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ROLES

How we reach our audience

16,800 subscribers

40% in US 

53% in Europe

PRINT WEB

EMAIL
SOCIAL

10,000 monthly visitors

16,000 pageviews

40% in US

60% in EMEA

eBlast: 6,500 subscribers, 
(30% US, 55% EMEA)

eNews: 6,900 subscribers, 
(30% US, 55% EMEA)

Combined: 39% open rate, 
7% clickthrough rate

20,500 followers
 
23% LinkedIn

51% X/Twitter
 
26% Facebook

70%
Intervential 
Cardiologists

5%
Cardiologists

15%
Cardiothoracic 
surgeons

2%
Vascular 
surgeons

*Distribution numbers may vary
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Brand awareness

PRINT

16,800 print subscribers

SMART Trial

It’s not TAVI,  it’s Evolut™

Evolut™ TAVI  is superior  
at restoring 
near-normal 
blood flow in small annulus† patients

at 1 year vs. SAPIEN™* platform.1

At one year, one third of patients treated with a SAPIEN™* valve did not reach the goal of restoring near-normal transvalvular flow.2

2024-smart-trial-ad-en-gb-emea-12923117 © Medtronic 2024. All rights reserved. 
™*Third-party brands are trademarks of their respective owners.  
All other brands are trademarks of a Medtronic company.

1.  Herrmann, H. C., Mehran, R., Blackman, D. J., et al. (2024). Self-expanding or 
balloon-expandable TAVR in patients with a small aortic annulus. The New 
England Journal of Medicine. https://doi.org/10.1056/NEJMoa23125732.  Playford D, Stewart S, Celermajer D, et al. Poor Survival with Impaired Valvular 
Hemodynamics After Aortic Valve Replacement: The National Echo Database 
Australia Study. J Am Soc Echocardiogr. September 2020;33(9):1077–1086.e1.

†  In patients with small annulus (area ≤ 430 mm2) in all-comers trial, consisting of 
majority low surgical risk participants (52.1%).

10x
frequent residual 
gradients equivalent to pre-AVR moderate AS (≥ 20 mmHg)

at 1 year.   
p < 0.001 

less
3.2%

32.2% 

  SAPIEN™* 
TAVI 

 Evolut™ 
TAVI 

3.5x
less

≥ moderate 
prosthesis-patient 
mismatch (PPM) 
at 30 days.   
p < 0.001

10.3%

35.1% 

  SAPIEN™* 
TAVI 

 Evolut™ 
TAVI 

Compared to the SAPIEN™* platform,  the Evolut™ design left patients with :

Featured in  
this issue:

www.cardiovascularnews.com

May 2024 | Issue 73

Self-expanding valve comes out on top in SMART trial of TAVI in small aortic annuli
RESULTS OF THE SMART  trial, comparing two transcatheter aortic valve implantation (TAVI) systems in patients with small aortic annuli, show that a supra-annular self-expanding valve resulted in similar clinical outcomes and superior valve performance at one year compared with a balloon-expandable valve.
The randomised trial compared the upra-annular self-expanding Evolut (Medtronic) family of TAVI valves and balloon-expandable Sapien 3 (Edwards Lifesciences) devices. It is the first trial to focus on patients with small aortic annuli, a group that is primarily women.

The study’s lead author, Howard Herrmann (Perelman School of Medicine at the University of Pennsylvania, Philadelphia, USA), presented the results at the American College of Cardiology (ACC) 2024 scientific session (6–8 April, Atlanta, USA). “There was a huge difference—32.2 percentage points—in one-year bioprosthetic valve dysfunction favouring the Evolut platform,” Herrmann said. “The magnitude of the haemodynamic difference was larger than  we expected.”
The trial enrolled 716 patients who had a valve annulus of 430mm2 or less and anatomy suitable for either device. Eighty-seven percent of study participants were women.Researchers found no significant difference for the composite of death, disabling stroke or rehospitalisation for heart failure—which occurred in 9.4% of Evolut patients and 10.6%  of Sapien patients.

