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Dave de Bronkart, @ePatientDave

Therefore, I 
must engage 

- and you 
with me! 



Inappropriate sinus tachycardia – an unmet medical need
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→ REASSURANCE



Safety is 
important. 

Efficacy 
matters, I want 

to get better!

Fast access to 
new technology 
when I need it. I want to benefit 

from innovation. 

It’s not well tested, 
but maybe I want 
to take the risk? 
Depends on my 

situation …

Trials or off-label 
use are also an 

option for patients.

What about 
reimbursement?



FDA criteria for breakthrough devices.

Definitions?

Safety & performance standards?

Who is involved in review & approval?



Accelerated approval pathways - summary 

• Unmet medical need
• Improved QoL
• Faster access
• Encourage 

innovation

• Limited evidence
• Potential for harm
• False hope



@rhythmisit 

idrossart@escardio.org

www.escardio.org/The-ESC/What-we-do/esc-patient-engagement

Thank you very much! 
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