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What is a National Quality registry?

• Contains individual standardized structured 
data on pa2ents, treatments, and outcomes
• Integrated into the clinical workflow –

including all pa2ents 
• Capacity to generate feed-back in real 2me
• Supported by an organiza2on of health care 

professionals, researchers, pa2ent reps
• Used for con2nuous learning, quality 

improvement, research and trials
• Might preferably be integrated in EHR



How do Quality registries work?

Data recorded by
healthcare provides

Data presented in real 
3me and as regular reports

Data
warehouse

Research
database

Quality registries
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SWEDEHEART
implementation of treatments in STEMI

Quality registries

SWEDEHEART
mortality in MI over 25 years



Registry-based Randomized Clinical Trial - R-RCT

Prosective randomized trial that uses a clinical registry 
for one or several major functions for trial conduct and outcomes reporting.

Nature Rev Cardiol. 2015 May;12(5):312-6

• Pragmatic
• All comers
• Resource-effective

• Observational
• Hypothesis 

generating

• R an d o m i z e d
• Causal inference
• Ef:cacy 
• Narrow selection
• Resource-intense

R
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O bse r va t i o n a l  RWD
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Randomized

All primary PCI:s

7244 patients

Date

Patients

TASTE  trial on Thrombectomy
in ST-eleva5on myocarial infarc5on

Eligible

TASTE  inclusion rate

NEJM 2013
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HR 1 year 0.94 (0.78 – 1.15), P=0.57

HR up to 30 days 0.94 (0.72 - 1.22), P=0.63

TASTE trial 
simple single intervention, simple endpoint 
and pragmatic design

NEJM 2013 & 2014



During trial

Mean use during trial

Mean use immediately after trial

Bucceri Circ CV Int 2019



Patients planned for infrainguinal endovascular procedure

Intermittent claudication
SWEDEPAD 2

Register follow-up (one month, one year)

Additional follow-up (letter/phone call, healthcare registries)
(Three and five years) 

DE No-DE

RandomizaMon 
in registry

CriMcal ischemia    
SWEDEPAD 1

DE No-DE

RandomizaMon 
in registry

NEJM 2020



Infinity-Swedeheart

DynamX  Coronary Bioadaptor System is CE Mark approved.                    PMN 557 Rev D 

Prospec(ve, Mul(-Center, Single-Blind, Registry-Based Randomized Clinical Trial
Up to 20 Sites in Sweden

1:1 Randomiza,on
DynamX Bioadaptor : Resolute Onyx

N = 2,400

Index PCI Primary Analysis Period

Enrollment / 
Randomiza0on

30 Day 
Phone FU

Long-Term Registry Follow Up (2-5 years)

1 Year 
Phone FU

Registry Queries
Years 2-5

6 Month Registry 
Query

DynamX Bioadaptor
N = 1,200

Resolute Onyx
N = 1,200

Clinical Follow-Up

Registry Follow-Up

Elixir

Device trial with complex endpoints performed for regulatory approval

Sponsor: Elixir 



Primary Endpoint at 180 days

HR 0.96
95% CI, 0.83 – 1.10

P=0.54

VALIDATE (R-RCT)

� FU: Register data, combined with phone call endpoint follow up 
and CEC

� Funding: Heart-lung foundation. Swedish research council, Astra 
Zeneca, The Medicines company. 

STEMI (n=3000) or NSTEMI (n=3000)
Pre-treatment with Ticagrelor, Prasugrel or 

Cangrelor
Angiography: PCI intended

Primary Endpoint:
NACE: Death, Myocardial Infarction or Bleeding 

complication (BARC 2, 3 or 5)
at 6 months

Heparin only
(70-100U/kg)

Bivalirudin
(5000U Heparin pre-hospital 

or 3000U pre-PCI)

R
1:1

Pharma (parentral) trial with complex endpoints

NEJM 2017



Dapagliflozin 10 mg once daily on top of SoC

Placebo once daily on top of SoC

6400* patients with
• MI (STEMI & NSTEMI) within 7 d  
• Reduced LVEF or Q wave MI
• No T1DM or T2DM
• WRITTEN INFORMED CONSENT

R

Event-driven trial (722 events)
Recruitment time: 18 months

Total trial duration: 30 months

Primary composite endpoint: Time to first 
event of hospitalisa0on for heart failure or CV 
death
Key assump0ons
• Primary annual event rate: 7.5%
• RRR: 20%
• Power: 85%
• P: <0.05

Visits @ 6-10 weeks post-randomisa0on (on-site) and at 1 y; thereaYer every 10th month un0l 
EoT

~50 clinical centres in Sweden
connected to

~50 clinical centres in UK 
connected to

DAPA-MI: Digital technologies underpin world’s first indication-seeking
registry-based randomised controlled outcomes trial

Innovative approaches enhance patient experience and drive 
50% per patient cost reduction without impacting timelines

Accelerating and 
expanding 

patient 
recruitment

Use of quality registers 
from clinical routine through 

scientific leadership 
with UCR and NICOR

Reduced patient 
and investigator 

burden

Streamlined trial design with 
automated data transfer from 

routine clinical practice

Advancing Drug 
Adherence

Use of SmartCap adherence 
monitoring technology

Remote patient 
monitoring

Patient app for information sharing and 
signalling of events

R
Evaluating dapagliflozin for prevention of 

heart failure and cv death following 
myocardial infarction

6400 patients in only 
2 countries

Dapagliflozin 10 mg once daily 
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Placebo once daily on top of SoC
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heart failure and cv death following 
myocardial infarction

6400 patients in only 
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Dapagliflozin 10 mg once daily 
on top of SoC

Placebo once daily on top of SoC

Double blind placebo-controlled pharma (oral) trial in 2 countries for regulatory approval



Quality registries

  Active  Published
Cardiology     9     6
Bariatric surgery      1     1
Vascular surgery    1     1
Stroke        1*
Obstetrics     1 
Gynecology     2
Pulmonary medicine 1
GI cancer     1
Orthopedic surgery 4
Diabetes     1
Renal faulure     1**

R-RCT in Sweden 2022



EuroHeart – The mission
International collaboration with general 
availability to systems with continuous online 
registration of high quality and harmonised 
patient data with real-time information 
supporting continuous improvement of care 
and outcomes in patients with common 
cardiovascular diseases. 

International infrastructure for cost-effective 
safety surveillance of new drugs and devices 
and registry based randomised clinical trials 
in a general patient population across 
multiple geographies.



EuroHeart countries
Member countries 2022

• Estonia
• Hungary
• Portugal
• Romania
• Sweden
• Lithuania
• Denmark
• Iceland
• Singapore

In/planned communication

• Austria
• Belgium
• Bosnia and Herzegovina 
• Croatia
• Czech Republic
• Egypt
• Finland
• France
• Germany
• Greece
• Ireland
• Israel
• Italy
• Netherlands 
• Norway
• Poland
• Serbia
• Scotland and Wales
• Slovenia 
• Spain
• England
• Pakistan



www.escardio.org/euroheart

Visit the EuroHeart website and the EuroHeart demos and movies at:
https://www.escardio.org/Research/euroheart

For more information contact us:
euroheart@escardio.org

EuroHeart

https://www.escardio.org/Research/euroheart
mailto:euroheart@escardio.org

