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e thank Novelli and colleagues for pointing out

; R / important aspects regarding the primary results of

the ROTA-CUT trial'. We fully respect the authors
and are aware of their great work and experience treating
patients with severely calcified lesions. With respect to the
points raised in their letter, we have the following answers:

1) With respect to the inflation pressure for the cutting bal-
loon strategy, the ROTA-CUT investigators are very well aware
of the data supporting the benefits of higher inflation pressures?.
As mentioned in the discussion section of our manuscript®, the
ROTA-CUT trial was conducted under U.S. Food and Drug
Administration (FDA) investigational device exemption (IDE#
G210030). It is important to note that compliance with the manu-
facturer’s instructions for use (IFU) was mandated and an infla-
tion pressure of 12 atm was not to be exceeded. Therefore, we
could not change that parameter without failing to meet compli-
ance requirements according to the device label in the USA. To
what extent the latter may have impacted the outcomes of ROTA-
CUT and contributed to the discrepant results compared with the
results of PREPARE-CALC-COMBO can only be speculated*.

2) Novelli et al also pointed out the mean stent length of
approximately 38 mm in ROTA-CUT as a possible reason for the
minimum stent area (MSA) being small in tapering vessels. First,
it should be noted that drug-coated balloons are not yet approved
in the USA and, therefore, longer stents may be needed to cover
diseased areas. Considering the physiological tapering of the ves-
sel, we agree that the MSA at the site of maximum calcification
may be a valuable endpoint measure. In fact, such analyses were
performed and did not show any important benefit for the strategy
of rotational atherectomy (RA) followed by cutting balloon (CB)
angioplasty when analysed post hoc. These data were not included
in the manuscript, as they were not considered in the study pro-
tocol. Notably, MSA at the maximum calcification site by intra-
vascular ultrasound (IVUS) did not differ between RA followed
by CB angioplasty versus RA followed by non-compliant balloon
(NCB) angioplasty (7.4+1.9 mm? vs 7.8+2.1 mm?; p=0.424). It is
important to note that ROTA-CUT is the first randomised con-
trolled trial with detailed and robust intravascular imaging evalu-
ation between a strategy of CB versus NCB angioplasty in which
exceptional safety of the CB angioplasty strategy was demon-
strated. Our results have highlighted the need for a prospective
randomised trial to evaluate the efficacy of this strategy in treating
severely calcified lesions.
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