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¢,.De qué vamos a hablar?

Beneficios de la vacunacion frente a rotavirus
e

1. Beneficios esperados
2. Beneficlos inesperados

3. ¢Para cuando en el calendario
de vacunaciones espanol?



Prevalencia global estimada de enfermedad por rotavirus.
Datos 2006

Episodios

Glass Rl et a. Arch Pediatr. 2005;12:844-847. 4



En la Unidon Europea, a los 5 anos de edad, 1 de cada 54 ninos es
hospitalizado anualmente por gastroenteritis por rotavirus (GERV)

I m La GERV constituye una gran 8  Riesgo Episodiosim

carga para la salud publica en

1 1:14.000 231 muertes
Europa
. - 1:54 87.000 hospitalizaciones
m Practicamente todos los nifos -
se habran infectado por 700.000 consultas

. ~ 1:7 bulatori
rotavirus a la edad de 5 anos - ambulatorias
m La GERV provoca una carga

. ) 1:1 2,8 m_iIIon_es
considerable a nivel de episodios
socioeconomico

Impacto anual estimado de la gastroenteritis por rotavirus en
ninos menores de 5 afos en la Unidn Europea (25 paises)

Soriano-Gabarro M et al. Pediatr Infect Dis J 2006;25:S57-511. 5



Objetivos generales de la vacunacion frente a rotavirus:

d

d

Rotavirus es el principal agente etioldégico de gastroenteritis
agudas graves y deshidratacion en lactantes y ninos <5 anos

En paises subdesarrollados es causa de alta morbimortalidad,
frente a paises industrializados, aunque con baja letalidad,
ocasiona grandes costos sanitarios v sociales, por causar cifras

importantes de visitas médicas vy estancias hospitalarias,

absentismo laboral v escolar

La mejor estrategia preventiva para la enfermedad es Ia
vacunacion universal

Los principales objetivos de la vacunacion en nuestro medio es
proteger frente a la enfermedad moderada/grave, prevenir la
hospitalizacion y el contagio nosocomial, disminuir la duracion
de la enfermedad y reducir el coste econdmico sanitario, social y

familiar
Ortigosa L, Roman E. Situacidn actual de la Vacuna frente a rotavirus.

An Pediatr Contin 2011;9(5):320-5. 6



Carga de enfermedad en Europa, EEUU y paises con

implantacion de la vacuna frente a rotavirus

v’ Desde la introduccion de la
vacunacion en el aho 2006
se ha evidenciado una
importante disminucién de la
actividad del rotavirus.

v En paises con implantacion
de un programa de
vacunacion universal, se ha
observado una disminucion
en la hospitalizacion por
GEA-RV en menores de cinco
anos de entre 65 y un 94 %.




National RV introductions by WHO region: 81 countries™
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Zlamy et al. BMC Infectious Diseases 2013, 13:112
http://www.biomedcentral.com/1471-2334/13/112
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RESEARCH ARTICLE Open Access

The impact of Rotavirus mass vaccination on
hospitalization rates, nosocomial Rotavirus
gastroenteritis and secondary blood stream
infections

Manuela Zlamy', Sabine Kofler', Dorothea Orth®, Reinhard Wiirzner®, Peter Heinz-Erian?, Andrea Streng®
and Martina Prelog'*

Table 2 Reduction of RV-GE in age groups from the pre-vaccination period to the funded vaccination period
Pre-vaccination period (2002-2005) Intermediate period (2006-2007) Funded vaccination period (2008-2009) Reduction®

Numbers of Mean numbers/ Numbers of  Mean numbers/ Numbers of Mean numbers/ Decreased
patients (%) year (95% Cl) patients (%) year (95% Cl) patients (%) year (95% Cl) by (%)

0-11 mos 360 (35.1) 90.0 (80.2-998) 113 (304) 56.5 (44.7-68.3) 22 (16.4) 110 (2.7-19.3)
12-23 mos 300 (29.2) 750 (62.8-872) 125 (33.6) 625 (376-874) 55 (41.1) 275 (7.4-47.6)

2-5 yrs 254 (24.8) 63.5 (50.8-762) 110 (296) 55.0 (365-73.5) 48 (35.8) 240 (11.5-36.5)

6-10 yrs 76 (7.4) 190 (15.1-229) 19 (5.1) 9.5 (83-10.7) 6 (4.5) 30 (1.6-44)
11-18 yrs 36 (3.5) 9.0 (4.1-139) 5(1.3) 25 (1.8-34) 3(22) 1.0 (0.8-2.2)
All 1026 (100) 256.5 (222.2-290.8) 372 (100) 186.0 (119.5-252.5) 134 (100) 67.0 (22.7-111.3)

Abbreviations: mos months, yrs years, (I confidence interval.
?Reduction is calculated between mean numbers per year of the pre-vaccination period and the funded vaccination period (decrease in percentage).




BMC

nfectious Diseases  The jmpact of Rotavirus mass vaccination on hospitalization rates
and nosocomial Rotavirus gastroenteritis (Austria)

Numbers of hospitalized RV-GE cases
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The Pediatric Infectious Disease Journal  Volume 30, Number 7, July 2011

Reduction in Pediatric Rotavirus-related Hospitalizations After
Universal Rotavirus Vaccination in Belgium

Marc Raes, MD,* Danielle Strens, BSc, MSc,T Anne Vergison, MD, MPH,; Marc Verghote, MD,§
and Baudouin Standaert, MDY
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Surveillance Following Introduction of a Rotavirus Immunization Program

In Finland
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92,1 % (IC 95 %: 50,0-98,7)

Incidence per 1000 children

Timo Vesikari et al. Pediatr Infect Dis J. Dec 2013
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Rotavirus epidemiology 5-6 years after universal
rotavirus vaccination: persistent rotavirus activity
in older children and elderly
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ABSTRACT

Background: Rotawirus [RW) vaccination using H-:-taTeq""" vaccinge £ lusively was introduced into
Finnich hatiornal Immunization Program [MIF) in 2005, and soon reached high [=50%) coverage.
Lince mid-2012, all stool camples from laboratony disgnosed caces of RBY gactroenteritis in the
entire country have been typed.

