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Diclofenac still frequently prescribed to high-risk patients despite
warnings

Taking the painkiller diclofenac may significantly increase the risk of heart attack and
stroke in heart patients. Already six years ago, an official warning was issued from the
European Medical Agency. Yet, many high-risk patients continue to receive the painkiller.

Scientists from the Leibniz Institute for Prevention Research and Epidemiology — BIPS in
Germany recently reached this conclusion in a study published in the Journal of Internal
Medicine (JIM).

As early as 2013, a so-called “Dear Doctor Letter”, used to inform experts about newly
identified drug risks, was sent to doctors stating that diclofenac should no longer be
prescribed to certain patient groups. These include, for example, patients with heart
insufficiency, ischemic heart disease or cerebrovascular diseases. A drug called Vioxx (active
ingredient: rofecoxib) with a risk profile similar to that of diclofenac was taken off the
market in 2004 after leading to numerous cardiovascular deaths.

Warning to no avail

On the basis of health insurance claims data from Germany, the BIPS team examined the
prescribing behavior of diclofenac before and after the 2013 “Dear Doctor Letter”. It turned
out that in absolute terms there were significantly less first-time diclofenac prescriptions in
2014 than in 2011. Of the more than 10 million people observed, 30 percent fewer received
diclofenac for the first time in 2014 compared to 2011. However, 12 percent of the people
with diclofenac prescriptions in 2014 still had cardiovascular contraindications—the same
proportion as in 2011. "It appears that the decline in diclofenac prescriptions was a general
trend without any special effect on the risk groups. The prescribing behavior does not really
reflect the new contraindications," says Oliver Scholle, first author of the study.

"We are planning further analyses with even more recent data, but we expect that without
further warnings there will be no changes in the prescribing behavior. It must be assumed
that these prescriptions have led to heart attacks and strokes that could have been avoided,
because there are safer alternatives to diclofenac," adds Prof. Dr. Ulrike Haug, last author of
the study and head of the Department of Clinical Epidemiology at BIPS. She adds: "It is
absolutely vital to raise awareness of the risks of diclofenac in medical practices—even for
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short-term use and lower doses. Likewise, there is a need for studies investigating how
prescription behavior in risk groups may be sustainably modified.”

Original publication: Scholle O, Kollhorst B, Haug U. Are prescribers not aware of
cardiovascular contraindications for diclofenac? A claims data analysis. Journal of Internal
Medicine. 2019; (Epub 2019 Nov 11th). https://doi.org/10.1111/joim.12990

BIPS—Health research for the well-being of people

The population is the focus of our research. As an epidemiological research institute, we are
committed to identifying the causes of health disorders and developing new concepts for
disease prevention. Our research provides the basis for decision-making in society. It informs
the population about health risks and contributes to a healthy living environment.

BIPS is a member of the Leibniz Association, comprising 95 independent research
institutions. The focus of Leibniz institutes extends from the natural, engineering and
environmental sciences to the economic, spatial and social sciences and the humanities.
Leibniz institutes address socially, economically and ecologically relevant issues. Due to their
national importance, the institutes of the Leibniz Association are jointly funded by the
Federal Government and the Federal States. The Leibniz institutes employ around 19,100
people, including 9,900 scientists. The total budget of the institutes amounts to more than
1.9 billion Euros.
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