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EFICACIA DE LA VACUNA DEL HERPES ZOSTEREN
ADULTOS MAYORES DE 50 ANOS

Frequently Asked Questions
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EFICACIA DE LA VACUNA DEL HERPES ZOSTEREN
ADULTOS MAYORES DE 50 ANOS

Frequently Asked Questions

Trabajo por y para mis pacientes. No conceptualizo la
Medicina de otra forma.

Colaboro con Pfizer, GSK y Sanofi-Genzyme en la formacion de los
profesionales sanitarios para que redunde en un mejor manejo de las
vacunas y aumenten las coberturas vacunales, sobre todo, en pacientes
adultos inmunodeprimidos y en situaciones especiales.
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¢QUIEN ES HERPES ZOSTER?
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:DONDE ESTA HERPES ZOSTER?

Ganglio de la
raiz dorsal

Tracto dorsal

Infeccion
Piel ; primaria
(varicela)
Nervio Médula espinal
sensorial
. e
- _»% Reactivacion
Vesicula |

(herpes zoster)

Late stage

¢POR QUE APARECE HERPES ZOSTER?

Situaciones de disminucion funcional, atenuacion Alteracién patolégica de la inmunidad celular,
de la capacidad inmune de base celular relacionada con infeccion por otros agentes, como el
(especialmente células T) relacionada con la VIH, la presencia de tumores o fadrmacos citotdxicos.

senescencia inmune.
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Vacuna ZOSTAVAX® - MSD
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Vacuna SHINGRIX® - GSK

Di ib| 12 autorizacion: 19/mayo/2006
ISponible Ultima renovacion: 11/febr/2016

”’23456

Programa Vacc. Hospitalario en Programa HZ dirigido a paciente DM-65 afios. R 13
pacientes inmunocompetentes Programa financiadoy en calendario
I CANTABIRS tidos a tto. | ipresor s 20
Py | 1
27
ler programa vacunacion HZ
en paciente EPOC en tto con
corticoidesinhalados / Diab
Mellitus de 60-69 afios
Programa financiado / fuerade
calendario.
VCR_2016:4% Q
Puesto en marcha: feb 2015
(fase 1); enero 2016 (fase2) 0
[
Programa HZ E
recomendadoen
calendario para>50 _
afios VBALEARES
Programa hospitalario dirigido a
Paciente de Transplante de Organo
V Sdlido . Finalizada 1° Fase (Ene-jun
O 5
16)
Programa HZ - paciente 60 afios con dos patologias (DM
162; EPOC, IC; i p entto. i presor .
programado) Imagen elaborada y cedida por MSD
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¢ HERRAMIENTAS PREVENTIVAS?

_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

Di ib| 12 autorizacion: 19/mayo/2006
ISponible Ultima renovacion: 11/febr/2016

Aun no

Tipode vacuna Viva — atenuada Inactivada (subunidades)
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¢ HERRAMIENTAS PREVENTIVAS?

_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

. . 12 autorizacion: 19/mayo/2006 ,

DISpOnIb|e Ultima renovacion: 11/febr/2016 Adn no

Tipode vacuna Viva — atenuada Inactivada (subunidades)

C . ., Virus varicela-zoster, cepa Oka/Merck (vivos, 50ugr glicoproteina E recombinante del VVZ +
omposicion atenuados) > 19.400 UFP (vacuna varicela x14) ASO1B

Glicoproteina E del VVZ (gE) N

-Es la glicoproteina mas abundante en el virus

-Se expresa en las lesiones de la piel y en los ganglios
durante los episodios de HZ

-Interviene en la entrada del virus en las células, en la
replicacion y en la propagacion
(Es una buena diana de la respuesta humoral y ceIuIarJ
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_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

12 autorizacion: 19/mayo/2006

DISpOnIb|e Ultima renovacion: 11/febr/2016 Aun no

Tipo de vacuna Viva — atenuada Inactivada (subunidades)

C . ., Virus varicela-zoster, cepa Oka/Merck (vivos, 50ugr glicoproteina E recombinante del VVZ +
ompaosicion atenuados) > 19.400 UFP (vacuna varicela x14) ASO1B

