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ROTAVIRUS:

£ Preventie door vaccinatie
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Probability of rotavirus infection
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EUROPEAN INCIDENCE OF
ROTAVIRUS-RELATED EVENTS

1:14.000 — 300 deaths

\ 90.000
\. hospitalisations
850.000
physician visits

3.000.000
home episodes

ROTAVIRUS TRANSMISSION

Faecal-oral route
predominant mode of

transmission
= up to one trillion viral particles shed in
faeces
« shedding begins before symptoms and
persists after illness
« formites on contaminated objects (e.g. toys)
retain infectivity for several days/weeks

- Transmission still occurs
despite improved sanitation

WORLDWIDE INCIDENCE OF
ROTAVIRUS-RELATED EVENTS

600.000 deaths

\ 2.300.000
\. hospitalisations
24.000.000
physician visits

114.000.000
home episodes

ROTAVIRUS HOSPITALISATION

- Hospital stay for rotavirus gastroenteritis
varies across countries
— France! and Spain® 4 days
— UK: 2 days®

- Cumulative risk of hospitalisation due to
rotavirus inichildren <5 years
— 1/40 in UK®
— 1/33 in Finland*
— 1/20 in Poland®
- 1/17 in Ireland®

ng, May 2002; *M.J.
:5426:24-30;



ROTAVIRUS SEASONALITY
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Four most common
strains responsible
for gastroenteritis

(>93%):
- G1P[8]

- G2P[4] a

- G3P[8] GaPIel
- G4P[8]

Emerging strain: §
- GOP[8]

‘ n=7024 strains

Santos N, Hoshino Y. Rev Med Virol 2005 Jan-Feb;15(1):29-56
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GENOTYPE DISTRIBUTION
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GOALS OF ROTAVIRUS
VACCINATION

ROTAVIRUSES

* EPIDEMIOLOGY

* Provide early protection, comparable to that
conferred by natural rotavirus infection

* VIROLOGY

* VACCINAT

e \/accine composition
* \Vaccine safety
* VVaccine efficacy

» Protect against moderate/severe RVGE
* Prevent hospitalisation due to RVGE

» Reduce morbidity and socioeconomic burden

ROTAVIRUSES
JOURNALof MEDICINE
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Safety and Efficacy of an Attenuated Vaccine against

 \VACCINATION Severe Rotavirus Gastroenteritis
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* VVaccine efficacy
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INTUSSUSCEPTION INTUSSUSCEPTION

Age of Rotashield vaccination and IS risk Seasonal distribution in children <3 years

Incidence of IS
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Chang et al Pediatr Infect Dis J 2002 21 97-102

NO INTUSSUSCEPTION RISK REACTOGENICITY

« Phase Il trial involving over 60,000 subjects showed no 307 28
increased risk of IS between Rix4414 & placebo!

N=2464

W Placebo

J Relative risk IS j
Rix4414vs 4
Placebo
(95% Cl)

i L W Rix4414
Timing of IS Rix4414 ¢ Placebo nt

n~31000 M n-31000

IS cases
within 31-day
window

% of infants

0.85

(0.30;2.42) }

IS cases
between dos:
1and 30-90
days post

Dose 1 Dose2  Dosel Dose 2 Dosel  pose2

Fever Vomiting Diarrhoea

“Ruiz-Palacios GM et al. New Engl J Med 2006;354(1):11.22

CO-ADMINISTRATION WITH ROTAVIRUSES

OTHER VACCINES
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VACCINE EFFICACY VACCINE EFFICACY
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Rotarix_: European efficacy study (036)
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VACCINE EFFICACY

Rotarix Rotarix

023 036 Rotateq
Any RVGE 72 87 74
Severe RVGE 85 96 96
Hospitalisation 85 100 98

Rotarix : Latin America study (023)
European efficacy study (036)
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T [Ty E o
" v [ v
T
|||||| Ty
..... -
[ LTS my - oy
Maeten
ot amg, /| e MR,
iabets™
..........
Frocarmt. Pty Py
et Rot ot | ot

11



