I ADVERSE EFFECTS

® Paracetamol overdose can cause
serious and sometimes fatal liver dam-
age. Children are at particular risk of
overdose with the orodispersible tablet
form. A study conducted by a Swiss
poison control centre showed that
children ingested twice the dose of
paracetamol in cases involving the
orodispersible tablet form.

® In practice, it is better to keep drugs,
including commonly used medicines
such as paracetamol, out of reach of
children and to warn their relatives
and carers that paracetamol is highly
toxic in case of overdose.

® In France, as of 1 March 2012, a
number of orodispersible paraceta-
mol tablets are sold in bulk tubes with-
out a child-proof cap, packaging that is
particularly dangerous for children.
Blister packs sealed with a safety film
are safer because it takes longer to
remove the tablets. When choosing a
drug, the safety of its packaging will
remain a key factor to take into con-
sideration until the pharmaceutical
industry and drug regulatory agen-
cies place more importance on pro-
tecting patients and their relatives.
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Paracetamol is the drug of choice
for relieving pain or fever in children.
Serious adverse effects are extremely
rare at therapeutic doses, and mainly
involve allergic reactions. It is highly toxic
in overdose however, provoking some-
times fatal liver damage (1,2). It is there-
fore extremely important to prevent its
accidental ingestion by children. One cru-
cial preventive measure is to use pack-
aging that is difficult for young children to
open.

Some formulations present a greater
risk to children than others: for example,
paediatric oral liquid paracetamol prepa-
rations without a child-proof cap (3).

A Swiss poison control centre con-
ducted a retrospective study of 203 cases
of accidental paracetamol ingestion,
which highlights the dangers of tablets,
including orodispersible tablets (4).

Almost twice as much paracetamol
ingested with orodispersible tablets.
This retrospective study analysed all
cases of poisoning reported to the centre
between June 2003 and August 2009, in
which children under the age of 6 years
had accidentally ingested orodispersible
or solid 500 mg paracetamol tablets. In
these cases, paracetamol was the only
drug implicated and the ingested dose
was known (4).

Orodispersible paracetamol:

As of 1 March 2012, 5 orodispersible
products containing paracetamol are
marketed in France.

Efferalganodis® in France, Dafalgan®
Odis in Belgium, and Dafalganodis® in
Switzerland expose children in particu-
lar to the risk of accidental overdose.
These orodispersible tablets are pack-
aged in a bulk tube without a child-proof
cap, providing easy access to 4 g of
paracetamol in the form of sweet, pleas-
antly tart, fruit-flavoured tablets that fizz
in the mouth; some of these tablets
resemble mint candy.

The other products available in France
are packaged in transparent or opaque,

the packaging makes all the difference

plastic or foil blister packs, making it
more difficult for children to rapidly
remove the tablets. DolipraneOro®,
Paratabs® and Paralyoc® 500 mg contain
between 6 g and 8 g of paracetamol per
box. Each box of Paralyoc® 250 mg con-
tains 2.5 g of paracetamol.

Paratabs® orodispersible paracetamol
tablets are supplied in blister packs
sealed with a safety film that delays
access to the tablets even more. Accord-
ing to our packaging analysis, this is the
orodispersible paracetamol product with
the safest packaging.
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Orodispersible paracetamol tablets:
danger of poisoning in children

The mean ingested dose of paraceta-
mol was twice as high with orodispersible
tablets. Solid 500 mg tablets were impli-
cated in 187 cases in which children,
whose mean age was about 2 years,
ingested 2.5 tablets on average, corres-
ponding to about 100 mg/kg of parac-
etamol. Orodispersible 500 mg tablets
were implicated in 16 cases in which
children with a mean age of 3 years
ingested an average of 4.6 tablets, cor-
responding to about 150 mg/kg of parac-
etamol. The authors suggest that the
rapid disintegration of orodispersible
tablets on contact with saliva and their
more pleasant taste that masks the bit-
terness of paracetamol encourage high-
er consumption (4).

In practice: keep paracetamol out
of reach of children and demand suit-
able packaging. As of 1 March 2012,
several orodispersible paracetamol prod-
ucts are marketed in France, at dose
strengths of 250 mg or 500 mg. To protect
children from accidental overdose with
serious consequences, drugs should be
kept out of their reach. Their relatives
and carers should be warned about each
drug’s toxicity, including commonplace
drugs whose dangers are often over-
looked.

It is the responsibility of pharmaceuti-
cal companies to provide packaging
designed for patient safety, and it is up to
drug regulatory agencies to safeguard
patients and their relatives (see inset
opposite).
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