Retreatments must be included
in the evaluation of
device performance

We would like to comment on the conclu-
sions of the recent paper reporting the
3year follow-up results of the Webcast
studies': “This analysis confirms the high
safety profile of WEB...the great stability
of aneurysm occlusion in 83.6% of
aneurysms’.

It is not easy to criticize a manuscript
written by 17 experts, including many
prominent leaders of the neurovascular
field and several close friends, particu-
larly one where superlatives (‘high safety’
and ‘great stability’) and ‘GCP’ (n=8) are
used repeatedly. Yet, as true friends, we
must tell the ‘ugly truth’: 10 years after
its introduction, the evidence supporting
the use of WEB in the treatment of aneu-
rysms (mainly small unruptured aneu-
rysms) is weak; a case series of 100 or
so highly selected patients, recruited in
no fewer than 15 high volume centers,
with anatomical results in less than 60%
of patients. The lack of detailed informa-
tion regarding the adjudication of results
(how, by whom, independence, blinding,
reliability, etc...) is disturbing, particu-
larly when one looks at the two exam-
ples provided: both are adjudicated as
complete occlusions, while one obviously
shows aneurysm filling (figure 1) and
the other a residual neck (figure 2) that
would have been obvious had the figure
not been inverted (left-right). Some of the
design choices can be debated (such as
not reporting ‘minor complications’, the
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Figure 2

(A) (2Cin original text): 1 year follow-up demonstrating a recess at the origin of the

right PCA following WEB placement without neck remnant. The basilar artery is shown in the usual
anteroposterior projection with a duplicated right superior cerebellar artery. (B) (2D in original
text): 3-year MRA follow-up. The basilar artery is now presented in posteroanterior projection. A
lateral recanalization is clearly present, differentiated from the original recess, the latter being
defined by the position of the more medial radiopaque detachment marker *. MRA, magnetic
resonance angiography; PCA, posterior cerebral artery.

exclusion of initial failures but the inclu-
sion of patients treated with coils/stents/
flow diversion in addition to the WEB, the
use of a classification system that considers
residual filling near the recess of the device
a complete occlusion); however, the exclu-
sion ‘per protocol’ from the evaluation
of the performance or efficacy of a new
device patients that had to be retreated
‘between the index procedure and before
follow-up’ is just plain wrong. When these
nine patients are added to the 10 patients
who had a residual aneurysm at follow-up,
the results are no better than those of most
coiling studies that typically include more
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Figure 1
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(3E in the original text) showing a treated MCA aneurysm that was judged completely

occluded. A residual aneurysm is clearly visible. MCA, middle cerebral artery.

ruptured and large aneurysms than the
present study, and one can hardly under-
stand the enthusiastic conclusion on WEB
performance.

We have once more collectively failed
to properly evaluate our work. In that
respect, the WEB is no worse than all other
endovascular innovations.”™ This way of
introducing innovations has already and
repeatably proven its inability to guide
clinical practice. A trial is in order.’
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