Evolut was found to be superior in terms of valve function, defined as a composite of structural and non-structural valve deterioration, thrombosis, endocarditis and valve reintervention. This occurred in 9.4% of Evolut patients and 41.6% of Sapien patients. For more SMART trial coverage see advertorial on page 21.

Use of the Impella CP (Abiomed) micro-axial flow pump in the treatment of patients with ST-segment 

elevation myocardial infarction (STEMI) complicated by cardiogenic shock increased the rate of 

survival at six months compared to standard care alone, results of the DanGer Shock trial have shown.A ccording to investigators, this is the first trial “in a very long time” to produce a positive result for the management of cardiogenic shock and represents a new treatment option for patients—though they caution that there are risks associated with this approach, and that it may not be generalisable across all risk groups.Results of the trial were presented by the study’s lead author, Jacob Møller (Odense University Hospital, Odense, Denmark) during a late-breaking trial session at the American College of Cardiology (ACC) 2024 scientific session (6–8 April, Atlanta, USA) and published simultaneously in the New England Journal of Medicine (NEJM). “I think this will be a routine device that will be used in these desperately ill patients,” Møller said of the trial’s findings.Previous trials evaluating the potential benefits of this and other heart pumps for cardiogenic shock have had mixed results. DanGer Shock is the first trial powered to examine whether the use of the device can improve survival in STEMI complicated by cardiogenic shock and has taken investigators more than 10 years to complete.
The study team enrolled 360 patients treated for STEMI with cardiogenic shock at 14 centres in Denmark, Germany and the UK. Patients who suffered out-of-hospital cardiac arrest with coma and increased risk of brain damage were excluded from the trial.

Researchers randomly assigned patients to receive standard care or standard care plus treatment with an Impella CP. 

Participants were randomised before, during or up to 12 hours after receiving treatment in the cath lab, depending on when cardiogenic shock was diagnosed.Among 355 patients who were included in the analysis, 58.5% of those who received standard care alone and 45.8% of those who received the Impella pump had died at six months after randomisation: representing an absolute 13% reduction  in the rate of death, the study’s primary endpoint, in favour  of the device.
Furthermore, the results showed a reduction in a composite endpoint of additional mechanical heart support, heart transplant or death among patients who received the Impella, which appeared to widen after 30 days and up to 180 days, but there was no difference between the two groups in the number of days out of the hospital.“What was a surprise for us was that the benefit seems to persist beyond 30 days,” Møller said. “It’s not only that we are 

Continued on page 4

I think this will be a routine device that  will be used in these desperately ill patients.”

Panelists discuss Jacob Møller’s presentation during ACC 2024
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DanGer Shock trial shows benefit of micro-axial flow pump in STEMI complicated by cardiogenic shock
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Interatrial 
shunting 
for heart 
failure

6  Global 
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guidelines  Aorta "an  
organ in its  
own right"
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Featured in  
this issue:

www.cardiovascularnews.com

September 2024 | Issue 74

Three noted cardiovascular trialists have called for a reappraisal of major adverse 

cardiovascular events (MACE) as a primary endpoint in cardiovascular clinical 

trials in a viewpoint published in the European Heart Journal, favouring those with 

greater emphasis on patient-centred outcomes such as quality of life.

After more than three decades since MACE was first used 

as an outcome for measuring the safety and efficacy of 

interventions in cardiovascular medicine, Mario Gaudino 

(Weill Cornell Medicine, New York, USA), Eugene Braunwald 

(Harvard Medical School, Boston, USA) and Gregg W Stone 

(Icahn School of Medicine at Mount Sinai, New York, USA) 

state that its continued use “warrants re-evaluation”.

In their paper, published in late July, the trio note that the 

use of MACE—typically defined as the composite of non-fatal 

stroke, non-fatal myocardial infarction (MI) and cardiovascular 

death—was adopted to enable innovative treatment approaches 

to be evaluated for early safety and efficacy in relatively small 

trials, given the vast number of patients needed to effectively 

power trials to assess improved survival alone. 