Methods: 254 R pocitive stool samples collected from clinical laboratories ower a 2-year period
were O- and P-typed using RT-PCR, and the resulte were confirmed by sequencing. In addition,
the genome segment encoding for WRS was cequenced to distinguich between wild-type and
waccine origin [beovinel RWE.

Results: BV winter epidemic seasone 201 2-2014 and 20142015 lacted until July each. The age
dictribution of R cactec chowed two unusual closters: one in children 215 years of age, too old
to have been vaccinated in MIP, ard the other in elderly over 20 wears of age. In children, diverse
genotypes were obeerved without any obwviows predominance. The most common ORes wWEers
G1PA] [200%), GZPE] (22 4%), SIP[E] (15 8%, S2PE (122%) ard S4PE] [(112%). The genotype
dictribution wace not different arnong vaccinated and unvaccinated children. Wost cacec in the
elderhy were aseociated with SZP[4].

Lonclusions: Even at high waccine cowerage and high effectiveness of BW waccine, BW activity
continues to persist, padicularly in unvaccinated older children. BY genotypes chow greater
dieersity than before AW waccinations. We conclude that B dizeaze can be controlled but not
elirminated by waccinatione. Herd-protection in kongterm follow-up may be less than at the star
of RV wvatcinatione.
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PHE National norovirus and rotavirus Report
M" Summary of surveillance of norovirus and rotavirus
Public Health 25 January 2017 - data to week 02
England

Weekly rotavirus laboratory reports compared to weekly mean reports
(2004-2013)

2012
—2013
—_2014
—2015
—2016
01T
- afrarage 200942013

—
=
=
=

L
=
o
[
i}
-
]
4+
03
A
O
]
1
>—
o
-
i}
=
=
=




1 Number of hospitalisations* coded as rotavirus
gastroenteritis (all ages) and infant rotavirus vaccine
coverage,! Australia, July 2001 to June 2010
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Concluslons: These data show a sustained and substantial decline in severe
rotavirus disease and all-cause AGE since the introduction of rotavirus
vaccination, most pronounced in the target age group, but with evidence of
herd immunity. The impact of rotavirus vaccination in Indigenous childrenin
hyperendemic settings was less remarkable.
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Rotateq®: efectividad USA 2008-2014

FIGURE 1. Rotavirus season duration and peak activity by reporting years (prevaccine 2000-2006 and postvaccine 2007-2011), -
— United States, 2000-2014

Percent positive rotavirus tests

&0
2000-2006 {1ange) La temporada de rotavirus se acorta
s 2000-2008 (median)
7 — 2007-2008 el nimero de pruebas positivas de
= mm 0E-2009 . . .
ren 2009-2010 rotavirus disminuye 74 %-90 %
0 = = 2010-2011 I
o Se observé una actividad de rotavirus
=== 2013-2014 por debajo de la habida en la era pre-
30 - vacunal
%
7% VA
20 - ;’t ' '+\-;i}
_zf\- ) Ry
N f*l .‘“
) r..ﬁ . ‘;'\. i
L R L Y e r-;-i" i il Tl ‘r " =
wt F ¥ . ™ &
e T . * L
PR r A ., .-*?‘;\i 221V
N4 o SO ke i vt S Naw” T ST
--n‘*_* .__* X ot AR gt P s ""‘H.
0 IIIIIIIIIII?IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII
2729 31 33 35 37 39 41 43 45 47 49 5] 1 i 5 7 9 1M 13 15 17 19 21 23 25

Week of Year

=

CDC. MMWR 2015



Recomendaciones de sociedades cientificas vy
agencias reguladoras
2

I I .
ESPGHAN

<<

(73R, World Health
@ # Organization -

2003, 1, 4364 et

Weekly epidemiological record
Relevé épidémiologique hebdomadaire

5T R 13, 3R YEAR e FE
Mo, 013, B, S bs

S AN

MIVLYY K

bt e et
Morbidity and Mortality Weekly Report
e goy/ iy
‘Contents Rotavirus vaccines Vaccins antirotavirus
Ttecormrmmlations avl Regorts Fobrusey 0, 2000 / Vol 58 / No. RR.2 " WHO position paper — Mote de synthése de 'OMS
itz -y January 2013

In werenlener

Cosformément & sm musdat g=i cmsiste &
iester les Brata Membres sur hea questions

Sommaire:
= Yok ivmen
Wk sytess e FOMS

Prevention of Rotavirus Gastroenteritis
Among Infants and Children

Recommendations of the Advisory Committes
on Immunization Practices (ACIP)

vaccines apainst
Eioranes lhst hawe an inlersatiooal public
el it Thoese papess s concerumd  Cos st gl concernent it bout Ll i
risarily with the wie of vaccines in i dans b progranmes de
Bage-scide  immunizion  rogrenmes b prande fcbeelle, rémmest s
dhey munmasice sasential backgrouad s de e easentielles st lea mada-
forsmation oo disases wnd vactines md  dies ot les vaecing oot 1) st questios
conclue with tSe curcent indiguent la pusition. actuely de POMS s

o the use of vecrines wor Fufisgion des vaceiny dans e conterte

The papers hive: bevss seviewsd by exter-
el eaperts and WHO sl and s
WHD
Stemegic Advisury G  dune approbatioe e
Immunizstion ko mrigae Feems de

seviewsd and endorsed

Solted for the development of yuecin
esition: pugers i wvadlable w bispslfwewe.

