
 

Supplemental indications in drug approval:
Often no proof of added value, says
researcher
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Using health technology assessments from Germany and France, a study
published in the BMJ by a team of Harvard researchers confirms a trend
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that has been apparent for some time: While in its first therapeutic
indication about one in two new drugs offers patients a proven added
value over the standard of care, this proportion declines with each
supplemental indication for which the drug is subsequently approved.

By the third indication, the likelihood of added value is already 45
percent lower than in the first approval. Nevertheless, the 
pharmaceutical industry often succeeds in obtaining such supplemental
indications to optimize resource use and extend the period of patent
protection for its drugs.

Reform of EU pharmaceutical legislation offers
chance to adjust the course

Contrary to what many people believe, superiority over existing
treatments is not a prerequisite for drug approval: US and European
regulations only require a positive benefit-risk ratio, i.e., that the drug
does more good than harm.

In her BMJ editorial on the Harvard study, Beate Wieseler, the Head of
IQWiG's Drug Assessment Department, argues that these regulations
should be revised, for instance as part of the planned reform of EU
pharmaceutical legislation.

Sometimes it is useful to have a range of drugs to choose from in a
certain indication, for example to minimize side effects. However, the
regulations should incentivize real improvements over existing
treatments by linking support measures, such as the extension of market
exclusivity, to proof of added value over existing treatment options.

Beate Wieseler notes, "The Harvard study shows once again that a
detailed evaluation of the actual outcomes of pharmaceutical legislation
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is needed to recognize undesirable developments. Then the regulatory
framework can be evolved in an evidence-based way to make the best
use of resources, encourage real innovation and thus improve patient
care. The system's current performance does not meet the expectations
of patients and the public, clinicians, or policy makers."

  More information: Beate Wieseler, Patients need better treatments,
not just more of the same, BMJ (2023). DOI: 10.1136/bmj.p1466
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