Subsequent to its first use in the early 1990s, a composite 

MACE endpoint was widely adopted in cardiology trials, 

Gaudino, Braunwald—who was among the original proponents 

of MACE—and Stone write, but from the outset, it was never 

envisioned that “MACE would become the standard on which 

regulatory and clinical decisions were based”.

According to the authors, MACE has a number of limitations, 

including that different events such as MI, stroke or death have 

varying degrees of severity and causes; definitions of individual 

components can differ across trials, making comparisons 

difficult; that combining multiple outcomes can obscure the 

effects of individual components; and, that some components 

may not be as clinically relevant to patients.

The authors go on to suggest several alternatives to MACE 

as a primary endpoint, including the use of a hierarchical 

composite endpoint that prioritises the most critical events, 

an approach that is being adopted in the REvascularization 

CHoices Among under-Represented Groups Evaluation 

(RECHARGE) trial, in which Gaudino and Stone are  

both investigators.
RECHARGE is enrolling 1,200 patients in multiple sites 

across the USA and Canada to compare coronary artery bypass 

graft (CABG) surgery and percutaneous coronary intervention 

(PCI), focusing on female and minority populations. The trial 

is being funded through US$29.9 million from the Patient-

Centered Outcomes Research Institute (PCORI), a US non-

profit body that funds research focused on “outcomes that 

matter to patients”, according to its website.

The trial’s primary outcome measure is a combination of 

death and overall quality of life, assessed using 12-item short-

form surveys, designed for capturing the overall quality of life, 

at one, three, six, 12, 18, 24 and 36 months.

“RECHARGE will not only generate important data in 

patient groups that have been poorly represented in prior 

revascularisation trials, but also introduces a potentially 

transformative pathway for assessing the totality of the risks 

and benefits after cardiovascular interventions in an endpoint 

Continued on page 5

Many physicians—
and patients—have 

become increasingly 
frustrated with the 
traditional MACE endpoint. 
Because of its numerous 
limitations MACE does not 
inform the outcomes that 
are meaningful for patients 
after PCI versus CABG.”

17  TAVI  
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data on 
new device  
technology
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14  Profile 
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Al-Lamee

10  3D-printed  
blood vessels

  A future option 
for CABG 
procedures?

Trialists call for 
rethink over use 
of MACE as a 
primary endpoint in 
cardiovascular trials

Risk

Recurrence

Investigators find 
small reduction  
in disabling stroke 
from embolic 
protection  
device use
ANALYSIS OF DATA FROM THE 

TVT registry, looking at the impact of 

cerebral embolic protection devices 

on disabling stroke after transcatheter 

aortic valve implantation (TAVI), 

demonstrates a “small, borderline 

significant” reduction in in-hospital 

disabling stroke, with patients with 

prior stroke the most likely to  

benefit from the use of embolic 

protection devices.
Neel Butala (University of 

Colorado, Aurora, USA) presented 

these conclusions during a late-

breaking clinical trials and science 

session at New York Valves (5–7 

June, New York, USA), following 

what was described as the largest 

analysis to date of outcomes 
following the use of cerebral embolic 

protection following TAVI. Findings 

of the study were also published 

in Circulation: Cardiovascular 
Interventions.

Cerebral embolic protection 

devices are intended to mitigate 

the risk of stroke during TAVI by 

capturing and removing debris 

dislodged during the procedure 

before it reaches the brain, though 

their benefit remains unproven.
The largest trial so far to 

investigate the use of a cerebral 

embolic protection device, the 

PROTECTED TAVR trial, which 

assessed Boston Scientific’s Sentinel 

device, found no significant effect 

on the incidence of periprocedural 

stroke, but a difference in rates of 

disabling stroke which favoured the 

use of cerebral embolic protection.