(Adyuvantes clasicos ) Inmuno-estimulantes

Sales de aluminio

. - VHB [en (pre)-hemodialisis]
-VPH

. ASO33 ‘. - Gripe pandémica

Emulsiones _ - n ¢
Aceite/agua B o 4
4  Asoia ‘ . Vakare
Vitamin E " 74
Liposoma (Tocoferol) ' -T8, HERPES ZOSTER
. J
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_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

12 autorizacion: 19/mayo/2006

DISpOnIb|e Ultima renovacion: 11/febr/2016 Aun no

Tipo de vacuna Viva — atenuada Inactivada (subunidades)

C . ., Virus varicela-zoster, cepa Oka/Merck (vivos, 50ugr glicoproteina E recombinante del VVZ +
ompaosicion atenuados) > 19.400 UFP (vacuna varicela x14) ASO1B

ZEST 50-59 a > 70% (54%-81%)
Eficacia vacunal HZ SPS 60-69 a 2 64% (56%-71%) [mas alta]
SPS >70 a = 38% (25%-48%) [mas bajal

SPS 70-79 a > 74% (49%-87%) [mas alta]

Eficacia vacunal NPH SPS 60-69 a = 66% (20%-87%) [més baja]

Eficacia frente a HZ

e | Eficacia frente a NPH
208510 Age, mm

250 67344 2007415 97.2 @700 years | pN [ N | %(95%C))

50-50  3/3492  87/3525  96.6 (sa6-%93) Pooled ZOE 50 and ZOE-T0

60-69 22141 752166  97.4 w01-w97) 50-50  0/3491  8/3523  100.0 os-100)

Pooled ZOE-50 and ZOE-70 6069 012140  2/2166 100.0 (-442.3-100)

270 25/8250  284/8346  91.3 (86.8-045) 70-79 216468  29/6554 93.0 (724592 .,*’cu"a X.,

12679 ;?ﬁgge g;ﬂ/sg? g:i ::zzsizi 280 201782 TI1MT792 71.2 (516-97.1) ;m Dra. Maria Fdez. Prada
et Unidad de Vacunas
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_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

Di ib| 12 autorizacion: 19/mayo/2006
ISponible Ultima renovacion: 11/febr/2016

Tipode vacuna Viva — atenuada

Virus varicela-zoster, cepa Oka/Merck (vivos,

CompOSICIOH atenuados) >19.400 UFP (vacuna varicela x14)

ZEST 50-59 a > 70% (54%-81%)
SPS 60-69 a =2 64% (56%-71%) [mas alta]
SPS >70 a = 38% (25%-48%) [mas bajal

Waccine 36 (2018) 148-154

Eficacia vacunal HZ

Contents lists available at ScienceDiract =
Jjaccine

%

Vaccine

VIER journal homepage: www.elsevier.com/locate/vaccine

Immunogenicity, reactogenicity and safety of 2 doses of an adjuvanted
herpes zoster subunit vaccine administered 2, 6 or 12 months apart in
older adults: Results of a phase IlI, randomized, open-label, multicenter
study

Himal Lal™', Airi Poder®, Laura Campora®, Brecht Geeraerts®, Lidia Oostvogels®, Carline Vanden Abeele ©,

Thomas C. Heineman **

“LEK, 709 Swedeland Road, Kimg of Prussio, PA 159406, LS4
" Kibindliste Unmingmte Keskies, 54 Sobra, 50160 Tero, Fstorsa
“GSK, 20 Avernue Reming, 1300 Worvre, Belgium

Aun no

Inactivada (subunidades)

50ugr glicoproteina E recombinante del VVZ +

AS01B

Ef|caC|a HZ

16(95'1: Cl)

ZOE-50
250
50-59
60-69

EficaciaNPH

Age,
VRS | N | mN | % (85%C)
Pooled ZOE-50 and ZOE-T0
5050 03481 8353

67344 2107415 97.2 (w790
33492 B7/3525  96.6 passag
2141 752166 974 w0197
100.0 (408100

Pooled ZOE-50 and ZOE-70

270
T0-719
280

WES 284BME MImess 0000 02140 22186 100.0 e
19/6468 216/6554 913 j8s0-049) 70-79 206468  29/6554  93.0 24w
61782 6811792 914 mzery 280 21782 11792 71.2 (516-971)

Persona 50 afios 0 > / 2 dosis sep 8 sem

Las respuestas inmunes a
HZ/su administradas a los 0-6
meses no fueron inferiores a
las observadas en la pauta 0-2

meses. La vacuna mostré un

perfil de seguridad
clincamente aceptable para
todas la pautas estudiadas.