i & jour de 209, reap
bcnte sur le lermain, e

el s particalar the
s vceines o further  fiel quion e vmein e

[E———

o WORLD HEALTH
Submissian, Trackieg, wed ORGARIZATION by employisg sore fea- nbduine davistage la
RAeporting Is Maw Availabie! i iom schedules, Al WHD e cudendriees de v
Sev fpar e e fye degsis " ot the eud of T lia aece

msanla
e aml sellect (hase ollered by ies b B fin i e
otavirus vaccioes were luat s
B meeting in Apel

20012, evilonce preseniod ai the weetd  Merniice foié par o SAGE locs O 48 Fhuaion

DEPARTMENT OF HEALTH AND HUMAN SERVICES I — S

Cunrens ron Discane Conrnon Ano Prevenrtion

Cortese M et al. MMWR 2009 Vesikari T et al. JPGN 2008 WHO Weekly Ep Rec Feb 2013



Recomendaciones de la vacunacion frente a
rotavirus de distintos organismos

ESPGHAN/ESPID : Recomendacion de la vacunacion frente a rotavirus
de forma universal a todos los ninos europeos sanos. (J Ped
Gastroenterol Nutr 2008; 46 (Suppl 2) y (Ped Infect Dis J
2015;34(6).

ACIP /EEUU: Ampliacion de la edad maxima de administracién de ambas
vacunas hasta los 8 meses de edad, dada la ausencia de problemas de
seguridad y con el objetivo de mejorar la cobertura vacunal. (MMWR
2009;58 (RR-2):1-25)

OMS : Recomienda la introduccién de la vacuna en todos los programas
nacionales, especialmente donde la diarrea suponga mas del 10% de la
mortalidad en niflos < 5 afios. La edad maxima para la ultima dosis a los 8
meses. (Wkly Epidemiol Rec 2009;84:533-8 y Wkly Epidemiol Rec
2013;88:49-64.)

CAV- AEP RECOMENDACIONES 2017: "“...la vacunacion frente al

rotavirus es una medida de salud recomendable para todos los
lactantes”...

(An Pediatr (Barc). 2017; 7(86):98.e1- 98.e9)

20



Impacto de la vacuna en los paises donde existe vacunacion:
efectividad y proteccion en grupos de ninos vacunados

m Tras la introduccion de la vacunacidon en la
poblacion  pediatrica en varios paises
europeos, Estados Unidos y Australia (1-
3), se ha observado una disminucion en la
prevalencia de I|la enfermedad, con
disminucion de hospitalizaciones debidas
a rotavirus vy de los contagios
nosocomiales, siendo una medida costo-
efectiva.

1. Paulke-Korinek M et al. Herd immunity after two years of the universal mass vaccination program against rotavirus
gastroenteritis in Austria. Vaccine. 2011;29:2791-2796.

2. Dey A et al. Changes in hospitalisations for acute gastroenteritis in Australia after the national rotavirus vaccination
program. Med J Aust. 2012;197:453-457.

3. Tate JE, et al. Trends in national rotavirus activity before and after introduction of rotavirus vaccine into the national
immunization program in the United States, 2000 to 2012. Pediatr Infect Dis J. 2013;32:741-744.
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Impacto de la vacuna en los paises donde existe vacunacion:
efectividad y proteccion en grupos no vacunados
-

m Tras la introduccion de Ila vacunacion en la
poblacidon pediatrica en varios paises europeos,
Estados Unidos y Australia (1-3), se ha
observado una disminucion en la prevalencia de la
enfermedad, no solo en los ninhos vacunados, sino
en ninos no vacunados y en adultos, lo que
sugiere una proteccion de grupo para estas
dos ultimas poblaciones, asi como una
disminucion importante y mantenida de la
actividad del RV, por debajo del nivel existente
en los anos previos a la vacunacion

1. Paulke-Korinek M et al. Herd immunity after two years of the universal mass vaccination program against rotavirus
gastroenteritis in Austria. Vaccine. 2011;29:2791-2796.

2. Dey A et al. Changes in hospitalisations for acute gastroenteritis in Australia after the national rotavirus vaccination
program. Med J Aust. 2012;197:453-457.

3. Tate JE, et al. Trends in national rotavirus activity before and after introduction of rotavirus vaccine into the national
immunization program in the United States, 2000 to 2012. Pediatr Infect Dis J. 2013;32:741-744.



MAJOR ARTICLE

| Indirect Protection of Adults From Rotavirus by
Pediatric Rotavirus Vaccination

Evan J. Anderson,**"? Deanna B. Shippee,'* Melissa H. Weinrobe,"%** Melissa D. Davila,>* Ben Z. Katz,'*
Susheel Reddy,%* Mary Gene Karen P. Cuyugan,? Samuel Y. Lee,'? Yael M. Simons,'* Ram Yogev,"? and
Gary A. Noskin?!

Departments of "Pediatrics and “Medicine, Northwestem University Feinberg School of Medicine, Divisions of Infectious Diseases, Children's
Memorial Hospital, and “Northwestem Memorial Hospital, Chicago, lllinois

Declining Rotavirus in Adults « CID 2013:56 (15 March) e 755 I ,
CID 2013:56 (15 March)  Anderson et al I 5
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Conclusions. Pediatric rotavirus vaccination correlated with a relative decline of almost 50% in rotavirus iden-
tified from adult BSC during the peak rotavirus season, suggesting that pediatric rotavirus vaccination protects

adults from rotavirus.