Using the Society of Thoracic 

Surgeons (STS) and American 

College of Cardiology (ACC)-
established TVT registry, which 

monitors patient safety and 
real-world outcomes related to 

transcatheter valve replacement 

and repair procedures performed 

Continued on page 4
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EARLY TAVR was one of the most hotly anticipated trials at 
the TCT meeting, and the positive primary endpoint result 
was met with spontaneous applause within the main arena 

late-breaking trial session when presented by Philippe Généreux 
(Morristown Medical Center, Morristown, USA).

The results, published simultaneously in The New England 
Journal of Medicine, have led some to speculate that, instead 
of waiting for aortic stenosis symptoms to progress, physicians 
may now have the evidence they need to justify an early 
intervention in patients with severe, asymptomatic aortic 
stenosis. Indeed, Prendergast commented that the findings could 
warrant a “major reset in our approach” to treatment.

However, some have questioned the trial’s replicability in 
real-world practice, particularly given variable waiting times 
for procedures across the globe, and whether the lack of a 
significant benefit in mortality for patients who underwent  
an interventional procedure justifies moving to an earlier 
invasive strategy.

Conducted at 75 centres in the USA and Canada, 
EARLY TAVR looked at the safety and effectiveness of 
early intervention with TAVI using the Sapien 3 (Edwards 
Lifesciences) valve (n=455), compared to clinical surveillance 
in patients with asymptomatic severe aortic stenosis (n=446).

Between March 2017 and December 2021 investigators 
screened 1,578 patients for enrolment, ultimately randomising 
901 patients to either TAVI (n=455) or surveillance (n=446). 
Patients enrolled had an average age of 76 and average Kansas 
City Cardiomyopathy Questionnaire (KCCQ) overall summary 
score of 92.7, and were confirmed as asymptomatic through a 
protocol-mandated stress test and medical history evaluation. 

Those randomised to TAVI were treated within a median  
time of 14 days.

The trial’s primary endpoint, a composite of death, stroke, 
or unplanned cardiovascular hospitalisation, was evaluated for 
superiority in the intent-to-treat population after a minimum 
follow-up of two years. Genereux reported at TCT 2024 that 
early intervention with TAVI resulted in a significant reduction 
of the primary endpoint at two years as well as a median follow-
up of 3.8 years, occurring at rate of 35.1% in the TAVI group 
compared with 51.2% in the surveillance group (p<0.001).

Breaking the result down further, Généreux showed that the 
difference between the two strategies at a median follow-up of 
3.8 years was predominantly driven by a difference in rates of 
unplanned hospitalisation seen in the two arms (20.9% for TAVI 
vs. 41.7% for surveillance) whilst rates of all-cause death (8.4% 
vs. 9.2%) and stroke (4.2% vs. 6.7%) were relatively similar in 
the two arms, albeit favouring TAVI in both instances.

Additionally, Généreux reported that within the first six 

Continued on page 5

New evidence 
could prompt 
rethink over use  
of colchicine 
following acute MI
THE LARGEST TRIAL TO DATE 
to study the impact of colchicine—
an anti-inflammatory medicine 
commonly used to treat gout—in 
acute myocardial infarction (MI) 
has found that administering a low 
dose of the drug did not reduce 
cardiovascular death, MI, stroke or 
ischaemia-driven revascularisation 
compared to placebo.

Sanjit S Jolly (McMaster 
University and Hamilton Health 
Sciences, Hamilton, Canada), 
principal investigator in the trial—
CLEAR SYNERGY (OASIS 9)—
presented results at TCT 2024 (27–30 
October, Washington, DC, USA), 
where he commented that the findings 
“should give clinicians pause” about 
whether to use colchicine therapy in 
their practice.

Colchicine has been touted as a 
route to improving cardiovascular 
outcomes in patients with MI by 
inhibiting inflammation. Two trials—
CLEAR and COLCOT—have shown 
a significant benefit for colchicine 
for the treatment of coronary artery 
disease, and have driven its use in the 
setting of acute MI.

“We designed [CLEAR 
SYNERGY] prior to these trials 
and were running this as the largest 
trial of colchicine in coronary artery 
disease, with significantly more 
events and more power than the 
prior trial,” said Jolly. “We believe 
it is important to replicate the results 
particularly for them to change 
practice and to move to a class I 
indication in the guidelines.”

