Better Be (Child) Safe
Than Sorry - Proper
Packaging For
Pharmaceuticals

Numerous child poisonings are caused by
pharmaceuticals. But safety is so easy. Child
resistant packaging (CRP) is used to restrict
access of small children to the hazardous
content. During the years CRP has been used
to package medicine the number of children
who have died from poisonings has declined
significantly in countries where comprehensive
regulations about the wuse of CRP for
pharmaceuticals have been introduced. But
internationally, the legal instructions differ a
lot in the kind of medicines that must be
packed this way. International standards for
CRP  describe
procedures to ensure the package is child

requirements and test

resistant, also in the eyes of the law. Therefore,
a certificate has to be issued by an institute
which has been accredited according to EN
45011 to be able to provide legal protection.

Design options and construction

A child resistant package is usually made of a
difficult-to-open material or a trick is needed to
open the package. The best solution for the design
and construction of child proof packaging is to be
based around mental abilities. A good approach is
having two different actions which are physically
undemanding but too complicated for children to
work out by accident. Non-reclosable packs such
as blister stripes can be made child resistant for
example by using very strong but flexible foils or
by attaching self-adhesive covers to the foils
which have to be peeled off.

Standards for CRP for
pharmaceuticals

In the European Union two standards apply: ISO
8317 (2003) for reclosable child resistant
packaging and EN 14375 (2003) for non-
reclosable child resistant packaging for
pharmaceutical products. In course of the
certification procedure, standardized tests for child
safe packaging are conducted with children as



well as with senior citizens in order to guarantee
their functional reliability and their user
friendliness.

Compulsory use of CRP for
pharmaceuticals

In the UK, the Medicines (Child Safety)
Regulations 2003 requires the use CRP for drugs
and medical devices containing aspirin,
paracetamol or more than 24mg of elemental iron.
It is doubtful whether these instructions are
sufficient to ensure child safety, because there are
highly dangerous drugs such as blood pressure

medication or antibiotics.

In Germany (according to section 28 of the
German Medicine Act), the Federal Institute for
Drugs and Medical Devices has compiled a list of
several hundred active agents of drugs that
absolutely require child resistant packaging that
has been certified according to ISO 8317 or EN
14375 (www.childresistant.org).

The legal requirements in the United States
published under US 16 CFR § 1700 are even more
far-ranging. This law governs the use of child
resistant packaging for almost all drugs available
on prescription.

Evidently, internationally operating companies are
confronted with a multitude of country-specific
regulations. Thus it is highly recommendable to
play safe and use high-quality certified child
resistant packaging in order to be sure to fulfil the
legal requirements of all countries.

Potential Problems

Especially with blister packs, manufacturers are
under the misconception of thinking that a specific
type of laminated cover foil for blister packs could
be certified and that all blisters equipped with this
foil are child resistant according to the standards.
But there are many aspects that influence child

safety of blister packaging: material and size of
the cover or formable foil and even different
designs of the cavities or tablets inside may affect
child resistance of the packaging. Hence, only a
complete package can be tested and certified child
resistant according to EN 14375. Therefore a new
certification is required for every individual new
blister design.

The same applies to reclosable packaging such as
bottles. A specific closure alone is not child
resistant and can not be certified, only a complete
package. If a closure for reclosable CRP is used
on different container sizes, ISO 8317 permits the
certification of a series of closures to reduce the
number of test to be conducted.

Unfortunately, there are also packages equipped
with a closure that may render the risk of a
container being opened by a child smaller, but can
not prevent it. Such packages are not child
resistant in the legal sense and have not been
certified by an authorized body.

Proactive steps to prevent accident
- Certified Child Resistance

It is highly advisable to look into the subject of
certified child resistant packaging from the very
beginning. Only the use of certified child resistant
packaging can provide reliable safety and legal
protection against possible indemnity claims. [IVM
(Institut VerpackungsMarktforschung, www.ivm-
childsafe.de) from Brunswick, Germany, has more
than 30 years of experience in the field of testing
and certifying child resistant packaging and is
accredited according to EN 45011 as a
certification body. For any further questions or
inquiries about child resistant packaging, do not
hesitate to ask them.
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