.9
57 5,615.6 10.2

Vaccine
Efficacyy

% (95% Cl)

97.2 (93.7-99.0)
96.6 (89.6-99.3)
97.4 (90.1-99.7)
97.9 (87.9-100.0)

96.2 (92.7-98.3)
96.9 (90.6-99.4)
94.1 (85.6-98.1)
98.3 (89.9-100.0)

[ ZOE-50 ]
Clinical Trials

1000 kisi-yil basina herpes zosterin
genel gorulme sikhgi;
e RZV grubunda 0,3
* Plasebo grubunda 9,1
Herpes zoster;
e RZV grubunda 6 kiside
* Plasebo grubunda 210 kiside
gelismis
Postherpetik nevralji;
e RZV grubunda hi¢
bildiriimemis
* Plasebo grubunda 18 vaka

J

N/

(Sonug olarak;

\_ saptanmis

* RZV asisi 50 yas ve uzeri yetiskinlerde herpes zoster riskini onemli 6lciide azaltmis
e 70 yas ve uzeri yetiskinlerde asinin etkinligi diger iki yas grubundakilere benzer

\

J
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RZV Asisi Etkinlik Verileri

ZOE-70
Clinical Trials

Condition and Cohort

Herpes zoster
ZOE-70
Age group
Overall
70-79yr
=80 yr
Year{
1
2
3
4
Pooled ZOE-70 and ZOE-50
Age group
Overalt
70-79 yr
=80yr
Year§
2
3
4
Postherpetic neuralgia
Pooled ZOE-70 and ZOE-50
=70yr§

=30yr

Table 1. Vaccine Efficacy against the First or Only Episode of Herpes Zoster and Postherpetic Neuralgia in the Modified Vaccinated Cohort.*

HZ[su Group Placebo Group
Cumulative Cumulative
Follow-up Incidence Follow-up Incidence
Participants Cases Period{ Rate Participants ~ Cases Period Rate
cases /1000 coses/1000
number person-yr person-yr number person-yr person-yr

6,541 2 24.405.1 09 6,622 223 24,1678 9.2
5114 17 19.346.5 0.9 5189 169 19,2475 88
1427 6 5,058.5 1.2 1433 54 49203 11.0
6,541 2 6,464.7 03 6,622 68 65112 104
6379 6 6,281.0 Lo 6372 68 6,240.4 109
6,137 9 6,04315 L5 6,076 48 5,043.0 8.1
5,808 6 56159 11 5776 39 5473.2 71
8,250 25 30,7255 0.8 8,346 284 30,414.7 93
6,468 19 24,4109 08 6,554 216 24,2628 89
1,782 6 631456 10 1,792 68 61519 111
8250 2 8156.2 0.z 8346 a3 8206.2 10.1
8,039 7 7,916.9 0.9 8,024 &7 7,860.5 11.1
7.736 9 7,612.2 12 7,661 58 74884 77
7426 7 7,040.3 1o 7,267 56 6,859.6 82

8,250 4 30,760.3 0.1 8346 36 30,9420

13,881 4 53,1713 01 14,035 46 53,5450

Vaccine Efficacy}

% (95% Ci)

808 (84210 93.7)
90.0 (83.5 to 94.4)
80.1 (74.6t0 96.2)

.0 \8.8 t0 99.7)
.0 to 96.9)

(6.9 to 92.1)
(f4.4t094.9)

91.3 (86.8to 94.5)
91.3 (86.0t0 94.9)
91.4 (80.2 to 97.0)

97.6 §0.9to0 99.8)

37.9473.3t0 95.4)

82.8 (68.7t0 07.1)

012 (75.9t097.7)

> 70 yas 13.900 yetiskin
Ortalama 3,7 yillik takip
Asi etkinligi %89,8
70-80 ve 80 yas uzeri asi etkinligi
benzer
Herpes zoster;
e RZV grubunda 23 hastada
* Plasebo grubunda 223
hastada gelismis
e 1000 kisi-yil basina 0,9'a karsi
9,2
1000 kisi yili basina postherpetik
nevralji insidansi;
e RZV grubunda 0,1
* Plasebo grubunda 0,9
Postherpetik nevraljiye karsi asinin
etkinligi %88,8