SociepAD NIORTE DE MEDICINA PREVENTIVA Y SALUD PUBLICA



FAQs 20 2

¢ HERRAMIENTAS PREVENTIVAS?

_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

Disponible
Tipo de vacuna

Composicion
Eficacia vacunal HZ

Eficacia vacunal NPH

Indicaciones/Posologia

Contraindicaciones

12 autorizacion: 19/mayo/2006
Ultima renovacion: 11/febr/2016

Viva — atenuada

Virus varicela-zoster, cepa Oka/Merck (vivos,
atenuados) > 19.400 UFP (vacuna varicela x14)

ZEST 50-59 a > 70% (54%-81%)
SPS 60-69 a =2 64% (56%-71%) [mas alta]
SPS >70 a = 38% (25%-48%) [mas bajal

SPS 70-79 a > 74% (49%-87%) [més alta]
SPS 60-69 a > 66% (20%-87%) [méas baja]

Personas 50 afios o >/ 1 dosis

Hipersensibilidad componente / Inmunodef laria o
2aria/ Tto inmunosupresor (dosis altas de
corticoides orales) / TBC activa sin tto / Embarazo

socinerte

Aun no

Inactivada (subunidades)

50ugr glicoproteina E recombinante del VVZ +
AS01B

EficaciaHZ

oo |z | o | ve. [N

years | EficaciaNPH

be, | Fsu | oo | Ve

250 87344 2107415 97.2 937-000) years ‘ N " 95% G

5059 339 873525 96.6mesey b (95%

6069 22141  7E2M65 W4 wiwy - Fooled ZOE-50 and ZOE-TD
50-59 0/3491 8/3523

I 100.0 (405-100)
Pooled ZOE-50 and ZOE-T0
60-69 02140 22166
/
/

100.0 (4429-100)
93.0 (124992
71.2 (516-97.1)

270 25/8250  284i8348  91.3 i8a3-945)
7079 1906488 21606554 913 ienesy | 70-79 26468 29/6554

280 61782 68/1792  91.4 297 =80 211782 71792

Persona 50 afios 0 > / 2 dosis sep 8 sem

Las habituales para cualquier tipo de vacuna
inactivada (no hay ensayos en embarazadas

ni lactancia)
w@c\maq.
Y
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Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® - GSK

12 autorizacion: 19/mayo/2006
Ultima renovacion: 11/febr/2016

The Journal of Infectious Diseases T ]_[)bg A h oy a Inactivada (subunidades)

M AJ D H A RTI E L E Infectious Diseazes Saciety of America iy madicine associotion Sougr g“coprotel’na E recombina nte del VVZ +

JID 2017:216 (1 December). ASO1B

Immunogenicity and Safety of an Adjuvanted Herpes Eficaciaz o
Zoster Subunit Vaccine Coadministered With Seasonal = S— —

Influenza Vaccine in Adults Aged 50 Years or Older zs nm mo e

6060 22141 752166
i i z = 50-59  0/3491 8/3523 100.0 (202
Tino F. Schwarz,' Naresh Aggarwal,® Beate Moeckesch,? Isabelle Schenkenberger,? Carine Claeys.® Martine Douha,’ Olivier Godeaux,5 Pooled 20E-50 and ZOE-T0 .80 02140 2.216; 1000,

i fn 5 i Ta 5 Lidi 5 5 i i S0 258050 2841346
Katrijn Grupping,® Thomas C. Heineman,"® Marta Lopez Fauqued,’ Lidia Oostvogels,® Peter Van den Steen,® and Himal Lal D el Sl i

T0-79 1906468 21606554
280 61782 6811792 280 21782 717192 71.2 (51697

Aun no

Disponible

'Central Laboratory and Vaccination Centre, Kiinikum Wiirzburg Mitte, Standort Juliusspital, Wirzburg, *Gemeinschaftspraxis Dr Michael und Dr Baata Mackesch, Wainhaim,
and *linische Forschung, Berlin, Germany; *Aggarwal and Associates, Brampton, Ontario, Canada; "GSK Vaccines, Wavre, Balgium; "Janssen Vaccines & Prevention, Leiden, the
Netheriznds; 7GSK Vaccinas, King of Prussia, Pannsylvania

Persona 50 afios 0 > / 2 dosis sep 8 sem

(See the editorial commentary by Oxman et al, on pages 1329-33 and major article Grupping et al, on pages 1343-51.)

