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Rotarix is a live attenuated vaccine of
rotavirus. It is formulated as a clear

liquid for oral administration packaged in
a 1.5ml prefilled oral applicator. It is >85
per cent effective in preventing severe
rotavirus gastroenteritis up to the age of
two.1

It should be stored at +2 to +8°C and
protected from light; it should not be
frozen. Under these conditions, Rotarix
has a shelf-life of three years.

Who should receive it?
Rotavirus vaccine is included in the cur-
rent immunisation schedule.2 The first
dose may be administered from the age
of six weeks but the immunisation sched-
ule recommends it should be given to
infants at approximately eight weeks of
age, followed by a second dose after an
interval of not less than four weeks. 
      Ideally, the full course should be com-
pleted before the age of 16 weeks (both
to confer early protection and to avoid an
association with intussusception) and by
24 weeks of age at the latest. 
      The first dose should not be given
after 15 weeks of age1 due to lack of data
for the first-dose vaccine in older children.

Premature infants born at ≥27 weeks
gestational age can have the same vac-
cination schedule as full-term babies.
Very premature infants (≤28 weeks) who
are in hospital should have respiratory
monitoring for 48–72 hours when given
their first routine immunisations; if they
develop apnoea, bradycardia or desatu-

rations the second dose should be given
in the same way.1

Dosage and administration
Practitioners must be clear that Rotarix
is for oral use and must not be injected.
The complete contents of the applicator
should be emptied into the child’s mouth.
If the dose is spat out, a replacement
dose can be given at the same visit. The
infant can eat and drink freely. 

Rotarix can be administered at the
same time as other vaccines, including
BCG, without significantly impairing their
effectiveness.

Contraindications1

The vaccine is contraindicated in infants
who:
•had a confirmed anaphylactic reaction
to a previous dose of rotavirus vaccine or
any of its components
• have a history of intussusception
• are over 24 weeks old
• have severe combined immune defi-
ciency
• have a malformation of the gastroin-
testinal tract that could predispose them
to intussusception
• have a rare hereditary problem of fructose
intolerance, glucose-galactose malabsorp-
tion or sucrase-isomaltase insufficiency 
(the vaccine contains 1073mg sucrose).
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Precautions1

Rotavirus vaccine may be postponed in
infants who have acute severe febrile ill-
ness or who are otherwise acutely unwell
but postponement is unnecessary for
minor illnesses without fever or systemic
upset. Administration should be post-
poned in infants suffering from acute diar-
rhoea or vomiting to avoid reducing
efficacy.

There is little evidence of safety and
efficacy in infants with immunosuppres-
sion. Rotarix is contraindicated in infants
with severe combined immunodeficiency
syndrome but it is likely that the benefits
outweigh the risks in infants with other
immunosuppressive disorders. Vaccination
is recommended for infants who have or
may have HIV infection.

Faecal excretion of virus particles
peaks seven days after vaccination. This

is not believed to pose a risk to immuno-
compromised individuals compared with
the hazard of infection by wild-type
virus.1 Carers should be reminded to
wash their hands after changing the
nappy.

Adverse effects1

Diarrhoea and irritability are the most
common adverse effects associated with
Rotarix. Others include vomiting, abdom-
inal pain, flatulence, skin inflammation,
regurgitation of food, fever and loss of
appetite. 

Some evidence suggests that
Rotarix may be associated with an
increased risk of intussusception within
seven days, equivalent to an additional
two cases per 100 000 first doses. This
compares with a background annual
incidence of about 120 cases per 

100 000 children under one year old
(and there is also evidence that Rotarix
does not increase the risk of intussus-
ception3).
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