E JAMA August 28, 2013 Volume 310, Number 8 I

L ette IS Paul A. Gastafiaduy, MD, MPH
Aaron T. Curns, MPH
Umesh D. Parashar, MEBS. MPH
Ben A. Lopman, PhD, MSc

Methods | Rotavirus-coded and cause-unspecified gastroenteri-
tis discharges from January 2000 through December 2010 were
retrieved from a nationally representative database of hospital
inpatient stays, the Nationwide Inpatient Sample, as previ-
ously described.”> Cause-unspecified discharges were exam-
as  ined because testing for rotavirus is infrequently performed in

; ¥Stroenteritis  adults. We fitted time series regression models assuming a Pois-
an 5 years. The role of rotavi-  son distribution of 2 separate outcomes: monthly counts of ro-

Gastroenteritis Hospitalizations in Older Children
and Adults in the United States Before and After
Implementation of Infant Rotavirus Vaccination

among US children younger

Based on the observed reductions, annual reductions in
gastroenteritis discharges after introduction of rotavirus vac-

cine in the United States, particularly in the 5- to 44-year age

group, are likely. These results point to the primacy of chil-
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Nuevos conocimientos sobre la

enfermedad por rotavirus
B

Rotavirus: to the gut and beyond!
Sarah E. Blutt and Margaret E. Conner

Curr Opin Gastroenteral 23:39-43 © 2007 Lippincott Willams & Wilkins.

able 2 Presence of rotavirus in the blood in children

iral RMWA® Days after onset of illness® Virus serotype”

Blutt ef al. [4] 29/33 (66%) 3/6 (5096) 3-12 G1, G4
Chiappini ef al. [19°] NT 9/14 (649%) 1-5 NT

Nakagomi et al. [16°] 5/8 (63%) 0/8 (0%) 1-9 NR

Fischer et al. [18°°] 43/70 (61%) 9/11 (829) 0-21 G1, G9, P[8]

Ray et al. [17°*] 65/102 (64%%) 26/28 (93%) <3 G1, G2, G3, G9, Grt, Gmx

MNT, not tested; NR, not reported; Grt, nontypeable G; Gmx, multiple G types; “number positive/number samples tested; "cla}s after the onset of
dizease when samples were collected; “determined in stool.




Nuevos conocimientos sobre lainfeccion por RV
COMPLICACIONES NEUROLOGICAS

BRAIN &
DEVELOPMENT
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Case report
Reversible EEG changes during rotavirus gastroenteritis

Ugur Isik *, Mine Caliskan

deom It itute of Newrological Seisnver, Divisim of Podiaric Neurclogy, Frtanbul Turkey
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Ak PEDIATRIC NEUROLOELHY Vol 42 No. &

Rotavirus Gastroenteritis and Seizures
in Young Children

Michael B. Lloyd, MD*, Jenifer C. Lloyd, DVM, M SPH*, Per H. Gesteland, MD, }"IST.
and James F. Bale, Jr., MD#*

BM] Case Reports
BMJ Case Reports 2012; doi10.1136/bcr.04.2011.4134
Unusual association of diseases/symptoms
Cluster of neurological manifestations of rotavirus infection in
children

Thomas George Day,' Charlotte Jackson,? Penelope Ann Bryant?

'Paediatrics Dapartment, Bamet and Chase Farm Hospitals NHS Trust, London, UK;
"Paediatrics Department, St George's Healthcare NHS Trust, London, UK;
“Paediatric Infectious Diseases Department, St George's Hospital, London, UK




Convulsiones asociadas a GEA (rotavirus)

B MAJOR ARTICLE

Protective Association Between Rotavirus
Vaccination and Childhood Seizures in the Year
Following Vaccination in US Children

Daniel C. Payne,' James Baggs? Danielle M. Zerr,*® Nicola P. Klein® Katherine Yih.® Jason Glanz,” Aaron T. Curns,’
Eric Weintraub,® and Umesh D. Parashar'

Rotavirus Vacdnation and Seizure Risk « CID 2014:58 (15 j:.nmrﬂl

Conclusions. ~ A full course of rotavirus vaccination was statistically associated with an 18%-21% reduction in
risk of seizure requiring hospitalization or emergency department care in the year following vaccination, compared
with unvaccinated children. This reduction in childhood seizures complements the well-documented vaccine-

related benefit of preventing US diarrhea hospitalizations.




Vaccine Reports

Impact of Rotavirus Vaccination on Childhood Hospitalization

I for Seizures

Jacobo Pardo-Seco,*1 Miriam Cebey-Lopez, *t Nazareth Martinon-Torres, MD, PhD, *t Antonio Salas, PhD, *1}
Jos¢ Gamez-Rial, MSc, ¥ Carmen Rodriguez-Tenreiro, PhD, *7 José Maria Martinon-Sanchez, MD, PhD, *f and
Federico Martinon-Torres, MDD, PRD*7

The Pediatric Infectious Disease Journal * Volume 34, Number 7, July 2015 Seizures and Rotavirus Vaccines
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Conclusions: Our results show that rotavirus vaccination may have a sig-
nificant impact in the decrease in seizure-related hospitalizations in child-
hood. This additional benefit of rotavirus vaccination seems more marked
in the youngest infants.
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Systemic features of rotavirus infection ) cooseves
Irene Rivero-Calle *°, José Gémez-Rial ",
Federico Martinén-Torres *5*
v ... las vacunas del rotavirus han impulsado el interés y el

conocimiento de este virus, pero también han cambiado la
situacion actual de la enfermedad...

v El creciente niUmero de evidencias ha hecho necesario
revisar la percepcion acerca de la infeccidn por rotavirus como
sinonimo de gastroenteritis aguda.

v La propagacion extraintestinal del rotavirus es bien
conocida y el espectro clinico de la enfermedad es cada vez
mayor.




