
1 3

Editorial

Hardly a week goes by without some German tV show 
reporting on the misconduct of German physicians. Head-
lines like “nosocomial infections responsible for more 
deaths than traffic accidents” or “manipulated donor lists for 
organ transplantations” always focus on the fates of indi-
vidual patients who received insufficient treatment or were 
even harmed at the hospital. the fact that these patients 
were also protected from serious diseases tends to be down-
played and some physicians are blamed even though they 
acted correctly.

it was only a matter of time before interventional neuro-
radiologists also found themselves in the crosshairs. We are 
accused of treating patients without using randomized con-
trolled trials to ensure the treatment’s efficacy, despite the 
fact that, given the rapid evolution of the field of interven-
tional neuroradiology, at least some randomized controlled 
trials become worthless before they are even finished. We 
are criticized for using different approval processes for 
medical products in the EU and the US. Stricter approval 
criteria than those established by the Fda might protect 
some patients from unexpected complications, which—with 
respect to flow diverter—were not foreseeable, are not fully 
understood, and therefore are hardly testable in animal mod-
els. However, stricter approval criteria may also rob patients 
of the chance to benefit from a new therapy.

the consequences become obvious if we consider the 
“history” of mechanical thrombectomy. With dissenting 

opinions, the Fda approved the Merci retriever for throm-
bectomies in 2004. Eight years later, a randomized con-
trolled trial, iSat iii, has failed to show the superiority of 
mechanical thrombectomy to i.v. lysis, and most devices 
used in the trial were Merci retrievers. What would be the 
role of thrombectomy today if skilled and enthusiastic Ger-
man neuroradiologists had not started using the Solitaire 
stent for mechanical thrombectomy? the superiority of 
stentrievers, namely, the Solitaire and trevo stent, as com-
pared with the Merci retriever has since been proven, and 
the Solitaire stent was approved by the Fda in april 2012. 
We all know many patients who were treated before Fda 
approval and who would raise their arms—assuming they 
can—if they were asked whether this was the right decision.

i neither want to criticize the Fda’s approval processes 
nor want to ignore the need for randomized controlled tri-
als. However, offering no or ineffective treatment in cases 
where randomized controlled trials are not practicable, have 
not even started, or are still not finished cannot be the solu-
tion. industrial registries are of great help, but it is our obli-
gation to collect these data independently of these registries, 
to disseminate information, and to share not only all avail-
able data but also our personal experiences with the individ-
ual patient. Each physician–patient relationship ultimately 
comes down to a relationship between individuals, and nei-
ther party can do away with their responsibilities by hiding 
behind registries or even randomized controlled trials.
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