
The terminology we use about medical drugs can be misleading
“Efficacy and safety” and “benefits and risks” of drugs aremisleading terms, argues Peter C. Gøtzsche
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We regularly hear that medical drugs, and other
treatments or interventions are “effective and safe.”
This terminology is not onlyusedby thedrug industry
and drug regulators. Academics also routinely use it
in academic papers or research. In clinical practice,
we may be told that certain treatments are effective
and safe. A recent PubMed search retrieved 80 004
records for “safe and effective” and 29 401 for
“effective and safe.”

When certain words are used frequently or without
deeper scrutiny, they can come to be accepted
without question. But when it comes to drugs, the
terminology ismisleading.Nodrug is completely safe
or without side effects. Drugs always have an effect,
otherwise they wouldn’t work, so there is always a
risk of harm to some people, even if minimal. To call
a drug “safe and effective” implies that it can only
be good for us.

The arthritis drug Vioxx (rofecoxib) provides an
example about the importance of terminology in
marketing a drug and how it can be used to avoid
liability. Merck withdrew Vioxx from the market in
2004because it increases the risk of heart attacks and
strokes. But in a lawsuit in 2005, Merck was cleared
of personal injury because the jury found that Merck
had given doctors adequate warning about possible
health risks of the drug anddidnot commit consumer
fraud in marketing the drug.1 Merck repeatedly
reminded jurors that the U.S. Food and Drug
Administration had approved it as safe and effective
on four occasions for use against different types of
pain, the last a month before Merck recalled it.2

Another misleading terminology that is commonly
used about drugs is the benefits and risks of drugs.
It implies that drugs always have benefits, but not
necessarily harms, only risks of harms. However, in
reality, it is the other way around. All drugs have
harms, even if small or infrequent, and sometimes
they also have benefits.

I joined the CONSORT group for good reporting of
trials when it started and co-founded the Cochrane
Collaboration the same year, in 1993. In these
organisations, I advocated for a change in
terminology to stop using the terms “safe and
effective” and “benefits and risks.”We agreed that
we would talk about the benefits and harms of
interventions instead. We made this clear when we
published CONSORT for harms in 2004.3

However, misleading terminology continues to be
widely used, often without question. A third
misleading concept, also commonly used, is the
benefit-risk ratio. The concept is only meaningful if
benefits and harms are measured on the same scale,
which is rarely the case. It is better to discuss the

balance between benefits and harms even though it
is subjective as to what people think about this
according to the values they attach to various
outcomes andhowcommon they are. Given the same
data, peoplemight disagree aboutwhether they think
the benefits of a treatment outweighs the harms.

There can be a degree of self-interest or conflicts of
interestwhenpeoplemake these decisions onbehalf
of others. When unexpected serious harms emerge
after a drug has come on themarket, drug regulators
will usually tell us that that the benefit-risk balance
continues to be favourable or that the benefits exceed
the risks.

It is prudent to be sceptical of such reassurances.
Drug regulators are very reluctant to admit their
mistakes and take dangerous drugs off themarket.4 5
Deaths associated with drug use reported to the U.S.
Food and Drug Administration trebled in just eight
years, between 2006 and 2014.6

Words matter. They influence people’s decisions
about drugs, other treatments and other
interventions. We should therefore abandon
misleading terminology and speak about benefits
and harms instead.
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