Cardioleaks

There is an aspect that is interesting to consider among those con-
cerning the evolution of cardiology conferences in the age of digi-
tal communication and the Medtech code'?. For some time now,
the main results of the most awaited clinical trials in cardiology
and beyond are presented during dedicated sessions that take place
in the main arenas of the most important international meetings.
These sessions are organised as “events within the event”, and
attract hundreds if not thousands of participants who are eager to
understand in which direction the discipline will shortly be mov-
ing. Often, the presentation of these trials coincides with their
simultaneous publication in a journal with a high impact factor.
I cannot imagine a greater academic satisfaction than completing
the presentation of an important trial and concluding the talk with
words such as “if you want to learn more, the full paper is avail-
able online in the New England Journal of Medicine”. In research,
this circumstance is a real en plein and marks the completion of
a long (and sometimes very long) journey, starting from the con-
ception of the study and arriving at one of the most prestigious
publications of all, passing through years of work to bring the
study to completion. I can imagine what goes through the minds of
investigators who at the moment of the final round of applause see
their efforts being repaid, and who know well that such applause
must be shared among all the investigators without forgetting the
fundamental contribution of the participating patients.

From the purely dramaturgical point of view, the sessions I am
talking about are usually organised in a simply excellent manner.
Before the congress, the “late breakers” are advertised through
social media and targeted communication campaigns in order to
generate a sense of expectation and awareness in the community.
During the conference there is an absolute embargo on the early
communication of trial results. A press conference takes place
shortly before the session to allow the agencies to prepare their
stories, which are kept secret until the very last moment. The pres-
entation takes place in a rigorous manner during a time slot that is
generally adequate to understand the essential aspects of the study.
Presenters often contribute to the suspense effect by stopping their
presentation at the time of revealing the main result. After a brief
pause, a simple but effective slide animation technique consists
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in first showing the result of the control group followed shortly
after by the result of the experimental group and the traditional
parameters that express the level of statistical significance. This
simple theatrical trick seems to have been specially designed to
add gravitas and make the audience reflect on the importance of
the moment. And it succeeds well. When the trial is positive, for
example, a usually left-to-right fading transition shows the sur-
vival curves diverging progressively over time and a thrill of sat-
isfaction is perceptible among the spectators. From that moment,
the rest of the presentation is aimed at understanding better the
reasons for that benefit and at putting the new results into con-
text. The revelation of the primary endpoint represents the peak of
the spectacularisation of these events. For enthusiasts of evidence-
based medicine, speaking about spectacularisation and even enter-
tainment may not be risky if we consider some recent episodes.
During the last TCT in San Diego, Gregg Stone presented the
results of the COAPT study, the most awaited trial in the field of
percutaneous mitral valve repair in patients with functional mitral
regurgitation®. The presentation occurred a few months after the
publication of the MITRA-FR study, which threw the supporters of
the MitraClip procedure into confusion because of its indisputably
negative results*. In front of a packed room, Gregg Stone presented
the results of COAPT with, as always, a compelling and impec-
cable slide progression. I do not think that I have ever witnessed
the presentation of a late-breaking trial interrupted by a round of
applause, but on that occasion everything contributed to making
the moment a special one: the sense of expectation, the frustra-
tion of an entire field that turned into triumph, the visible emo-
tion of the presenter, and the enthusiasm for a technique that may
help very complex patients with few valid treatment options avail-
able. Engaged by a sense of thythm and suspense, I was struck by
a slide where a list was first shown with numerous secondary end-
points for what we call “hierarchical testing”. The same slide was
shown shortly after the presentation for the primary endpoint (first
applause) with an animation which, after a short pause in apnoea,
rapidly showed a string of statistically significant p-values. This was
a sign that the trial was not only positive, but positive beyond any
reasonable doubt, with consistency of directionally similar effects,
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biological plausibility and all those things that — rightly — lead you
to applaud once more. I finally counted three rounds of applause
during the presentation (the last one for the Kaplan-Meier curves
showing a benefit on mortality); it is unusual to listen to one round
of applause during a presentation rather than at the end, let alone
three. For those who were present, there was a striking emotion and
the feeling that they were attending a kind of historic moment in the
field of interventional cardiology.

Another historic moment took place a few months later during the
scientific sessions of the American College of Cardiology in New
Orleans, but this time however in a slightly different way. Earlier
this year, after years of gestation, the TAVI trials in patients at low
surgical risk were finally ready for their solemn revelation — likely
to open a new chapter in the history of this wonder technology. The
agenda of the American College of Cardiology meeting scheduled
on the first day the Apple Watch Study, a mega study of wearables
applied to the detection of atrial fibrillation. Cardiologists were
notified weeks in advance that on the second day the late-break-
ing trial session would be mainly dedicated to the PARTNER 3 and
Evolut LR studies, anticipated with great expectations and curiosity.
There was a feeling in the air that there might be new thunderous
applause to interrupt the presentations of the two announced speak-
ers, Martin Leon and Michael Reardon. However, something unex-
pected occurred. To the surprise of those present at the meeting,
the results of the two studies were published in the New England
Journal of Medicine a day earlier than the official presentation®.
The reason for this unusual event — at least for a cardiology forum
— was a breach of confidentiality by a Reuters journalist. In the fol-
lowing weeks, the same agency would apologise for the mistake
(and the agency banned from next meeting); however, the damage
was already done. The breaking of the embargo, in spite of the rule
agreed with the congress organisers, led to the results of the stud-
ies coming to the attention of most congress participants, amplified
by word of mouth and social media. Needless to say, this annoyed
many participants by what seemed a blatant violation of the right to
enjoy the presentation of the results in the usual way.