C Total Vaccinated Cohort in ZOE-70

1.0+
0.05
o 084 0.04 Placebo_’_
fsf 0.03 st
3 0.02 ~
g 06 : LI
P 0.01 P HZ/su
= =
pL. | 0.4 0.00 T /I T T T T T 7 1
E 0 6 12 18 24 30 36 42 4
=
YU 02
0.0 T T l‘_--l
0 6 12 18 24 30 36 42 48
Month from 30 Days after Dose 2
No. at Risk
HZ/su 6950 6696 6634 6496 6409 6254 6146 5966 4326
Placebo 6950 6717 6592 6410 6280 6101 5969 5780 4164

Cumulative No.

of Cases
HZ/su 0 2 5 9 10 12 22 2¢f 29
Placebo 0 28 66 100 134 170 192 216\ 232

D Total Vaccinated Cohort in ZOE-50 and ZOE-70

1.04
0.05
8 0.84 0.04 Placeb'o;/
e
_§ 0.03 P
T 064 0.02 //'
% 0.01 /// Hzfsu
= 0.4 0.00 T T T T T T T 7 1
E 0 6 12 18 24 30 36 42 48
=
Y 024
0.0 T T -I_‘—T--“l-__l‘-—-l__—;
0 6 12 18 24 30 36 42 48
Month from 30 Days after Dose 2
No. at Risk
HZ[su 8758 8436 8355 8177 8066 7865 7732 7499 5376
Placebo 8773 8463 8310 8077 7910 7693 7521 7276 5188
Cumulative No.
of Cases
HZ[su 0 2 5 9 11 13 23 25
Placebo 0 39 81 128 173 215 244 275

Figure 2. Risk of Development of Herpes Zoster after Vaccination.

Shown are the Kaplan—Meier estimates of the cumulative incidence (expressed as the percentage of the participants at risk) of the de-
velopment of herpes zoster during the period from 30 days after receiving the second dose of HZ/su or placebo to the end of follow-up
among participants 70 years of age or older. Because of the declining numbers of participants at risk, the Kaplan-Meier curves have
been truncated at 48 months after the second dose of HZ/su. Some cases occurred after 48 months. In each panel, the inset shows the

same data on an expanded y axis.

C Participants =70 Yr of Age in the Total Vaccinated Cohort

1.0+ 0.006
0.005 Placebo
g 08 0.004
0.003 ok

:§ 0.002 . -3

£ 0.6 0.001 __J,.- HZ/su

o -~

2 0000+ T T T T T

_g 0.4+ 0 6 12 18 24 30 36 42 43

E

=

Y o024

0.0 T T T T T T T 1
1] 6 12 18 24 30 36 42 48
Month from 30 Days after Dose 2
No. at Risk
HZ/su 8758 8437 8357 8183 8074 7874 7751 7518 5393
Placebo 8773 8500 8386 8192 8061 7878 7725 7502 5361
Cumulative No.
of Cases

HZ/su 0 1 3 3 3 4 4 6
Placebo 0 1 4 9 15 18 23 26

D Participants =50 Yr of Age in the Total Vaccinated Cohort

1.0+ 0.006
0.005
g 0.8 0.004 Placebo
0.003-
'_§ o 0.002 T
B = 0.001 o HZsu
2 0.000 —s—~——————7—
§ 0.4+ 0 6 12 18 24 30 36 42 48
£
=
Y 024
0.0 T T T T T T T 1
0 6 12 18 24 30 36 42 43
Month from 30 Days after Dose 2
No. at Risk
HZfsu 14,645 14,168 14,038 13,789 13,655 13,393 13,230 12,885 10,308
Placebo 14,660 14,250 14,104 13,817 13,659 13,432 13,241 12,902 10,292
Cumulative No.
of Cases
HZ[su 0 1 3 3 3 4 4 3
Placebo 0 2 6 11 15 23 32 37

shows the same data on an expanded y axis.

Figure 3. Risk of Development of Postherpetic Neuralgia after Vaccination in the Pooled Population.
Shown are the Kaplan—Meier estimates of the cumulative incidence (expressed as the percentage of the participants at risk) of the de-
velopment of postherpetic neuralgia during the period from 30 days after receipt of the second dose of HZsu or placebo to the end of
follow-up in the pooled ZOE-70 and ZOE-50 populations. Because of the declining numbers of participants at risk, the Kaplan—Meier

curves have been truncated at 48 months after the second dose of HZ /su. Some cases occurred after 48 months. In each panel, the inset
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The Adjuvanted Recombinant Zoster Vaccine Confers
Long-Term Protection Against Herpes Zoster: Interim
Results of an Extension Study of the Pivotal Phase 3
Clinical Trials ZOE-50 and ZOE-70