Background. The immunogenicity and safety of an adjuvanted herpes zoster subunit (HZ/su) vaccine when coadministered Las habituales para cua|quier tipo de vacuna
with a quadrivalent seasonal inactivated influenza vaccine (ITV4) was investigated in a phase 3, open-label, randomized clinical trial inactivada (a unque no hay ensayos en
in adults aged =50 years. ) )

Methods.  Subjects were randomized 1:1 to receive either HZ/su (varicella zoster virus glycoprotein E; AS01; Adjuvant System) embarazadas ni lacta nC|a)
and IIV4 at day 0 followed by a second HZ/su dose at month 2 (coadministration group), or IIV4 at month 0 and HZ/su at months ;
2 and 4 (control group). The primary objectives were the HZ/su vaccine response rate in the coadministration group and the nonin- Antigri pa| cuadrivalente inactivada = SI
feriority of the antibody responses to HZ/su and 11V4 in the coadministration compared with the control group. Safety information dTpa y VNP23 SDen proceso

—was collected throughont the duration of the siudy,

Results. A total of 413 subjects were vaccinated in the coadministration group and 415 in the control group. The HZ/su vac-
cine response rate in the coadministration group was 95.8% (95% confidence interval, 93.3%-97.6%) and the anti-glycoprotein E PWnag,
GMC ot Cosamin TAL0 Was 1.08 (.97-1.20). The primary noninferiority objectives were met. No safety concerns were observed. 2
Conclusions. No interference in the immune responses to either vaccine was observed when the vaccines were coadministered, @ :...____m d d
and no safety concerns were identified. éy ta? Dra. Maria Fdez. Prada
S T e T e T e e R T i Unidad de Vacunas

Keywords. adjuvant; coadministration; herpes zoster; influenza; subunit vaccine. Hospital Universitario Central de Asturias



FAQs g

¢ HERRAMIENTAS PREVENTIVAS?
T ra of nem fseases T&DLQ A

socinerte

Disponible JID 2017:216 (1 December)
Immunogenicity and Safety of the HZ/su Adjuvanted
Herpes Zoster Subunit Vaccine in Adults Previously

CBTIEEIEISy Vaccinated With a Live Attenuated Herpes Zoster Vaccine

Katrijn Grupping,' Laura Campora,' Martine Douha,! Thomas C. Heineman,? Nicola P. Klein,? Himal Lal,® James Peterson,®
lise Vastiau,' and Lidia Dostvogels'

'G5K Vaccine, Wavre, Balgium; *Genocea Biosciences, Cambridge, Massachussetts; *aiser Parmananta Vaccine Study Center, Dakland, California; *Pfizer Inc, Collageville,
Pannsylvania; and SFoothill Family Clinic, Salt Lake City, Utah

Tipo de vacuna

Eficacia vacunal HZ

{See the major article Schwarz et al, on pages 1352-61 and editorial commentary by Oxman et al, on pages 1320-33.)

Eficacia vacunal NPt

Background. Protection against herpes zoster (HZ) induced by the live attenuated zoster vaccine Zostavax (ZVL) wanes within
. . 3-7 vears. Revaccination may renew protection. We assessed whether (re}vaccination with the adjuvanted HZ subunit vaccine can-
Indicaciones/ Posol didate (HZ/su) induced comparable immune responses in previous ZVL recipients and ZVL-naive individuals (HZ-NonVac).
Methods. In an open-label, multicenter study, adults =65 years of age, vaccinated with ZVL =5 years previously (HZ-PreVac),
.. . were matched to ZVL-naive adults (HZ-NonVac). Participants received 2 doses of HZ/su 2 months apart. The primary objective
Contraindicaciones of noninferiority of the humoral immune response 1 month post-dose 2 was considered demonstrated if the upper limit of the
05% confidence interval (CI) of the adjusted anti-glycoprotein E geometric mean concentration (GMC) ratio of HZ-NonVac over
HZ-PreVac was <1.5. HZ/su cellular immunogenicity, reactogenicity, and safety were also assessed.
Coadmin istracién Kesults.  In 450 participants, humoral immune response to HZ/su was noninterior in HZ-PreVac compared with HZ-NonVac
(adjusted GMC ratio, 1.04 [95% CI, .92-1.17]). Cellular immunogenicity, reactogenicity, and safety appeared to be comparable
. L between groups. HZ/su was well-tolerated, with no safety concerns raised within 1 month post-dose 2.
¢Y Sl ha r9C|b|dO Z0 Conclusions. HZ/su induces a strong immune response irrespective of prior vaccination with ZVL, and may be an attractive
option to revaccinate prior ZVL recipients.
Clinical Trials Registration. NCT02581410.
Keywords. herpes zoster; HZ/su adjuvanted herpes zoster subunit vaccine; live attenuated zoster vaccine Zostavax; immune
response; revaccination.
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_ Vacuna ZOSTAVAX® - MSD Vacuna SHINGRIX® -/g