One thing I have learned, however, is that nothing can affect
the solemnity of certain announced triumphs. On a second day
where there was a risk of gravitas being lacking, Martyn Leon
and Michael Reardon made their presentation in a regular fashion.
It seemed a bit like watching a movie where you already know
the ending, but how many times has that happened, for example
when you watch a movie based on a true story? If you are rela-
tively little interested in the suspense, at that point you can con-
centrate better on other aspects — in the case of a movie, perhaps
on the photography and editing and, in the case of a presentation,
on the charisma of the speakers and on the impact of the results. In
that sense, nobody could have been disappointed that day. “A his-
toric day for cardiology”, according to Eugene Braunwald sitting
among the panelists of the session, who not by chance chose sol-
emn words to reposition the two trials affected by the breach of
confidentiality once more among the elite of the most important
interventional trials ever. And if the presentations went according

to plan, the discussion saw the two speakers next to each other on
the podium, united in a beautiful image that better than any other
symbolises the Heart Team 2019 edition. When leaving the stage,
despite the buzzkill leak, even TAVI — like MitraClip months
before — carved out its rightful moment of celebration — obviously
thunderous applause, but also a standing ovation (another unpre-
cedented episode in such a context, as far as I’'m aware).

So, this time it went well but, as a passionate consumer of these
sessions, I am launching a heartfelt appeal to the press agencies (in
particular to those in the mood for this type of joke): don’t do it
again, please. Don’t spoil the magic of such solemn moments with
your “cardioleaks”. Participate in the show with the professional-
ism that we expect. Leave the show alone for those who simply
want to enjoy it.

References

1. Serruys PW, Wijns W, Windecker S. A vote taking place on
2 December 2015 (EUCOMED) that will definitely influence our
profession and continuing medical education. Eurolntervention.
2015;11:847-9.

2. Capodanno D. Digital speakers in the digital era.
Eurolntervention. 2017;13:379-80.

3. Stone GW, Lindenfeld J, Abraham WT, Kar S, Lim DS,
Mishell JM, Whisenant B, Grayburn PA, Rinaldi M, Kapadia SR,
Rajagopal V, Sarembock 1J, Brieke A, Marx SO, Cohen DJ,
Weissman NJ, Mack MJ; COAPT Investigators. Transcatheter
Mitral-Valve Repair in Patients with Heart Failure. N Engl J Med.
2018;379:2307-18.

4. Obadia JF, Messika-Zeitoun D, Leurent G, Tung B, Bonnet G,
Piriou N, Lefévre T, Piot C, Rouleau F, Carri¢ D, Nejjari M,
Ohlmann P, Leclercq F, Saint Etienne C, Teiger E, Leroux L,
Karam N, Michel N, Gilard M, Donal E, Trochu JN, Cormier B,
Armoiry X, Boutitie F, Maucort-Boulch D, Barnel C, Samson G,
Guerin P, Vahanian A, Mewton N; MITRA-FR Investigators.
Percutaneous Repair or Medical Treatment for Secondary Mitral
Regurgitation. N Engl J Med. 2018;379:2297-306.

5. Mack MJ, Leon MB, Thourani VH, Makkar R, Kodali SK,
Russo M, Kapadia SR, Malaisrie SC, Cohen DJ, Pibarot P, Leipsic J,
Hahn RT, Blanke P, Williams MR, McCabe JM, Brown DL,
Babaliaros V, Goldman S, Szeto WY, Genereux P, Pershad A,
Pocock SJ, AluMC, Webb JG, Smith CR; PARTNER 3 Investigators.
Transcatheter Aortic-Valve Replacement with a Balloon-
Expandable Valve in Low-Risk Patients. N Engl J Med. 2019;380:
1695-705.

6. Popma JJ, Deeb GM, Yakubov SJ, Mumtaz M, Gada H,
O’Hair D, Bajwa T, Heiser JC, Merhi W, Kleiman NS, Askew J,
Sorajja P, Rovin J, Chetcuti SJ, Adams DH, Teirstein PS, Zorn GL
3rd, Forrest JK, Tchétché D, Resar J, Walton A, Piazza N,
Ramlawi B, Robinson N, Petrossian G, Gleason TG, Oh JK,
Boulware MJ, Qiao H, Mugglin AS, Reardon MJ; Evolut Low Risk
Trial Investigators. Transcatheter Aortic-Valve Replacement with
a Self-Expanding Valve in Low-Risk Patients. N Engl J Med. 2019;
380:1706-15.