Table 2. Vaccine Eficacy in the 20€-50 and ZOE-10 Studies and the Curreat Long-Torm Follow-up Study After at Least 2 Additional Years of Follow-up

Histoncal Control*/Placebo Group i ZOE-50 and
Adjuvanted Recombinant Zoster Vaczing Z0E-70
Sum of Incidance per Sumot  Incidence {per 1000 Vaocine Efficacy, % 95%
N o n FollowupYears 1000 PersonYears) N 0 FollowsupYears  Person-Years| Confidence Intarve
Viceine efficacy in the current follow-up study. primary ebjective (up o the dat lock point for the interim analysis in the curant follow-up study)
Overat! nnon o e 14 nn e 196217 86 [ B4.0{75.9-89 8 ]
Viccine efficacy from 1 manth post-dose 2: sacondary objective (up to the data lock point for the interim analyss in the currént follotwup
Overall 13881 89 72046 08 13881 651 72048 89 909 (§8.2-93.2
Yor 1" 13881 3 1BMB 02 14036 130 138233 94 174401005
Year 2 13560 10 134186 07 13666 136 133325 102 42,7 146.2-96.6
Yoar 3 13185 8 130061 07 f30% 16 128340 40 824 {§5.0-%.6)
Yoar 4° 12751 10 12%6) 08 12517 % 126314 15 3-’18]‘:-3-9521
Year 6' 0 72088 14 nn 66 7088 42 A8 (J.&-831)
Yar 7' 09 10 68831 14 007 6 608 N 853 (1.3-93.3)
Year 8 6% 7 Big02 k! 6% 4 5602 88 841 (A 4-40)
N—

Korumanin Surekliligi

2 klinik calismanin ara analiz sonuglari

e 7277 katilimci
e Asisonrasi ortalama 5,1-7,1 yil takip boyunca

Asi etkinligi;
e Bu takip calismasinin baslangicindan itibaren
(genel asi etkinligi) %84,0
« ZOE-50/70'de calismasindan itibaren %90,9
* Yillik asi etkinligi tahminleri, asilamadan bu yana
her yil icin >%84
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Humoral ve hiicresel yanitlar 2. dozdan 1 ay sonra zirveye ulasti

Yanitlar 1 yil boyunca hizla azalarak, sonrasinda 1. yildan 3. yila kadar yavas yavas azalarak platoya ulasti
Glikoprotein E'ye 6zgl CD4 T hiicrelerinin anti-gE antikor ortalama konsantrasyonlari, asilama oncesi
seviyelerin yaklasik 6 kat Gzerinde bir platoya ulasti

~

J

Calisma sonuclari RZV'nin yash yetiskinlerdeki klinik faydasinin asilamadan sonra en az 7 yil boyunca devam ettigini
gostermekte

N
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Persistence of immune response to an adjuvanted varicella-zoster virus subunit
vaccine for up to year nine in older adults

Tino F. Schwarz®, Stephanie Volpe®, Gregory Catteau®, Roman Chlibek (%, Marie Pierre David®, Jan Hendrik Richardus',
Himal Lal?, Lidia Oostvogels”, Karlis Pauksens”, Stephanie Ravault, Lars Rombo, Gerard Sonder*, Jan Smetana (¢,
Thomas Heineman', and Adriana Bastidas”
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calismada

uzerinde kalmis

benzer

\Uzerinde kalacagini gostermis

immiinojenitenin ilk asilamadan 9 yil sonra degerlendirildigi bir

* Anti-glikoprotein E antikoru ortalama konsantrasyonlari 4.
yildan itibaren sabitlenmis ve asilama 6ncesi seviyelerin

* 9. vyildaki immunojenite, yas gruplari (60-69, >70 yas) genelinde

* 9. vyila kadar tiim verileri kullanan ileri modelleme, 6ngorilen
bagisiklik tepkilerinin 15. yila kadar asilama 6ncesi seviyenin

\_

Sonuc olarak;
>60 yasindaki yetiskinlerde RZV kaynakl

immunojenisite

e ilk asilamadan sonra en az 9 yil
boyunca asilama oncesi seviyelerin

Uzerinde

/




Rekombinant asinin

Canhi zayiflatilmis VZV asisi (CZA)
Zostavax

mevcut olmadigi
immunkompetan
hastalar icin bir

e

alternatiftir

o

-~

2006 yilinda 60 yas ve lizeri igin

2011’de 50 yas ve lizeri icin FDA onayi aldi

A kullanim yas onerileri Glkeye gore degismektedir
Onay 50 yas uzeri icin alinmasina ragmen ACI
60 yas ve Uzeri uygulama 6nermis

