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Executive Summary  
Work package 1 of the CORE-MD project aims to evaluate methods used to generate evidence for high-

risk medical devices. This work package has been divided into four tasks (Tasks 1.1 to 1.4). 

Task 1.1 is dedicated to the methodologies used in published clinical studies of high-risk medical devices. 

We aim to map the existing evidence on high-risk medical devices through broad systematic reviews of 

the medical literature and to evaluate characteristics of the available evidence through meta-

epidemiological assessments. Specifically, we review the clinical evidence of class III, permanently 

implanted devices in the fields of cardiology and orthopaedics and review the evidence of high-risk devices 

in the field of diabetes. 

The protocols of the methodology used for the literature search in the three fields of cardiac, diabetes 

and orthopedic devices have been published [1-3].  

The aim of this deliverable is to setup and provide a database of the selected studies resulting from the 

different literature searches.  

Next steps will be the data extraction and analysis (D1.2) and the preparation of the masucripts for 

publication (D1.3). 
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1 Cardiac devices 
Prospective studies (2000-2020) fulfilling the pre-specified inclusion criteria for the systematic review are 

listed according to the following class of cardiac devices: 

1) Coronary bioresorbable scaffolds for percutaneous treatment of coronary artery disease 

2) Left atrial appendage occlusion devices for percutaneous treatment of thromboembolic 

stroke prevention 

3) Transcatheter aortic valve implantation devices for treatment of symptomatic, severe 

stenosis of native aortic valves 

4) Transcatheter mitral valve repair and replacement devices for treatment of symptomatic 

moderate-severe native mitral valve disease 

5) Surgical heart valve replacement devices for native aortic and mitral valve disease 

6) Leadless pacemakers 

7) Subcutaneous implantable cardioverter-defibrillators. 

For each class of devices, the first table indicates the name of the devices used for the literature search. 

The studies are listed according to their PMID number (in descending order), which is automatically 

assigned by PubMed after a manuscript is published in an indexed journal. However, the publication date 

in the print journal also tabulated in the listings may be deferred. 

Detailed information about the information sources, search strategies and study eligibility criteria are 

available in the published protocol [1]. 

 

  



  

D1.1 Database of studies of high-risk medical devices   - 8 - 
 

1.1 Coronary bioresorbable scaffolds 
 

Table 1. Coronary bioresorbable scaffolds: list of devices 

Class of device Devices 

Coronary bioresorbable 

scaffolds 

Absorb GT1 Bioresorbable Vascular Scaffold System [Abbott] 

ART-Stent [Arterial Remodeling Technologies S.A.] 

DESolve (DESolve Scaffold System) [Elixir Medical] 

DESolve 100 (DESolve Scaffold System) [Elixir Medical] 

Magmaris Coronary Resorbable Magnesium Scaffold [Biotronik] 

Meres (MeRes100 Bioresorbable Scaffold) [Meril Life Sciences] 

 

Table 2. List of prospective studies fulfilling the pre-specified inclusion criteria on coronary bioresorbable scaffolds 

PMID Title First author Journal 
Publication 

Year 

3
4

2
9

0
5

7
3

 Reduction of Lipid-Core Burden Index in 
Nonculprit Lesions at Follow-Up after ST-Elevation 
Myocardial Infarction: A Randomized Study of 
Bioresorbable Vascular Scaffold versus Optimal 
Medical Therapy 

Kefer J J Interv Cardiol 2021 

3
4

1
7

3
6

9
9

 Five-year angiographic, OCT and clinical outcomes 
of a randomized comparison of everolimus and 
biolimus-eluting coronary stents with everolimus-
eluting bioresorbable vascular scaffolds 

Schukraft S Catheter 
Cardiovasc 
Interv 

2022 

3
4

1
2

5
9

4
7

 Long-term clinical follow-up of the resorbable 
magnesium scaffolds in acute coronary syndrome 
patients 

Włodarczak A Kardiol Pol 2021 

3
3

7
2

3
0

8
6

 COmplex Bifurcation Lesions: RAndomized 
Comparison of Modified-T Stenting vs 
Reconstruction With Self-Expanding Stent and 
Bioresorbable Scaffold: COBRA II 

Bennett J J Invasive Cardiol 2021 

3
3

6
0

0
0

6
9

 Long-term clinical, angiographic, and optical 
coherence tomography findings of Mg-based 
bioresorbable scaffold in patients with acute 
coronary syndrome 