CLEAR SYNERGY included 
patients with ST-elevation myocardial 
infarction (STEMI) or non-ST 
elevation myocardial infarction 
(NSTEMI) who were randomised 
within 72 hours of percutaneous 
coronary intervention (PCI) to either 
colchicine or placebo.

Taking place at 104 sites in 
14 countries between February 

Continued on page 4

COLCHICINE

Early TAVI may be 
preferred to clinical 

surveillance in patients  
with asymptomatic  
severe aortic stenosis”

The waiting is over: Trials shed  
new light on optimal timing for  
aortic stenosis intervention

“The world has been waiting for the outcome of this trial,” Bernard Prendergast (St Thomas’ Hospital, 
London, UK) said in the opening of his commentary of the EARLY TAVR trial at TCT 2024 (27–30 
October, Washington, DC, USA), in no way downplaying the significance of the study’s positive 
outcome favouring a strategy of early transcatheter aortic valve implantation (TAVI) in patients with 
asymptomatic, severe aortic stenosis.
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Brand awareness (cont...)

WEBSITE ADVERTISING E-NEWSLETTER

Website rates
Advert Rate (per month)

Skyscraper + half banner A £2,650 

Leaderboard + half banner A £1,995 

MPU1 + half banner A £1,995

MPU2 + half banner B £1,450 

MPU3 + half banner B £1,150 

Mobile adhesive banner  
(MOBILE DEVICES ONLY)*

£6,600 per quarter

*exclusive position

10,000 monthly visitors

16,000 monthly page views 6,900 
subscribers

39%  
open rate

Weekly e-newsletter rates
Advert Rate

Advert takeover (LB, MPU, HB) £1,950 per email

Leaderboard £950

MPU £900

Advertise your products through static 
or dynamic adverts that run across our 
website. Adverts run monthly and  
are limited to 3 advertisers per 
position per month

Include your 
adverts in the 
eNewsletter 
emails sent by 
our editorial 
team every  
2 weeks
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Message promotion

Cardiovascular News offers targeted eBlasts  
to companies and conference organisers 
  
eBlasts can target a database of over 7,700 
specialists. These communications can be sent  
to the whole database or be targeted by country

E-BLAST

Targeted eBlast rates
Advert Rate

Global £6,000

Europe only £4,500 

US only £3,000

6,500 subscribers

39% open rates

7% click rates

Highlight your key messages to our audience with 
content that drives traffic to your landing pages

Social Media rates
Share Rate

Global £2,950 per send

SOCIAL

Post your content, image, and link 
through our social media accounts 
to reach 20,500+ followers on 
LinkedIn, X/Twitter and Facebook
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Thought leadership

ADVERTORIALS EDUCATIONAL SUPPLEMENTS
Cardiovascular News creates sponsored editorial 
content. By allowing full editorial control to the 
client, we create in-depth features with insights from 
physicians. Content can be supplied by the company 
or written by our editorial team. Available in print 
and digital format or digital only

Cardiovascular News publishes educational supplements  
on topics of interest to cardiovascular specialists

Sponsoring a supplement offers a unique 
opportunity for you to broadcast your 
company’s core message to your target 
audience with an educational focus

The content can be based on the company’s 
profile, a new product, drug or medical device

Distribution includes:

•  Supplements are inserted in 
Cardiovascular News, reaching the 
entire readership or selected countries

•  The digital version is made available on 
cardiovascularnews.com

•  eblast of the digital edition sent to our 
digital subscribers

•  1,000 additional copies are printed and 
posted for your own uses

Supplement rates
Advert Rate

8 page supplement £20,000

12 page supplement £25,000

Print & digital
Included in print paper and uploaded  
as a website article page

Advert Rate

Double Page Spread £11,000

Full Page £6,600

Digital only
Posted as a website article page and 
promoted on social media

Advert Rate

3-4 interviewees £11,000

1-2 interviewees £6,600

Educate our audience through deeper dive content 
that highlights your product benefits



7Cardiovascular News / Media pack 2025Our audience Brand awareness Message promotion Thought leadership Specifications Contact

Thought leadership (cont...)

