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Industry Insight

In the medical sector, translation is a small, yet
simultaneously big, issue. It is a small issue – almost a
non-issue – because compared with the total effort of
developing a medicine or medical device, producing
(and that is writing plus translating) patient or user
information is an activity that does not cost a whole lot
and often does not get much attention. It is a big 
issue when something goes wrong and the reality hits
that this type of information should be produced
professionally. In this article we will discuss what
needs to be translated in the medical sector, what are
the required translation quality levels (if any actually
exist), how translation quality is usually assessed 
and how effective these methods really are. Where
relevant, a distinction is made between medical
translations relating to medicines, and those relating to
clinical trials.

EUROPE – A MULTILINGUAL NIGHTMARE?

Pharmaceutical companies need to make all kinds of
information – both for professionals and patients –
available in up to the 23 official languages of the
European Union. On top of that, there are the languages
of several non-EU countries (such as Norway and
Iceland), and not-yet EU countries (such as Croatia,
Serbia and Macedonia), that will have to be added to the
list. Also, not many pharmaceutical companies provide
their information in the recognised minority languages
spoken in the various EU countries (such as Catalan,
Corsican, Frisian and Welsh), but this would add
another 30 languages to the list. 

And that is only Europe! For clinical research
organisations, African and Indian languages are
becoming increasingly important as research projects

often include participants in these areas. Both India and
South Africa have almost a dozen official languages, 
and the rate of ‘analphabetism’ is considerably higher
than elsewhere.

Back to Europe, not many people would expect German
to be the language spoken by most Europeans as their
native language. Of the EU population of almost 500
million 18% speak German as their native language,
followed by Italian and English with 13% each. When
we include the number of people who can also speak and
understand a second language, we have a clear winner:
English is spoken by 51% of the EU population
(including native speakers), followed by German with
32% and French with 26%. 

Providing information only in English, German and
French to reach a large part of the European population
might be tempting, but for medical information this
would be illegal. EU Directives force manufacturers of
medicines and medical devices to provide their product
information and user instructions in the official
languages of the countries where they intend to sell their
products. Even for medical devices that will only be used
by highly trained professionals, it is illegal to provide the
user instructions just in English (although for certain
products, and in certain countries, and under certain
conditions, manufacturers may be able to negotiate a
temporary exception status). 

WHAT IS TRANSLATED AND WHY?

Medicines
The European Medicines Agency (EMeA) and the
various national medicines evaluation agencies require
that, for medicines, the Summary of Product

Quality Control 
in Medical Translations
Various methods are available to ensure the quality of medical 
translations – but some are more effective than others
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