. . 12 autorizacion: 19/mayo/2006 ‘ P
DISpOﬂIble Ultima renovacion: 11/febr/2016 "

atenuados) > 19.400 UFP (vacuna varicele

Tipode vacuna Viva — atenuada o
. ., Virus varicela-zoster, cepa Oka/Merck (vivos & dnte del VVZ +
Composicion

ZEST 50-59 a > 70% (544

o Eficacia NPH
Eficacia vacunal HZ SPS 60-69 a > 64% (569 o Icm
SPS >70 a - 383 e y 3-‘;32 3212 Emm
T oot T §h4corss . Pooled ZOE-50 and ZOET0
50-59 0/3491 8/3523 100.0 (408-100
. . SPS 70_ - PODIEd ZOE-50 and ZOE- HJ 60-5 0214 22186 0 550
Eficacia vacunal NPH o D e N B el Gk

:55 611782 68 :?92 280 21782 11792 71.2 (516971

Persona 50 afios 0 > / 2 dosis sep 8 sem

[ :\‘\ sOnente 7 habituales para cualquier tipo de vacuna

Indicaciones/ Posologig

Contraindi unosupre ; tivada (no hay ensayos en embarazadas
‘ o ~Orales) / TBC acu p/ ni lactancia)
‘ Antigripal de virus fraccic Antigripal cuadrivalente inactivada = Si
° Neumococo polisacarida 23v =2 it dTpa y VNP23 2 en proceso
; L GSTAVAX® podria recibir SHINGRIX®? si
Perfilgd idad Reaccidn adversa local: 48% (SPS) - 63,9% (ZEST) Reaccidn adversa local: ida
Erfihat Segurida Cefalea frecuente: >1/100 a <1/10 79,1% (ZOE-50) -74,1% (ZOE-70) \as

nospildl viriversiwdrio Lertrdi ue Hblulias
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MMWR / January 26, 2018 / Vol. 67 / No.3

Morbidity and Mortality Weekly Report

Recommendations of the Advisory Committee on Immunization Practices for
Use of Herpes Zoster Vaccines

Kathleen L. Dooling, MDY; Angela Guo, MPH'; Manisha Parel, MD'; Grace M. Lee, MD?; Kelly Moore, MD?; Edward A. Belongia, MD;
Rafael Harpaz, MD!

Immunocompromised persons. As with ZVL, the ACIP

recommends the use of RZV in persons taking low-dose

In Ocrober 2017, the Advisory Committee on immunosuppressive therapy (e.g., <20 mg/day of prednisone

Immunization Practices (ACIP) made the following three or equivalent or using inhaled or topical steroids) and persons
anticipating immunosuppression or who have recovered from

an immunocompromising illness (6). Whereas BZV is licensed

BOX. Recommendations for the use of herpes zoster vaccines

recommendations:
1. Recombinanr zoster vaccine (RZV) is recommended
tor the prevention of herpes zoster and relared
complications for immunocompetent adults aged

for all persons aged =50 years, immunocompromised persons
and those on moderate to high doses of immunosuppressive
therapy were excluded from the efficacy studies (ZOE-50

250 years. : and ZOE-70), and thus, ACIP has not made recommenda-
2. RZV is recommended for the prevention of hffPCS tions regarding the use of RZV in these patients; this topic is

zoster and related complications for anticipated to be discussed ar upcoming ACIP meetings as

immunocompetent adults who previously received additional data become available.

zoster vaccine live (ZVL). Persons known to be VZV negative. Screening for a histo Iy

of varicella (either verbally or via laboratory serology) before

3. RZV is preferred over ZVL for the prevention of
herpes zoster and related complicarions.
These recommendations serve as a supplement to the

vaccination for herpes zoster is not recommended. However,
in persons known to be VZV negative via serologic testing,

2 - ACIP guideli i icella vaccinati hould be followed.
existing recommendarions tor the use of ZVL in immu- < Sl e v = »Nag

RZV has not been evaluated in persons who are VZV sero-
nocompetent adults aged 260 years.

