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Objective
To determine the efficacy of quadriva-
lent rotavirus vaccine in reducing de-
hydrating diarrhoea in infants living in
a poor area of a developing country.

Design
Randomised, double-blind, placebo-
controlled trial with 19 to 20 months
of follow-up.

Setting
Obstetric and paediatric hospital,
Caracas, Venezuela.

Patients
2480 infants who were full-term,
healthy, and weighed > 2 500 g at birth.
Exclusion criteria included major birth
defects and infants from a multiple
pregnancy. Follow-up was 82%.

Intervention
Infants were allocated to receive 3 doses
of the quadrivalent rotavirus vaccine
(4 x lO5 plaque-forming units) (n =
1247) or placebo (ra = 1233) at2, 3, and

Commentary
Throughout the world, rotaviral diarrhoea
causes nearly 1 million deaths annually.
Seven rotavirus serotypes have thus far
been identified, but only 4 account for sub-
stantial illness. Based on the results of clini-
cal trials in the United States and Europe,
a recent cost-effectiveness analysis con-
cluded that routine rotaviral vaccination
(at a cost of $30 per dose) in the United
States could prevent more than 1 million
cases of rotaviral illness, 58 000 hospital-
isations, and 82 deaths annually, resulting
in net savings of $79 million in health care
expenditures (1).

This study by Perez-Schael and col-
leagues, of a rotaviral vaccine targeting the
4 major serotypes, showed 49% efficacy

4 months of age. Infants were also
immunised against diphtheria, pertus-
sis, tetanus, and polio. Polio vaccine
was given > 2 weeks before or after the
rotavirus vaccine.

Main outcome measures
The number of infants who had an epi-
sode of any kind of rotavirus diarrhoea
and dehydrating rotavirus diarrhoea,
duration of die first rotavirus diarrhoeal
episode, and hospital admissions for a
first episode of rotavirus diarrhoea.

Main results
Of 1550 diarrhoea! episodes, 205 were
first episodes of rotavirus diarrhoea.
Infants who received the rotavirus vac-
cine had fewer episodes of rotavirus
diarrhoea and of dehydrating rotavirus
diarrhoea, fewer episodes lasting > 4

First episodes of rotavirus diarrhoea*

days, and fewer hospital admission:
than those who received placebo (P -
0.001 for all comparisons) (Table).

Conclusion
Quadrivalent rotavirus vaccine re
duced rotavirus diarrhoea and dehy
drating rotavirus diarrhoea in infant
living in a poor area of a developinj
country.
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* Abbreviations defined in Glossary; RRR, ARR, NNT, and CI calculated from data in aitJi

in preventing rotaviral diarrhoea and 75%
efficacy in preventing dehydrating rota-
viral diarrhoea. Studies of a lower dose of
a similar vaccine in Peru and Brazil showed
24% and 35% efficacy, respectively, for
rotavirai diarrhoea (2, 3).

Rotaviral vaccination is problematic in
less-developed countries. Rotavirus is a
relatively less important enteric pathogen
than it is in industrialised countries, the
vaccine may not be as effective, it is cum-
bersome to give, and it may interfere with
oral polio vaccine. Given the limited re-
sources available in much of the world,
individual countries will have to decide
whether scarce resources would be better
spent on hygiene and clean-water pro-

grams that reduce morbidity and morts
ity from multiple enteric pathogens.
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