CZA tarafindan saglanan uzun vadeli

korumanin sinirli olmasi

50 ila 59 yaslari arasindaki kisilerde 60 yas
ve Uzeri kisilerle karsilastirildiginda daha
disuk bir herpes zoster oraninin

bulunmasi

Maliyet etkinlilk nedeniyle 60 yas sinirini

kullanmistir

RZV asl serisini
tamamlama olasilig
dusuk olan kisiler igin
tek doz uygulama
kolaylhigi nedeni ile
tercih edilebilir




Daha once CZA uygulanmis hastalarda asilama onerileri

g

-

Daha 6nce CZA uygulanmis
hastalara RZV glivenle

uygulanabilir

~

o &

* Yeniden asilamanin optimal
zamanlamasi belirsiz

e Zamanlama ulkeden ulkeye
degisiklik gostermekte

* ACIP en az 8 hafta sonra
verilmesini onermekte

e Almanya ve ispanya 5 yillik
aralik onermekte

/

t

Dagnew AF, Klein NP, Hervé C, et al. The adjuvanted recombinant zoster vaccine in adults aged >65 years previously vaccinated with a live-attenuated herpes zoster vaccine. J Infect Dis 2021; 224: 1139-1146.
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A Vaccine to Prevent Herpes Zoster and Postherpetic
Neuralgia in Older Adults

[ Zona Onleme Calismasi (SPS) ]

[ Randomize, cift kor, \
plasebo kontrolli klinik
calisma
22 merkez
>60 yas
\_ 38.546 yetiskin W,

-

o

957 herpes zoster

107 postherpetik nevralji

Asi grubu: 315
Plasebo: 642

Asi grubu:27
Plasebo:80

~

A B
1.0 0
= 5.54 Plac
0
08
£ = 5 -
£ &5 Placebo £
z - N 4o
3 % .
3! 68 s 35 ¢
g ol = -
5 o5 2 3 0
¥ - 2 Zos
® 04 = g 254 it
= = S
E - = ’
- 2.04 ’
i« - 2o £
3 O s
02
s 0
-
01 o’ ’
- -~
Years of Follow-up Years of Follow-up
No. at Risk No. at Risk
Placebo 19,247 18,915 18,422 9806 1856 Placebo 19,247 18,915 9806
Vaccine 9, 1 iy 19, 9942
Figure 2. Kaplan—Meier Estimates of the Effect of Zoster Vaccine on the C lati of | h Igia (Panel A) and Herpes
Zoster (Panel B) in the Modified ion-to-Treat Populati
Incidence rates of postherpetic neuralgia (PHN) and herpes zoster (HZ) were significantly lower in the vaccine group than in the placebo
group (P<0.001, by a stratified log-rank test that pooled the results of the log-rank test from the two age groups). Cumulative incidence, ex-
pressed as a percentage of the subjects at risk, is the probability of the development of the disease during the period from 30 days after vac-
cination to the follow-up time.

J

o

/Prospektif 3,12 yil takip

~

Asi etkinligi zosteri 6nlemede %51,3
e Etkinlik
 60ila 69 vyas > 70yas
(%63,9-%37,6)
Postherpetik nevralji etkinligi %66,5
e Zosterin aksine etkinlik 70 yas

uzeri daha yuksek
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{See the Editorial Commentary by Li et al, on pages 929-30.)

Kuzey Amerika ve Avrupa 4 )
Randomize, cift kor, plasebo e Ortalama 1,3 yillik takip
kontrollt klinik ¢alisma * Asinin HZ insidansini azaltmadaki etkinligi

50-59 yas %69,8
22.439 yetiskin \ )