),
¢’ =" Dra. Maria Fdez. Prada
éy ta?

T Unidad de Vacunas
Hospital Universitario Central de Asturias

negative and the vaccine is not indicated for the prevention

of chickenpox (varicella).
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PRESENTATION

LBAZ2: Efficacy and Safety of an Adjuvanted Herpes Zoster Subunit Vaccine in Autologous Hematopoietic Stem Cell Transplant Recipients 18 Years of
Age or Older: First Results of the Phase 3 Randomized, Placebo-Controlled ZOE-HSCT Clinical Trial

Sunday, February 25, 2018 12:45 PM - 01:00 PM

0 Salt Palace Convention Center - Hall ©

Background: Immunccompromised individuals, including autologous hematopoietic stem cell transplant (HSCT) recipients, are at increased risk of herpes zoster (HZ). The risk is highest in the 1% year after
transplantation, with an 8-30% HZ incidence in autologous HSCT recipients [Rogers, 2011]. In adults =50 years of age (YOA), the HZ subunit vaccine (HZ/su) containing recombinant varicella zoster virus
(VZV) gE and AS01g Adjuvant System showed >90% vaccine efficacy (VE) in preventing HZ and a clinically acceptable safety profile [Lal, 2015].

HZ/su is registered in Canada and the US for use in adults 250 YOA. Il Table 3. HZ/su vaccine efﬁcacy (modlﬁed total vaccinated COhOft)
of HZ/su in preventing HZ, postherpetic neuralgia (PHN), other HZ con

Methods: In this phase 3. observer-blind, multicenter study (NCT0161

: L)
autologous H3CT. Minimization for age (18—49, =50 YOA) and underly VE endpo““ Pa'ﬁdpants Reporﬁng periOd % (95% CI)
Suspected HZ episodes were confirmed by polymerase chain reaction -
PCR samples. The safety and VE of HZ/su were analyzed in the total \ Al 68.17 (55»56 —77»53)
Reporting pericds for safety endpoints are shown in Table 2. . .

18-49 YOA |Entire study period 71.77 (38.75-88.25

Results: Of 1846 vaccinated participants, 1721 (93.2%) were included HZ y ( )
recipients in mTVC (respective incidences: 30.0/1000 and 94 31000 p >50 YOA 67.34 (52_60_77_89)
and PHN (VE: 89.27% [95% CI: 22.54-99.76]) (Table 3
). Solicited adverse events (AEs) incidence was higher in the HZ/su gn VE Al Post-dose 2 and within 1 76.15 (51 11-85 98)
solicited AEs were injection-site pain and fatigue, respectively. The inci agains( year post autologous HSCT '

considered vaccination-related by investigators and underlying disease PHN 89.27 (22 54-99 76
Conclusion: Administered to adults early after autologous HSCT, HZs: L ( ; : )
Other HZ complications All Entire study period 77.76 (19.05-95.93)

HZ-related hospitalizations 84.70 (32.15-96.55)

"VE, HZ/su vaccine efficacy, HZ, herpes zoster, PHN, postherpetic neuralgia; All, all participants inthe modifiedtotal
vaccinated cohort; YOA, years of age; HSCT, hematopoietic stem cell transplant; %, percentage of participants;
95% CI, 95% confidence interval. *The primary objective was achieved as the lower limit of the 95% CI of overall VE
againstHZ was > 0%.
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Abstract
Background: In adults aged =60 vears, two doses of the herpes zoster subunit vaccine
< (HZ/su; 50ug varicella-zoster virus glycoprotein E [gE] and AS01; Adjuvant System) elicited

humoral and cell-mediated immune responses persisting for ai least six vears. We assessed

é H E R R A M I E N TAS P R EV E N-I immunogenicity nine years post-initial vaccination,