Journal of Infection {2018) F2, 598-5105

British lhfection Association

v Elsevierhaalth, corm s journalsfjint

Systemic features of rotavirus infection ()

Irene Rivero-Calle **, José Gémez-Rial *°,
Federico Martinén-Torres */5#

Este articulo analiza el conocimiento actual
de estas manifestaciones extraintestinales
sistémicas causadas por rotavirus y sus
mecanismos subyacentes, para facilitar el
camino de futuras cuestiones clinicas, tanto
en materia de salud publica como de
investigacion.
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. Systemic features of rotavirus infection

Irene Rivero-Calle ®°, José Gémez-Rial 7,
Federico Martinén-Torres *°*

Clinical spectrum of rotavirus infection and the
known impact of current rotavirus vaccines
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‘\ DIARRHEA

EXTRAINTESTINAL and/or

SYSTEMIC DISEASE:

- Infectious

- Autoimmune

Table 1  Extraintestinal clinical spectrum of rotavirus
infection. The list shows clinical entities different to
diarrhea that hawe been reported or suggested to be
related to rotarirus infection (1), or tiggered by rota-
wirws infection in susceptible subjects @17 * These
symptoms can present alore ar in combination . with
arwithout diarhea. See text for further explanations.

1. Infectiows! Extmintest nal sympromss diseases
a. Meurological symptoms
i. Bentgn afe brile corvulsions®
ii. Febrile conwulsions
iii. Otherseizures (febrike or afebrik)
iv. Epilepsy
V. & ute encep halits
i, deute cerebellits
vii. Encephalopathy (with specific white matter
patterm on magretic resonance)
vifi. Trarswent acube flaccid paralysis
i, Opsoclonus - meos konus syrd reme
b. Meoratal complicatiors
i. Heonatal mecmtizing enterocalits
ii. Cwstic periventrcular leukomalacia
. Eplenic lesions (tRRsiEnt or recure nth
Aoube arthnitis
Preumania
b ute bemorrhagic infantile edema
. Systemic inflammatory response
Cutareous vasc ulitis
Rhabdomyolysis
. Parcreatits
. Hemophagooytic lym phahistiocytosis
Reye ar Rewe-like syrdrome
. Dseminated intravascular coagulaton
. Hepatitis

F il EEmes ma B

2. dntnimmure diseases
4. Mabetes mellitus
. Deliac disease
. Opsoc lonus -myvaclonus syrdrome
. Myasthenia gravis (1)
2. Uweitis (¥}

LM o

(") Most frequent extmintestinal presentaton descnbed
in the literature.
() Based only on experimental fanimal modek.




¢,.De qué vamos a hablar?

Beneficios de la vacunacion frente a rotavirus
I e,,—,—,S—,—,—,—

1.
2.

3. ¢Para cuando en el calendario
de vacunaciones espanol?



Situacion actual de la vacunacion frente

a rotavirus a nivel mundial
1

m A fecha de hoy, 81 paises han introducido las
vacunas frente a rotavirus en sus programas
nacionales de vacunacion

m Gavi, the Vaccine Alliance, una alianza mundial
que promueve la salud en los paises mas
necesitados, ofertando vacunas, Casi 40 paises
han introducido las vacunas frente a rotavirus
con la ayuda GAVI



¢, Como esta la situacion de la vacuna

frente a rotavirus en Espana?
—

4

¢ Para cuando en el calendario de
vacunaciones espanol?



Vacunas frente a rotavirus.

Situacion actual en Espana
N

0 En nuestro pais, las dos vacunas frente a
rotavirus autorizadas, estuvieron
inmovilizadas y se retiraron de los canales
de distribucion de farmacia durante varios
meses en el ano 2010, por problemas de
calidad en su fabricacion, permaneciendo
solo disponible la vacuna pentavalente
(RotaTeq®) hasta Junio 2016, en que ha
vuelto a los canales de farmacia la vacuna
monovalente (Rotarix®) .




. Como estan las coberturas vacunales frente a
rotavirus en Espana?

-

ey A

L4

60,22% 62,74%
—




2 Y qué dicen nuestras autoridades sanitarias
sobre la posibilidad de la introduccion de la
vacuna frente a rotavirus en calendario en
Espana?




SITUACION EPIDEMIOLOGICA DE LAS GASTROENTERITIS
PRODUCIDAS POR ROTAVIRUS

RECOMENDACIONES DE LA VACUNACION FRENTE A
ROTAVIRUS

JUNIO 2006

Ante todo lo expuesto se propone la siguiente recomendacion:

No introducir la vacunacion frente a rotavirus en el calendario de vacunacién
establecido por el Consejo Interterritorial del Sistema Nacional de Salud.

No existiendo grupos de riesgo en los que selectivamente recomendar la vacunacion y no
habiendo recomendacion de introducir la vacuna en el calendario de vacunacion, se considera que
la no financiacion de esta vacuna por el Sistema de Salud estaria en concordancia con la
recomendacion establecida.



