
The coronavirus outbreak started shortly after the number of CERC’s
employees reached 50…

During this period, CERC’s team was mostly working from home in
optimal conditions given that home office has been in place for quite
some time in our company. Our open workspace was empty and our
lovely orchids were thirsty!

Despite the current situation we are continuing our activities. We
enquire after and keep in touch with hundreds of investigating sites
where enrolment and follow-up are ongoing.

We are striving to adjust the necessary follow-up of patients to the
very disruptive circumstances they are going through. In addition to
comforting them, we consider it our duty to try to keep in touch with
all the patients who have agreed to take part in research trials.

Regulatory submissions, corelab, data management and statistical
analysis are being carried out as usual and all our sponsors are kept
informed regularly of the studies’ advancement status.

Like everyone else, we are to find all of our teams back together at
CERC. Personally speaking, I am impatient to see our office space
brimming with life and energy again.

EuroPCR which is such an outstanding forum of shared competencies
and intelligence was not held this year… We can't wait till next year's
edition!

Marie-Claude Morice

CEO

CERC is over 50Inside this issue

1. CERC is over 50
2. Master Dapt - Ability
3. KISS – ARC HBR part 2 - Welcome
4. Last publications - Contact us

Issue No. 16 – May 2020

www.cerc-europe.org

Chronicle

The



www.cerc-europe.org

suffer high event rates after coronary stenting, even with
the best of current second-generation DES. The design of
the ABLUMINUS stent has very significant potential to
impact the restenosis process in high risk patients, since
the sirolimus and biodegradable polymer coating is applied
simultaneously to the stent and delivery balloon, thus
producing a combined “DES + DEB” in a single device,
allowing for the delivery of a very homogeneous drug dose
along the entire length and edges of the treated vascular
segment.

CERC is happy to announce that  
Concept Medical have entrusted 
CERC (Massy, France) and Icahn 
School of Medicine at Mount Sinai 
(NYC, USA) with the overall 
management of a  large 
international trial that will assess 
the efficacy and safety of the 
ABLUMINUS Sirolimus-eluting 
DES+ in diabetic patients by 
comparing it to the Xience EES: 
ABILITY Diabetes Global. 

Manish Doshi
Concept Medical

This transatlantic cooperation is a
first for CERC, and we are thrilled
to be working with Roxana
Mehran, Director of Interventional
Cardiovascular Research and
Clinical Trials at Mount Sinai, and
her team. The trial addresses a
true unmet need of PCI,
sincediabetic patients continue to

Roxana Merhan
Mount Sinaï

ABILITY Diabetes Global: a major 

cooperation with our US partners

Antonio Colombo Alexandre AbizaidShigeru Saito

With three world-class PIs (Antonio Colombo, Shigeru
Saito and Alexandre Abizaid), the size of the trial (3000
patients) will allow for a non-inferiority analysis for the
main endpoints of clinically-driven TLR and TLF, with a
sequential superiority analysis for cd-TLR. While it is
planned to enroll patients from over 100 sites in Europe,
Asia, Latin America and Australia, the trial design has
been discussed with the FDA, since the results are
intended to be part of a submission package for US
approval.

By Philippe Garot

Director

CERC is proud to announce that the recruitment of 4,300 
patients in the MASTER-DAPT study was achieved before 
the end of last year! 

The MASTER DAPT study 
(clinicaltrial. govNCT03023020) is 
the first randomized controlled 
trial aiming at ascertaining the 
optimal duration of antiplatelet 
therapy in HBR patients treated 
with Sirolimus-eluting 
bioresorbable polymer-coated 
stent implantation Terumo). 