VIDEO
Showcase your company’s products, data, 
techniques and technologies to a global 
audience through dynamic content and 
platform functionalities to engage viewers

As a specialist news and education company, 
we offer a video production service delivering 
powerful physician interviews and roundtable 
discussions in a variety of engaging formats 
that are promoted through multiple channels

All videos include:

•  HD recording

•  Post-production 
editing

•  Publishing on  
the website

•  Promotion through 
dedicated email 
and on social media

Video rates
Package Rate

Live Webinars / Case Transmission From £30,000

Pre-recorded Roundtables £22,000

Physician Interview £9,500

Supplied Video £6,000

Video permissions to have final file for your use £2,000
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ADVERTISING SPECIFICATIONS - PRINT ADVERTISING SPECIFICATIONS - DIGITAL
•   Live matter: Allow 10mm safety from all trim edges
•   Please send a high-resolution PDF of artwork in CMYK and 300dpi

•   Please send all artworks in RGB colour and 72dpi
•   Please also provide the link/URL with the artwork
•   Accepted file format: GIF, JPG (animated GIFs are acceptable if the first frame 

conveys your message as it will NOT animate in some email browsers)

Specifications

Print Specifications

Double page spread Trim (finished size): W: 490mm x H: 342mm  /  Bleed size: W: 496mm x H: 348mm

Full page Trim (finished size): W: 245mm x H: 342mm  /  Bleed size: W: 251mm x H: 348mm

Half page horizontal Trim (finished size): W: 225mm x H: 153mm  /  Bleed size: W: 231mm x H: 159mm

Cover ad banner Trim (finished size): W: 225mm x H: 54.5mm

Educational supplement Specifications

Front-page cover Trim (finished size): W: 186mm x H: 228mm

Back-page cover Trim (finished size): W: 210mm x H: 297mm  /  Bleed size: W: 216mm x H: 303mm

eNewsletter Specifications

MPU 300 wide x 250 high pixels

Leaderboard 590 wide x 72 high pixels

Targeted eBlast Specifications

https://bibapublishing.com/online-specs/#email_specs

Website Specifications

MPU 300 wide x 250 high pixels

Leaderboard 728 wide x 90 high pixels

Half banner 300 wide x 100 high pixels

Mobile adhesive banner 350 wide x 70 high pixels

Skyscraper 160 wide x 600 high pixels

Sales Contact: Abbie Richardson at abbie@bibamedical.com
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Contact
Sales
Abbie Richardson  
Client Relationship Manager 
abbie@bibamedical.com

Editorial
Will Date 
Senior Editor 
will@bibamedical.com

Urmila Kerslake 
Content Director 
urmila@bibamedical.com

www.cardiovascularnews.com

Visit our website or follow 
us on our social channels:
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EARLY TAVR was one of the most hotly anticipated trials at 
the TCT meeting, and the positive primary endpoint result 
was met with spontaneous applause within the main arena 

late-breaking trial session when presented by Philippe Généreux 
(Morristown Medical Center, Morristown, USA).

The results, published simultaneously in The New England 
Journal of Medicine, have led some to speculate that, instead 
of waiting for aortic stenosis symptoms to progress, physicians 
may now have the evidence they need to justify an early 
intervention in patients with severe, asymptomatic aortic 
stenosis. Indeed, Prendergast commented that the findings could 
warrant a “major reset in our approach” to treatment.

However, some have questioned the trial’s replicability in 
real-world practice, particularly given variable waiting times 
for procedures across the globe, and whether the lack of a 
significant benefit in mortality for patients who underwent  
an interventional procedure justifies moving to an earlier 
invasive strategy.

Conducted at 75 centres in the USA and Canada, 
EARLY TAVR looked at the safety and effectiveness of 
early intervention with TAVI using the Sapien 3 (Edwards 
Lifesciences) valve (n=455), compared to clinical surveillance 
in patients with asymptomatic severe aortic stenosis (n=446).