J

Table 2. Incidence of Confirmed Herpes Zoster Cases

Zoster Vaccine (N = 11 211) Placeba (N = 11 228)
Vacane
Total Estimated Total Estimat Efficacy
Population HZ Cases No. Follow-up® Incidence® HZ Cases No. Follow-up® Incidencp® {95% CI)
ITT (entire study duration) 30 11211 1504285 1.99 a9 11228 15008.62 6. 63.8% (54.1-80.6)
ITT 0.0-0.5 years 9 11 186 5536.77 1.62 39 11210 5541.08 1.0 76.9% (51.5-00.2)
ITT =0.5-1.0 years 13 10954 5420.64 2.40 36 10953 5407.72 6.6 64.0% (30.4-82.5)
ITT >1.0-1.5 years 7 10 747 3513.60 2.00 20 10712 3496.06 5.72 65.2% (14.3-87.6)
ITT >1.5 years 1 3743 571.84 1.75 4 3728 564.76 7.08 75.3% (—149.5-98.5)
MITT 26 11165 14124.16 1.84 34 11189 14 091.27 6.67 72.4% (57.0-82.9)

Abrreviations: Cl, confidence mterval; HZ, herpas zoster; [TT, intent-to-treat population, MITT, medified intent-to-treat population.
.

Total follow-up calculated as person-years
® Estimated incidence calculatad as per 1000 person-years
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Herpes zoster vaccine in older adults and the risk of

subsequent herpes zoster disease

Hung Fu Tseng !, Ning Smith, Rafael Harpaz, Stephanie R Bialek, Lina S Sy, Steven J Jacobsen

75.000'den fazla asilanmis hasta
Lisans sonrasi gozlemsel bir calisma

—

4 N

60 yas ve Uzeri imminkompetan

kisilerde;
* Asilamaile herpes zoster
insidansi

* Risk tim yas gruplarinda ve kronik
hastaligi olan bireylerde

e Oftalmik zoster ve hastane yatis
riski de yaklasik Ucte iki ﬂ

\_ /




Korumanin Kalicihgi

Long-term Persistence of Zoster Vaccine Efﬁcacy
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(LTPS)
Asi etkinligi siiresinin degerlendirildigi alt ¢calisma

Table 3. Vaccine Efficacy of Zoster Vaccine Estimated for Years Postvaccination in the Shingles Prevention Study, the Short-Term
Persistence Substudy, and the Long-Term Persistence Substudy

Burden Incidence Incidence

of lliness of PHN of MZ

(Zoster Vaccine Efficacy for ~ (Zoster  Vaccine Efficacy for  (Zoster  Vaceine Efficacy for
Time Pariod Since No.of Vaccine HZ BOI Point Vaccine  Incidence of PHN Point ~ Vaceine  Incidence of HZ Pont
Randomization®, y PY  Group) Estimate (95% Cl)  Group) Estimate (85% Cl) Group)  Estimate (35% Cl)

:::ibf:dr:::lnc‘::nt:n:: b: bV‘;‘;-::hr:ﬂ:nJ:::lm 910-11.) sps x STPSb
Year | 17684 043  792(66.8-869) 028  834(567-950) 39 [e20\496-7186)
Year 2 18869 078  549(320-70.) 037 698(27.3-891) 54 160,
/ Asilama \ Year 3 15181 088 4440176625 066 3834710750 61 [ 468(41.1-592)
* HZinsidansini Year &° 6264 076 669(37.5-825) 064  607(-36310910) 78 5618
e HZ hastalik yiikiinii Year &° 3180 068 749(486-877) 063  738(-31810913) 82 1-66.5)
Year 6* 4850 181 236(-58110631) 083  320(-100010823 99 | 306(-p0t 546
* PHN insidansini LTPS
Asilamadan 7-11 yil sonra Year 7° 6865 137  47.7(209-655) 131 263(-40010663 70 | 460 (2#.@60.2)
azaltmaya devam ederken Year §° 6564 146  46.2(258-61.0) 137 275(-37510669 90 | 3u10]2-478)
. Year 9 6280 204 276(4545.) 080 605017812 123 | 68(-J65t0264)
* Etkinlikte sirasiyla %21,1, %37,3 ve Yaar 10 5005 195  333(1.5-648) 120 4420-21510798 14 | 1411310349
%35,4'e dusis Year 11 1470 280  79(-48610429 204 115(-1000t0817) 136 | -17(p11 10329
\ / SPS (years 00-49° 56203 0.3 61.1(51.1-69.1) 046 665475792} 54 | 51.314p.2-576)
STPS (years 33-7.8° 9067 142 50.1 (14.1-710) 070 601 (-881086.) 84 | 296(jp2-655)
LTPS (years 4.7-116) 25260 174 373 (26.7-464) 121 35488558 103 \21‘1 0.9-304)