This investigator-initiated study compares an abbreviated
versus a prolonged duration of antiplatelet therapy after
bioresorbable polymer-coated SES implantation (Ultimaster
Tansei, Terumo, Tokyo, Japan) in 137 interventional
cardiology centers. MASTER DAPT is powered to assess the
non-inferiority of the abbreviated regimen with respect to
the net adverse clinical and MACCE composite endpoint
and the superiority in terms of major and clinically
relevant bleedings.
Patients from 3 continents (Europe, Asia, Oceania) have
been enrolled in the study and the three best country-
recruiters were the Netherlands, France and Switzerland.
In addition, 5 sites reached the 100th patient’s milestone
including Bern (CH) Dr. Aris Moschovitis having randomized
more than 350 patients in the trial!
The results of the MASTER DAPT study are planned to be
presented at the EuroPCR Meeting in 2021.Aris Moschovitis

MASTERDAPT, recruitment completed!

By Philip Urban

Director



Paul Ong

VIVA Trial

Bernard Chevalier

General Director

Recent studies have proven the benefit of single

stenting in the treatment of bifurcation lesions.

However, the debate is still ongoing about the added

value of SB interventions in the setting of a provisional

stenting approach when conducted according to

European Bifurcation Club (EBC) recommendations,

namely with systematic use of proximal optimization

technique (POT) in order to adjust stent deployment to

the two diameters of the main vessel as established by

the fractal nature of coronary tree. Studies evaluating

the potential benefit of kissing balloon have been

conducted before the systematic use of POT.

In the treatment of bifurcation lesions, the KISS (Keep

sIngle Stenting Simple) study will evaluate the non-

inferiority of no side branch (SB) intervention versus

side branch ballooning (with or without kissing balloon

inflation), in the setting of single stenting with

systematic proximal optimization technique (POT).

Patients will be randomized after main vessel stenting

and POT if the SB is patent with a normal flow and no

signs of ischemia.

The KISS study is an investigator-initiated, CERIC
sponsored, multi-centre, prospective, randomized (1:1)
non-inferiority trial aiming to compare these two
bifurcation PCI strategies, performed in 6 European
countries where Medtronic Resolute Onyx stent is CE
approved.

Five hundred ninety-six consecutive patients are
planned to be enrolled in up to 20 participating
investigational sites. The primary endpoint will
evaluate the rate of peri-procedural MI using the ARC-
2 definition and secondary analyses will include
clinical endpoints @ 1-year follow-up. Regulatory
approval is ongoing.

By Bernard Chevalier
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KISS : another bifurcation trial The ARC-HBR initiative – Part 2

Investigating the risk balance of thrombotic and
bleeding events after percutaneous coronary
intervention (PCI) is especially relevant for patients at
high bleeding risk (HBR). In 2019, the Academic
Research Consortium for HBR (ARC-HBR) proposed a
consensus definition of HBR in an effort to standardize
the patient population involved. CERC organized the
meetings of the ARC-HBR group. This finally led to the
presentation of the consensus document at EuroPCR
2019 and to the simultaneous publication in Circulation
and the European Heart Journal.

The second initiative from the ARC-HBR is to produce a
second consensus document and thus propose
recommendations to guide the design of clinical trials
of devices and drugs in HBR patients undergoing PCI.
Two meetings of the ARC-HBR group took place in
Washington, DC, USA, in April 2019, and Paris, France, in
October 2019, once again organized by CERC and
attended by the same experts from Europe, the USA
and Asia, as well as representatives from the US FDA,
the Japanese PMDA, a European Notified Body (DEKRA
Certification BV, Arnhem, the Netherlands), and
observers from the cardiovascular device and
pharmaceutical industries. The output of the meetings
will be published soon. The authors hope that this
second document will promote consistency in trial
design across a potential spectrum of applications in
HBR patients, including evaluation of novel
technologies and iterations of existing devices. This
context is particularly important for the ARC-HBR
definitions, which are intended for use in patients who
have historically been under-represented in device and
drug studies, and for whom there is a need for further
understanding of both device and drug benefit/risk.

By Davide Capodanno

Director

Welcome to cerc 3 new members

It’s a great pleasure to announce that CERC board has 
welcomed 3 brilliant new members (left to right below): 
Drs Thomas Cuisset, Peter Smits and Darren Mylotte. Their 
arrival will enhance even more CERC’s global reach.
A warm welcome to them!

ARC HBR meeting in Guermantes, October 2019
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