Between March 2017 and December 2021 investigators 
screened 1,578 patients for enrolment, ultimately randomising 
901 patients to either TAVI (n=455) or surveillance (n=446). 
Patients enrolled had an average age of 76 and average Kansas 
City Cardiomyopathy Questionnaire (KCCQ) overall summary 
score of 92.7, and were confirmed as asymptomatic through a 
protocol-mandated stress test and medical history evaluation. 

Those randomised to TAVI were treated within a median  
time of 14 days.

The trial’s primary endpoint, a composite of death, stroke, 
or unplanned cardiovascular hospitalisation, was evaluated for 
superiority in the intent-to-treat population after a minimum 
follow-up of two years. Genereux reported at TCT 2024 that 
early intervention with TAVI resulted in a significant reduction 
of the primary endpoint at two years as well as a median follow-
up of 3.8 years, occurring at rate of 35.1% in the TAVI group 
compared with 51.2% in the surveillance group (p<0.001).

Breaking the result down further, Généreux showed that the 
difference between the two strategies at a median follow-up of 
3.8 years was predominantly driven by a difference in rates of 
unplanned hospitalisation seen in the two arms (20.9% for TAVI 
vs. 41.7% for surveillance) whilst rates of all-cause death (8.4% 
vs. 9.2%) and stroke (4.2% vs. 6.7%) were relatively similar in 
the two arms, albeit favouring TAVI in both instances.

Additionally, Généreux reported that within the first six 
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New evidence 
could prompt 
rethink over use  
of colchicine 
following acute MI
THE LARGEST TRIAL TO DATE 
to study the impact of colchicine—
an anti-inflammatory medicine 
commonly used to treat gout—in 
acute myocardial infarction (MI) 
has found that administering a low 
dose of the drug did not reduce 
cardiovascular death, MI, stroke or 
ischaemia-driven revascularisation 
compared to placebo.

Sanjit S Jolly (McMaster 
University and Hamilton Health 
Sciences, Hamilton, Canada), 
principal investigator in the trial—
CLEAR SYNERGY (OASIS 9)—
presented results at TCT 2024 (27–30 
October, Washington, DC, USA), 
where he commented that the findings 
“should give clinicians pause” about 
whether to use colchicine therapy in 
their practice.

Colchicine has been touted as a 
route to improving cardiovascular 
outcomes in patients with MI by 
inhibiting inflammation. Two trials—
CLEAR and COLCOT—have shown 
a significant benefit for colchicine 
for the treatment of coronary artery 
disease, and have driven its use in the 
setting of acute MI.

“We designed [CLEAR 
SYNERGY] prior to these trials 
and were running this as the largest 
trial of colchicine in coronary artery 
disease, with significantly more 
events and more power than the 
prior trial,” said Jolly. “We believe 
it is important to replicate the results 
particularly for them to change 
practice and to move to a class I 
indication in the guidelines.”

CLEAR SYNERGY included 
patients with ST-elevation myocardial 
infarction (STEMI) or non-ST 
elevation myocardial infarction 
(NSTEMI) who were randomised 
within 72 hours of percutaneous 
coronary intervention (PCI) to either 
colchicine or placebo.

Taking place at 104 sites in 
14 countries between February 
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COLCHICINE

Early TAVI may be 
preferred to clinical 

surveillance in patients  
with asymptomatic  
severe aortic stenosis”

The waiting is over: Trials shed  
new light on optimal timing for  
aortic stenosis intervention

“The world has been waiting for the outcome of this trial,” Bernard Prendergast (St Thomas’ Hospital, 
London, UK) said in the opening of his commentary of the EARLY TAVR trial at TCT 2024 (27–30 
October, Washington, DC, USA), in no way downplaying the significance of the study’s positive 
outcome favouring a strategy of early transcatheter aortic valve implantation (TAVI) in patients with 
asymptomatic, severe aortic stenosis.
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