HZ icin istatistiksel olarak anlamli asi etkinligi asilamadan sonraki 10. yilda da devam ederken,
HZ icin anlamli asi etkinligi yalnizca 8. yil boyunca devam etti
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Long-Term Effectiveness of the Live Zoster Vaccine in Preventing Shingles: A
Cohort Study

Roger Baxter', Joan Bartlett, Bruce Fireman®, Morgan Marks. John Hansen. Edwin Lewis,
Laurie Aukes, Yong Chen, Nicola P. Klein, and Patricia Saddier

= Correspondencs to Bruce Fireman, Kaiser Permanente Division of Research, 2000 Broadway, Cakland, CA 94612 (e-mail: bruce.
hroman@kp org)

"Deceased

Tabled. Effectiveness of Zoster Vaccine Against Herpes Zoster, by Time Since Vaccination and Age at Vaccination, Kaiser Permanente

Northem California, 20072014
Age Range, Years

Years Since 50-59 60-69 10-19 280 All Ages Combined
Voccination e gsel  VE'  gSNOI VE' N0 VE' o5 VB el

<l B6 551,722 706 679,732 645 605681 637 573691 675\ 654,695
10<2 857 434653 488 445527 452  MW5503 418 319503 / \ 441,501
2103 81 W4 ME 405 3BA455 368 209430 B4 223463 354,429
o4 BB -M1733 400 08456 442 BI507 M7 1B8BA475| 410 |366,452
lo<h NI RB462 N6 206405 N8 2A8537] 2 31420
5l0<6 M3 63422 201 183384 B8 120502] 6 |262385
blo<t U7 2747 269 12380 -19 435276 22 [ 205370
To<8 21 81409 218 -B1435 N8/ 151452

\/

/Etkinlik; \

* Asilamaiilk yil icinde
zonayl Onlemede %68
etkili

e Etkinlik 2. yilda %47'ye
dusuiyor

e Sonraki 6 yilda giderek
daha da azaliyor

80 yas Uzeri ve daha geng

@Iananlarda etkinlik benzey
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Lokal Yan Etkiler

~

En sik yan etki en;j.
bolgesinde eritem, agri,
sislik, kasinti

Yan Etkiler

/

-~

Akut retinal nekroz
* 6 hastada
e Optik norit
* Akut retinal nekroz
« Uveit
* Keratit vakasi
Asilamayi takiben 6 giinden 2

~

-

Asi

Q/a kadar gorme kaybi /

N

~

iliskili zoster

Asiyla iliskili VZV latent
kalabilir

Asidan 9 ay sonra asi virus
susuyla lokalize herpes
zoster enfeksiyonu gelistiren
bagisiklik sistemi yeterli bir

hastayla ilgili tek bir vaka /

Genel olarak bliyik cogunlugunun (%93) enjeksiyon bdlgesi reaksiyonlari gibi yalnizca min6r yan etkiler yasadigini
gosteren 10 yilhk gozetim raporlariyla iyi tolere edilmis

Charkoudian LD, Kaiser GM, Steinmetz RL, Srivastava SK. Acute retinal necrosis after herpes zoster vaccination. Arch Ophthalmol 2011; 129:1495
4. Gonzales JA, Levison AL, Stewart JM, et al. Retinal necrosis following varicella-zoster vaccination. Arch Ophthalmol 2012; 130:1355.
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(D CZA Asisi Kontrendikasyonlari

e Jelatin veya neomisin'e karsi anafilaktik reaksiyon
e imminyetmezlik;
* Primer immun yetmezlik
* Losemi, lenfoma, kemik iligi veya lenfatik sistemi etkileyen diger maligniteler
* Solid organ ve hematopoietik hiicre nakli
* HIV ve CD4 200 alti
» Sitotoksik ajanlar, 214 giin boyunca =20 mg/glin dozunda prednizon veya
esdegeri ile kortikosteroid tedavisi gibi immunsipresif tedaviler ve/veya
rituksimab, timor nekroz faktort (TNF)-alfa antagonistleri veya blokerleri gibi
biyolojik ajanlar alan hastalar ve Janus kinaz inhibitorleri
* Gebelik

J




Asi Farkindaligi

Turkiye’de herpes zoster asilarina yonelik farkindalik duisik

4 N N

Toplum Farkindaligi:
e 65 vyas ve lzeri 543 hasta
* %6,6'si daha 6nce HZ asisini duymus

e 155 kisi ile gerceklestirilen prospektif bir Hekim Farkindaligi:
calisma; 2014 yilinda 263 aile hekimi
* %12,7'sinin HZ agisi hakkinda bilgi *  %59,7'si HZ asisi hakkinda bilgi sahibi
sahibi .

