Bad in food but fine in health products?

® Bisphenol A and titanium dioxide: the European Medicines
Agency (EMA) disputes the need to remove these substances
from health products, yet it is acknowledged that their presence

in food is harmful.

isphenol A is mainly used
B to manufacture polycarbon-

ates and epoxy resins,
which are present in many food
containers and food packaging
materials. Food is considered to
be the main source of exposure to
bisphenol A in the general
population (1).

In 2023, the European Food
Safety Authority (EFSA) concluded
that “bisphenol A in food is a health
risk” (2,3). Its scientists analysed
over 800 studies published since
2013, and determined that this
endocrine disruptor has potentially
harmful effects on the immune
system, metabolism, reproduction
and development (1,2). As a result,
the EFSA has lowered by a factor
of 20 000 the “tolerable” daily
intake of bisphenol A, ie. “the
amount that can be ingested daily
over a lifetime without presenting
an appreciable health risk™ (2).

The EMA has questioned the
strength of the evidence analysed
by the EFSA for bisphenol A, a
substance used in various stages of
the manufacturing and packaging

of drugs and medical devices (4). It
will be up to the European
Commission and European Union
member states to decide whether
or not to take restrictive measures (2).

Titanium dioxide nanoparticles,
used as a colouring and opacifying
agent, are genotoxic, carcinogenic
and mutagenic in vitro and
in animals (6). Following the
publication of an opinion by the
EFSA, it has been banned from use
in food in France since 2020, and
in the European Union since
2022 (8,7).

In 2021, the EMA stressed that a
blanket ban on titanium dioxide
would create a risk of drug
shortages (7). Based on input from
pharmaceutical companies, it
concluded that the industry would
need “a transition period of
10 years or even longer” (8).

The European Commission is
waiting for an updated EMA
assessment, expected in 2024,
before deciding whether or not to
ban titanium dioxide from health
products (7).

Our website:

english.prescrire.org

Instant online access to the current
issue, plus the complete archive

of rigorously evidence-based reviews
that Prescrire has published

This is a situation where patients’
interests conflict with industry
interests. How can these toxic
substances be limited or even
banned in food, but still authorised
in health products? The EMA must
persuade pharmaceutical
companies to find Dbetter
alternatives as soon as possible.
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