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Outlook

devices on prefilled syringes; a childproof
safety device; a tamperproof ring; unit-
dose blister packs; clearly written
patient leaflets; and the use of clear and
appropriate symbols and pictograms.

● In practice, in view of the large num-
ber of incidents recorded in 2006, and
the plethora of packaging designs, care-
givers should take time to analyse and
discuss drug packaging. In this way, they
will be in a position to distinguish
between good and  bad drug packag-
ing, and to anticipate the risks  associ-
ated with poorly designed  packaging.

● There are many ways in which drug
regulatory authorities can help to ensure
that drugs are sold in safe packaging.
The French regulatory agency’s work
on the labelling of injectable drugs is an
encouraging step. European Directive
2004/27/EC on medicines for human
use provides for improvements in
labelling  (e.g. Braille) and patient infor-
mation leaflets. Transposition of these
measures into French law should lead
to a number of improvements, provid-
ed the relevant regulations and guide-
lines place patients’ interests first. 
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● In 2006 in France, several drugs sold
in poorly designed packaging exposed
patients to a risk of serious adverse
effects. 

● In 2006, Prescrire used a standard-
ised methodology to examine the pack-
aging of all new pharmaceutical prod-
ucts (656 different boxes) assessed in
the New Products section of our French
edition, la revue Prescrire. About 75% of
these boxes contained tablets or cap-
sules, mostly in blister packs.

● Poor labelling remains a major prob-
lem. The international nonproprietary
names (INN) is hard to spot on most
boxes of patented brand-name drugs
and is often overshadowed by the brand
name. The primary packaging of many
products does not even include the INN.

● Two particularly ambiguous types of
labelling are becoming more common
on blister packs:  pre-cut multiple-unit
blister packs on which the labelling is
truncated when a unit blister is removed;
and blister packs on which the labelling
spans two blisters, creating a risk of over-
dose.

● The use of colours is frequently inap-
propriate. In particular, irrelevant infor-
mation is often highlighted unneces-
sarily, while other, important informa-
tion is barely visible.

● Too many devices for oral adminis-
tration create a risk of misuse. Very few
are graduated in units of weight. Most
are graduated in millilitres, obliging
caregivers to use conversion charts and
thus creating a risk of dosing errors.
Devices graduated in kg bodyweight
can also lead to dosing errors. 

● The labelling of some injectable drugs
is barely legible. The various models of
plastic ampoules, that are gradually
replacing glass ampoules, can repre-
sent a danger because they resemble
other plastic ampoules containing prod-

ucts administered by different routes.
Packaging that does not provide a
syringe or needle can cause problems
for caregivers and represents another
potential source of error.

● Many of the patient information
leaflets examined in 2006 had the same
flaws as previously observed, i.e. uneven
information quality, discrepancies
between different sections, and out-of-
date information. More and more
French leaflets now include insets offer-
ing “Health Advice”. There are better
and worse examples, but there is no
guarantee that they have been prop-
erly reviewed by the regulatory agency. 

● Increasingly drug boxes include pic-
tograms, even though several studies
have shown they are often difficult to
interpret. And most boxes of generics
also now include standard dosing sched-
ules that are not always appropriate and
may create a risk of dosing errors with
potentially serious consequences. 

● 67 multidose bottles examined in
2006 had no childproof safety cap. Some
contained psychotropics, which can have
life-threatening effects if accidentally
consumed in large amounts. 

● Some manufacturers have adopted
realistic solutions to these problems. In
particular, generics manufacturers again
improved product labelling in 2006
(emphasis on the INN ),  appropriate use
of colours for dose differentiation, and,
encouragingly, far more Braille labels. 

● In 2006, the French regulatory agency
introduced several measures aimed at
improving the labelling of ampoules
containing some injectable drugs. The
impact of these measures was visible
on several products marketed in 2006,
including plastic vials of solutions for neb-
ulization. 

● Several other examples of well-
designed packaging were seen: safety
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Packaging of pharmaceuticals:
still too many dangers but
several encouraging initiatives
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