Impacto de la vacuna en Espana (no
vacunacion sistematica): efectividad



Effectiveness of rotavirus vaccination in Spain

Federico Martinén-Torres, *** Marta Bouzén Alejandro,"** Lorenzo Redondo Collazo,"? Juan Manuel Sanchez Lastres,**
Sonia Pértega Diaz,> M? Teresa Seoane Pillado,” José Maria Martinén Sanchez'? and ROTACOST research team®

— Octubre 2008-Junio 2009

— 682 ninos menores de 5 anos con GEA

— 18 C.S. y 10 hospitales de Galicia y Asturias

— Deteccion sistematica de Ag rotavirus en heces (Test Vikia®)
— Diseno casos controles - EV=1-OR

Efectividad vacunal para
prevenir GEA por rotavirus

Efectividad vacunal para

prevenir el ingreso hospitalario

91.5%

(IC 95%:83.7%-95.6%)
Vac. completa: 92.8%
(84.7-96.6%)

Vac., parcial: 84.0%
45.5-95.3%)

95.6%
(IC 95%: 85.6-98.6%)
Vac. completa: 98.3%
(87.4-100%)
Vac. parcial: 89.4%
(53.9-97.5%)




Efectividad de la vacunacion:

en Valencia

- - Figure 1. Total number of children by year of birth

and vaccination status
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Figure 2.
Hospitalizations for rotavirua AG

m Fully vaccanated
Unnvaccinatad

Eficacia vacunal frente a hospitalizaciones
debidas a gastroenteritis por Rotavirus =

90,4%
(IC 95%: 85-93,8)

A0S

2007 2006 2008 2010
VE: 90.4 (95% Cl 85.0-93.8)

Cobertura estimada 30% en ninos de 7 meses a 3 anos de edad

Rotavirus vaccine effectiveness to prevent hospitalization in children less than three years old. Retrospective cohort study. Valencia, Spain. Javier Diez-Domingo et al.

30th Annual Meeting. ESPID. Thessaloniki (Greece) June 8-12 2012




Efectividad de vacunacion frente a
rotavirus en Navarra

Vaccioe 3002012 539543

Cantents lists availabbe al Scierse ScienceDirect

Vaccine

journal homeapage: www. elsevier.comflocslefvaccine

Effectiveness of rotavirus vaccines in preventing cases and hospitalizations due
to rotavirus gastroenteritis in Navarre, Spain

Jesiis Castilla®"*, Xabier Beristain®, Victor Martinez-Artola®, Ana Navascués?, Manuel Garcia Cenoz*®,
Nerea Alvarez®, Isabel Polo®, Ana Mazdn®, Alberto Gil-Setas®, Aurelio Barricarte*®

® Insriming g Salud Pabliog o Movorma, Pampleng, Spain

b CTOER Eprdermicfogin v Salud Pahos, Spain

FSemiicio de Mizrabralogia. Comiplejo Mesplesionn dc Navarnd Fempling Spain
! Seccidin de Micrebislogio, Hosral Refna Seffa Tadels, Spain

F Cenrdein Moo e S -Gemypnbyden, Murspioe. Ypen

ARTICLE INFODO ABSTRACT
Artitle Sistory: T MOLAVIIUS Wacoenes ave bien avaikable since J006. This sndy evaluares the elfectivensss ol these
Rectived 7 Sepremmier 2011 Varcines using a test-regative case-control design in Mavarme, Spain We included children 3- 58 months

Received in revised form of age wha sought medical care for gastroennerinis and for wiham stool samples were taken beraoen
;j:f::ln_:‘-:'"ﬁ‘:u'"m? i January 2008 and june 2011, About 9% had received the pentavalent vacrine (BotaTeq) and anather 82
o B F Il el B Wi i received the mondvalent vaccine (Rotarix), Cases were the 758 children with conflrmed rocavines and
comtrols were the BO36 dhildren wha tested negative far rotavirus. Thicty-five percent af cazes and S0
af contrals had required haspitalizztion [p<0.0001) The adjusted efectiveness of complete vacrination

5:3.::'::1:: wias TBE(A5Y O BR-B5E] in preventing rodavings gasrraenienins and 83X (501 65-93%) in preventing

Yaccine hospetalization far rotavires gastroenteritis. Mo differences between the two vaccines were detected

Lam—conirol stkles (p=04523 5 Bonh vascimes were highly clfecrive i preventing cases and hoespital admissions @ hildren

Hospitadizacion due o rotavirus gastroenteritis.

Spain L2001 Punlished by Elsesser Lod
44 T —

E—
J. Castilla et al. Vaccine 2012



Efectividad de la vacunacion frente rotavirus en la prevencion
de casos y hospitalizaciones debidos a gastroenteritis por
rotavirus en Navarra

Table 3
Rotavirus vaccine effectiveness in preventing hospital admission due to rotavirus gastroenteritis in children aged 3-59 months,
Cases/controls Crude OR (95X () Adjusted OR (05% (1) Vaccine effectiveness (05% (1)
Tatal
Unwvaccinated 249(390 1 1
Fully vaccinated /80 0.18 (0.00-0.36) 0.17 (0.07-0.35) B3% (65-03%)
Aged <24 months
Unwaccinated 207 {302 1
Fully vaccinated 80 0.17 (0.08-0.36) 0.18 (0.07-0.400F B2% (60-03% )b
Aged =24 months
Unwaccinated 42/BB 1 1
Fully vaccinated 1111 0.19{0.02-1.52) 0.11 (0.002-0.83F BO [17-00.8%)F
Period 2008-2000
Unwvaccinated 01/237 1 1
Fully vaccinated 7120 0.63 (0.27-1.49) 061 (0.21-1.54F 0% (54 to TOX)F

Period January 2010-June 2011

Unwaccinated 158{153 1 1
Fully vaccinated 2/51 0.04 (0.01-0.16) 0.04 (0.004-0.15F 06% (B5-00% )
# (dds ratio and 95% confidence interval obtained by exact logistic regression adjusted for age group, birth year and mayor chronic condeg

b Comparison of vaccine effectiveness in preventing cases with age <24 months vs =24 months; p-0.9601.
© Comparison of vaccine effectiveness in the period 20082000 vs the period January 201 0-June 2011; p=0.0009.

Efectividad de vacunaciéon con pauta completa = 96% (85-99)

J. Castilla et al. Vaccine 30 (2012) 539-543



Vacunas frente a rotavirus.