%65,7'si aslyl onermeye olumlu
e 19-63 yas arasi 100 katilimciyla yapilan bakmakta

baska bir arastirmada
*  %1'i asi hakkinda bilgiye sahip

\_ L /

Asik Z, Cakmak T, Bilgili P. Knowledge, attitudes and behaviors of adults about adult vaccinations. Turk Aile Hek Dergi. 2013;17(3):113-8

Bayraktar-Ekincioglu A, Kara E, Bahap M, Cankurtaran M, Demirkan K, Unal S. Does information by pharmacists convince the public to get vaccinated for pneumococcal disease and herpes zoster? Irish J Med Sci. 2022;191:2193-200.
Erdogdu HI, Catak B. Influenza, pneumococcal and herpes zoster vaccination rates amongst people aged 65 years and older and related factors. Turk Geriatri Dergisi. 2018;21(4):498-506

Revanli RA, Yu'ceer C, S, enol E, et al. Awareness and attitude of family physicians about human papilloma virus and herpes zoster vaccines. Klimik Dergisi. 2015;29(1):15-20
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Asi maliyet etkin

mi?

Yapilan bir modellemede

® RZV
* 1 milyon kiside
* Dogrudan maliyetlerde yaklasik 218

Evet milyon dolar
e Dolaylh maliyetlerde 71 milyon dolar
J tasarruf

Baska bir modelleme

* Hem CZA hem de asilama
yapilmamasina kiyasla RZV'nin ylksek
maliyet etkinligi konusunda benzer
sonuclar

Curran D, Patterson B, Varghese L, et al. Costeffectiveness of an adjuvanted recombinant zoster vaccine in older adults in the United States. Vaccine 2018; 36: 5037-5045
Le P and Rothberg MB. Cost-effectiveness of the adjuvanted herpes zoster subunit vaccine in older adults. JAMA Intern Med 2018; 178: 248—-258.



Table 3 Studics reporting HZ, pneumococcal, and influenza vaccination prevalence in Turkey

Reference Individuals vaccinated, n (%) N Mean age, years
HZ Pneumococcus Influenza

N
St and Til [104] )\ 13(27) 60(328) 48 NR
14 (43) 708 26 7L

76.7

Kizmaz et al. [100]
lIhan and Bakkaloglu 99}

HZ herpes zoster

"Mean age was not reported; however, the surveyed individuals were aged > 65 years.

Her Uc calisma da pnomokok ve influenza ile karsilastirildiginda belirgin derecede disik HZ
immiuinizasyon oranlari bildirmistir

ilhan B, Bakkaloglu O.Gaziantep Dr. Ersin Arslan Egitim ve Arastirma Hastanesi Geriatri Polikliniginde asilama oranlari. Med Bull Haseki. 2019;57:75-8.
Kizmaz M, Kumtepe Kurt B, Cetin Kargin N, Déner E. 65 yas Usti hastalarda grip, pnomokok ve herpes zoster asilama oranlari, iliskili faktorler, bilgi ve tutumlari. Yaslanma Clin Exp Res. 2020;32(11):2383-91
St S, Til A. Burdur ili aile hekimine kayitli 65 yas ve tizeri kronik hastaligi olan bireylerin asilanma durumlari ve etkileyen faktérler. Tiirk Geriatri Dergisi. 2021;24(1):71-8



Aslyi nasil temin edebilirim?

Turk Eczacilar Birligi'ne

Beyaz recete ile basvuru
Ucret 6deme

Yaklasik 3-5 giin icerisinde temin




Sonucg

/Zona eriskin ve immiunsupresif hasta grubunda onemli bir morbich

nedenidir

e Zonanin onlenmesine yonelik ana strateji asilamadir

* Zona asilamasindaki amacg VZV reaktivasyonu ve zona komplikasyonlarini
onlemektir

* Canh ve rekombinant olmak Uzere onay almis mevcut 2 zona asisi
mevcuttur

* Bu asllar arasinda yuksek etkinlik verileri ve immunsupresyon durumlarinda
Kda kullanilabilme avantaji ile rekombinant asi 6ne ¢ikmaktadir /




llginiz icin tesekkurler...