Methods: This open extension study (NCTO2735615) followed 70 participants who received

humanycoines . o
RIMMUNOTHERRFELTICS two HZ/su doses in the initial trial (NET00434577). Blood samples to assess the cellular

Human Vaccines & Immunotherapeutics _ ) N ) _ _
{intracellular eytokine staining) and hwnoral (ELISA) immunity were taken at year nine post-

initial vaccination.
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Results: Participants" mean age at dose | was 72.3 years. The fold increases over pre-

2= |SSN: 21645515 (Print) 2164-554X (Onli Ih : hitp:/fwww.tandfonline.comy| R P : i T
Pintd wskiini Lol ainciios S OONTNACOM”  yaccination ir the mean frequency of gE-specific CD4+ T-cells expressing =2 activation

markeis plateaved from year four post-dose | until year nine. Anti-gE antibody geometric

Persistence of immune response to an adjuv
varicella-zoster virus subunit vaccine for u p e concentrations plateaued and remained above pre-vaccination levels from year four

year nine in Older ad Ults enwirds. Immunogenicity at year nine was similar across age strata (60-69, =70 years) and

confirmed statistical prediction model results using data for up to vear six. Further modeling

Tino F Schwarz, Stephanie Volpe, Gregory Catteau, Roman Chlibek,
Pierre David, Jan Hendrik Richardus, Himal Lal, Lidia Oostvogels, K:
Pauksens, Stephanie Ravault, Lars Rombo, Gerard Sonder, Jan Sme
Thomas Heineman & Adriana Bastidas

using all data up to year nine predicted immune responses would remain above the pre-

vaccination level up to year 15.

Conclusion: In adults aged =60 years, HZ/su-induced immunogenicity remained above pre-

vaccination levels for at least nine years post-initial vaccination.

Key words: varicella-zoster virus, herpes zoster (shingles) vaccine, persistence, subunit gE

vaceine, herpes zoster, prevention, immunity, prediction modeling
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Assessment of the potential public health impact of Herpes Zoster vaccination
in Germany

Desmond Curran®, Desirée Van Oorschot?, Lijoy Varghese®, Lidia Oostvogels®, Tomas Mrkvan®, Romulo Colindres®,
Alfred von Krempelhuber®, and Anastassia Anastassopoulou®

"GSK, Wavre, Belgium; “GSK, Singapore; ‘GSK, Minchen, Germany Table 1. Public Health impact of both HZ/su and ZVL under base case assumptions

of 40% coverage (HZ/su second dose compliance of 70%) over a lifetime horizon

e from the age of vaccination.

The aim of this study was to compare the public health impa .
vaccines, Zoster Vaccine Live (ZVL) versus a non-live adjuvanted s Cases Avoided

German population aged 50+ years split into 3 age cohorts, i.e. 5( Cases

A multi-cohort static Markov model was developed following age ( .

data were obtained from the German federal statistical office. | No Vaccination Hi/su A
individuals developing post-herpetic neuralgia (PHN) were deriv

specific vaccine efficacy and waning rates were based on publishe jects

both vaccines was assumed to be 40%, with compliance of the se Sub 35,495,639 14,198,256 14,198,256
Sensitivity analyses were performed to assess the robustness of th HZ 9,216,271 1,745179 499117
remaining lifetime since vaccination, the HZ/su vaccine would red PHN 1,717,545 309,795 117,828

533,162 and 486,794 in the 3 age cohorts, respectively, compai

using ZVL. The number needed to vaccinate (NNV) to prevent on Complications 1,128,993 213,784 61,141

HZ/su vaccine compared with 20 to 50 using ZVL. Comespondin Deaths 3,683 361 32
from 39 to 53 using the HZ/su vaccine compared with 94 to 198 Hospitalisation 524,602 85,652 19,472
:ﬁlﬂm efficacy, the candidate HZ/su vaccine demonstrated su GP Visits 52,169,013 0,388,338 2,478,437

yoa: years of age; HZ: herpes zoster; PHN: postherpetic neuralgia; GP: General Prac-
titioner; HZ/sw: herpes zoster subunit; ZVL: Zoster Vaccine Live

“In Vaccinated Subjects compared with no vaccination over the life-time of the
respective cohorts
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EFICACIA DE LA VACUNA DEL HERPES ZOSTEREN
ADULTOS MAYORES DE 50 ANOS
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