Situacion actual en Espana
N

0 En nuestro pais, las dos vacunas frente a
rotavirus autorizadas, estuvieron
inmovilizadas y se retiraron de los
canales de distribucion de farmacia
durante varios meses en el ano 2010,

bor problemas de calidad en su fabricacion,

bermaneciendo solo disponible la vacuna

hentavalente (RotaTeq®) hasta Junio 2016,

en que ha vuelto a los canales de farmacia

la vacuna monovalente (Rotarix®) .




Circovirus y vacunas frente a rotavirus:

su impacto en Espana
N

N~ SHORT REPORT

Human Vaccines & Immunotherapeutics 9:7, 1-3; July 2013; © 2013 Landes Bioscience

A reverse evidence of rotavirus vaccines impact

Federico Martindn-Torres,"*** Angela Aramburo,"** Nazareth Martinén-Torres,"** Miriam Cebey,* Maria Teresa Seoane-
Pillado,* Lorenzo Redondo-Collazo** and Jose Maria Martinén-Sanchez'*?

'Area Asistencial Integrada de Pediatria; Hospital Clinico Universitario de Santiago de Compostela; Santiago de Compostela, Spain; *Red Gallega de Investigacion Pediatrica
(www.regalip.com); Spain; *Grupo de investigacion en Genética, Vacunas, Infecciones y Pediatria (GENVIP-www.genvip.org); Instituto de Investigacién Sanitaria de Santiago
(IDIS); Santiago de Compostela, Spain; *“Unidad de Epidemiclogia; Complejo Hospitalario de La Coruiia; La Coruria, Spain

Keywords: gastroenteritis/epidemiology, hospitalization, rotavirus infections/prevention & control, rotavirus vaccines, Vaccine
effectiveness

Abbreviations: RAGE, rotavirus acute gastroenteritis; CMBD-HA, Minimum Set of Acute Hospitalizations database; ICD-9-CM,

International Classification of Disease, 9th Revision, Clinical Modification




SHORT REPORT
Human Vaccines & Immunotherapeutics 9:7, 1-3; July 2013; © 2013 Landes Bioscience

A reverse evidence of rotavirus vaccines impact

Federico Martinén-Torres,">** Angela Aramburo,>* Nazareth Martinén-Torres,">* Miriam Cebey,® Maria Teresa Seoane-
Pillado,* Lorenzo Redondo-Collazo'2* and Jose Maria Martinén-Sanchez'>*
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== =RV Vaccination coverage + 70
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Rotavrius vaccinateion coverage (%)

Rotavirus acute gastroenteritis hospitalization rate (/100.000)
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Figure 1. Vaccine coverage and rotavirus acute gastroenteritis hospitalization rate per 100,000 c frente a rotavirus licia (north-west
Spain) from June 2003 to July 2012. (*) 22% is the mean RV vaccine coverage for that period. However, 1or > mo witnin that perioa, no new batches of
vaccine were released into the market, and the coverage estimated for those months was 0-5%.




Diez-Domingo et al. BMC Public Health 2010, 10:469
http:/fwww biomedcentral.com/ 147 1-2458/10/469 BMC

Public Health

Burden of paediatric Rotavirus Gastroenteritis

(RVGE) and potential benefits of a universal
Rotavirus vaccination programme with a
pentavalent vaccine in Spain

Javier Diez-Domingo’, Nuria Lara Surifiach”, Natalia Malé Alcalde’, Lourdes Betegon®, Nathalie Largeron’,
Mélanie Trichard®

Results: The model estimates that the introduction of a universal rotavirus vaccination programme with RotaTeq
(90% coverage rate) would reduce the rotavirus gastroenteritis (RVGE) burden by 75% in Spain; 53,692 home care

cases, 35,187 GP/Paediatrician visits, 34,287 emerqency department visits, 10987 hospitalisations and 2,053
nosocomial infections would be avoided. The introduction of RotaTeq would avoid about 76% of RVGE-related
costs from both perspectives; €22 million from the national health system perspective and €38 million from the

societal perspective,




Impacto psicosocial: Afectacion de la
calidad de vida familiar

Vaccine 32 (2014) 3740-3751

AR Contents lists available at ScienceDirect z _
SN \/accine
o) Vaccine *
k) >
ELSEVIER journal homepage: www.elsevier.com/locate/vaccine S
Review
Economic and psychosocial Impact of rotavirus infection in Spain: (!)cmm

A literature review

Javier Alvarez Aldedn?, Javier Aristegui®, Juan Luis Lopez-Belmonte©,
Montse Pedrés <, José Garcia Sicilia®

Impacto en la Vida Familiar

= 68 % de los padres faltan al trabajo
= La media de dias perdidos es 4
= La péerdida de productividad laboral es mayor en las GERV




Aristegiui af Gl B nfactious Disegias (2016) 16549
B 10-1 18645 1227501 6-1850-7 BMC Infectious Diseases

@ CrassMark _

Multicenter prospective study on the
burden of rotavirus gastroenteritis in
children less than 3 years of age in Spain

) Aristequi®, ) Fererd, | Salamanca” E. Gamate!, A, Pattidas’, M. Sar-Martin® and B, Sarr Jose®

Conclusions: Rotavirus infections are respansible for a substaritial propartion of ASE cases in children 23 years of
age in Spain attendad at primary care wisits. BMGE episodes are aseociated with greater clinical severity, greater
alterations in the child’s behaviowr, and higher parental distress. The autcomes of the present study recommerd

that rovtire rotavinus vaccination ininfants =3 years of age could considerably reduce the serious burden of this
patertially serious childhood disease.

Keywords: Gactroenteritis, Rotavinue, Burdsn, Frimany care, Spain




SITUACION EPIDEMIOLOGICA DE LAS GASTROENTERITIS (,QU é h an d | C h O I as
PRODUCIDAS POR ROTAVIRUS :
autoridades

RECOMENDACIONES DE LA VACUNACION FRENTE A I S an Itar I aS

ROTAVIRUS ~
espanolas en
estos 10 anos?

JUNIO 2006

Ante todo lo expuesto se propone la siguiente recomendacion:

No introducir la vacunacion frente a rotavirus en el calendario de vacunacién

establecido por el Consejo Interterritorial del Sistema Nacional de Salud.

No existiendo grupos de riesgo en los que selectivamente recomendar la vacunacion y no
habiendo recomendacion de introducir la vacuna en el calendario de vacunacion, se considera gue
la no financiacion de esta vacuna por el Sistema de Salud estaria en concordancia con la
recomendacion establecida.




Recomendaciones del Comite Asesor de Vacunas ‘&
sobre vacunacion frente a rotavirus .

o Desde el ano 2008, el Comité Asesor de
Vacunas de la AEP ha considerado
recomendable |a vacunacion frente a
rotavirus para todos los lactantes.



VACUNACION ROTAVIRUS: RECOMENDACIONES OFICIALES

I
PRIMERAS RECOMENDACIONES

CALENDARIO VACUNAL DE LA ASOCIACION ESPANOLA DE PEDIATRIA 2008

Comité Asesor de Vacunas
Edad MESES Edad ANOS
vacunas | o | 2 | 4 6 | 1245 | 1518 | a4 6 | 1112 | 1316
| | | |
Hepatitis B HB2 HE23 HB?  HB2? HB*
(madres HBsAg[-]) | | [ |
Difteria® |
Tétar!os DTPa DTPa DTPa DTPa DTPa dTpa® e
Tosferina e Vacunacién frente a
Palio™ VPI VPI VPI VPI R 0 T u Vl R U S
H. influenzae b® Hib Hib Hib Hib
| | : | Documento de Consenso
! de las Sociedades Cientificas
Meningococo C? MC MC Mmce
Sarampién®
Rubéola v ™
Parotiditis
Varicela! Var Var Varicela
Neumococo'@ Pniv Pniv PnTv Pniv
Papilomavirus® VPH
e —
Rotavirus'+1= < ROTAV >
—
] gt Wiojy
Gripe'® GRIPE GRIPE o m’“
| I . S s
Hepatitis A7 HA HA HA a iA
| | | | —
RECOMENDADAS Rango da edad
RECOMENDADAS  FECONEN e CATGH-UP '.l_ EP -

CAV-AEP. An Pediatr 2008



Calendario CAV-AEP 2017

CALENDARIO DE VACUMACIONES SISTEMATICAS DE LA ASOCIACION ESPANOLA DE PEDIATRIA 2017

Comité Asesor de Vacunas

Edad en meses Edad en afios
VACUMNA
2 4 6 11 | 12 | 15 24 | 6 | 12 [1a
Hepatitis B! HB HBE HE
Difteria, tétanos y DTPa/
tosforinaZ DTPa DTPa DTPa Tdpa Tdpa
Poliomielitis? VPI VPI VPRI VPI
Haemophilus - - .
influenzae tipo b* Hib Hib Hib
Meumococao® VNC VNC VNC
Meningococo C* MenC MenC MenACWY /
MenC
Sarampion, rubeola
g SRP SRP a 1 Josg pars XN
ol n n n: !
y parotiditis f&:;:‘t:;‘:gﬁ?' L&;gfﬁz ngidfg ;fpeza e .
Varicela® Var Var V-AERp el Comitg Asempy e C35tillo yae-ﬁzgr:& e o,
3
Virus del papiloma VPH
humano? 2 dosis
. o .
L IR MenB- MenB* An Pediatr (Barc) 7;86(2):98.e1-98.e9
SO I T
Sistermati cas Sistermati cas
financiadas no financadas

Vacunacion frente al rotavirus

Recomendacion 2017 la vacunacion frente ol rotavirus es
Uha medida de salud recomendable pard fodos [os lactantes.



http://vacunasaep.org/

Posicion de las Sociedades Cientificas relacionadas
con la vacunacion (Documento Diciembre - 2010)

— F ‘;‘;‘ E— (5162_; E— G " I o
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m La infeccion por rotavirus es una causa importante
de morbilidad en la infancia y es la primera causa
de diarrea grave y de hospitalizacion por diarrea en
Espana.

m Las vacunas frente a rotavirus han demostrado,
eficacia y seguridad para prevenir esta |nfeCC|on
con una reduccion significativa de las formas graves
de diarrea y hospitalizaciones por rotavirus.

m La AEP, la AEV, la SEIP y la SEGHNP consideran que
la vacunacidn frente a rotavirus constituye una
medida preventiva recomendable para todos los
ninos de nuestro pais.



National RV introductions by WHO region: 81 countries*
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**Nota WHO memboer stlfe  http://www.path.org/vaccineresources/files/PATH-Worldwide-Rotavirus-

BV=lolavinisvacone Vaccine-Introduction-Map-EN-2016.05.01.pdf
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Por tanto, podriamos concluir que, en el momento actual, el
balance riesgo-beneficio sigue siendo favorable a la vacuna-
 cién frente a RV, no solo en los paises en vias de desarrollo,
sino en paises industrializados. Las principales agencias regu-
ladoras y las sociedades cientificas (en Espafia, la Asociacion
Espafiola de Pediatria, por medio de su Comité Asesor de
Vacunas) consideran que la vacunacién frente al rotavirus
‘constituye una medida preventiva recomendable para todos
\[Ins nifios de nuestro pais.
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Vacuna frente a rotavirus:
¢,Para cuando en el calendario de vacunaciones espanol...
...de forma financiada y universal?