Gutiérrez-
Barrios A 

Catheter 
Cardiovasc 
Interv 

2021 



  

D1.1 Database of studies of high-risk medical devices   - 9 - 
 

3
3

3
6

3
4

4
7

 Pre-Emptive OCT-Guided Angioplasty of 
Vulnerable Intermediate Coronary Lesions: 
Results from the Prematurely Halted PECTUS-Trial 

Mol JQ J Interv Cardiol 2020 

3
3

2
6

9
5

0
6

 Imaging and 2-year clinical outcomes of thin strut 
sirolimus-eluting bioresorbable vascular scaffold: 
The MeRes-1 extend trial 

Abizaid A Catheter 
Cardiovasc 
Interv 

2021 

3
3

1
1

8
6

9
6

 Three-year clinical outcomes of the absorb 
bioresorbable vascular scaffold compared to 
Xience everolimus-eluting stent in routine PCI in 
patients with diabetes mellitus-AIDA sub-study 

Kerkmeijer 
LSM 

Catheter 
Cardiovasc 
Interv 

2021 

3
3

0
6

9
8

4
7

 Percutaneous Coronary Intervention for 
Vulnerable Coronary Atherosclerotic Plaque 

Stone GW J Am Coll Cardiol 2020 

3
2

9
4

4
6

0
8

 Scaffold underexpansion and late lumen loss after 
bioresorbable scaffold implantation: Insights from 
ABSORB JAPAN trial 

Okada K Int J Cardiol 
Heart Vasc 

2020 

3
2

8
8

1
3

9
6

 BIOSOLVE-IV-registry: Safety and performance of 
the Magmaris scaffold: 12-month outcomes of the 
first cohort of 1,075 patients 

Verheye S Catheter 
Cardiovasc 
Interv 

2021 

3
2

7
6

3
0

9
8

 12-month clinical outcomes after Magmaris 
percutaneous coronary intervention in a real-
world cohort of patients: Results from the 
CardioHULA registry 

Abellas-
Sequeiros RA 

Rev Port Cardiol 
(Engl Ed) 

2020 

3
2

5
2

5
4

1
0

 Optical Coherence Tomography for Coronary 
Bioresorbable Vascular Scaffold Implantation: A 
Randomized Controlled Trial 

Lee SY Circ Cardiovasc 
Interv 

2020 

3
2

5
1

5
7

3
8

 Bioresorbable scaffolds versus everolimus-eluting 
metallic stents: five-year clinical outcomes of the 
randomised ABSORB II trial 

Onuma Y EuroIntervention 2020 
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3
2

4
5

1
3

2
1

 Bioresorbable vascular scaffold versus metallic 
drug-eluting stent in patients at high risk of 
restenosis: the COMPARE-ABSORB randomised 
clinical trial 

Smits PC EuroIntervention 2020 

3
2

3
1

5
6

8
2

 Peri-strut low intensity areas and in-scaffold 
neointima growth after bioresorbable scaffold 
implantation in STEMI. A serial optical coherence 
tomography study 

Ochijewicz D Int J Cardiol 2020 

3
2

3
1

0
1

3
0

 Bioresorbable scaffolds versus permanent 
sirolimus-eluting stents in patients with ST-
segment elevation myocardial infarction: vascular 
healing outcomes from the MAGSTEMI trial 

Gomez-Lara J EuroIntervention 2020 

3
2

2
7

9
8

4
1

 Bioresorbable Vascular Scaffolds Versus Drug-
Eluting Stents for Diffuse Long Coronary 
Narrowings 

Seo J Am J Cardiol 2020 

3
2

2
1

3
7

3
7

 Long-Term Outcomes of Absorb Bioresorbable 
Vascular Scaffold vs. Everolimus-Eluting Metallic 
Stent - A Randomized Comparison Through 5 
Years in Japan 

Kozuma K Circ J 2020 

3
2

2
0

5
0

6
7

 Randomized Comparison of Optical Coherence 
Tomography Versus Angiography to Guide 
Bioresorbable Vascular Scaffold Implantation: The 
OPTICO BVS Study 

Ueki Y Cardiovasc 
Revasc Med 

2020 

3
2

0
0

0
7

9
6

 Bioresorbable scaffold implantation in STEMI 
patients: 5 years imaging subanalysis of PRAGUE-
19 study 

Kočka V J Transl Med 2020 

3
1

9
1

8
9

2
9

 Randomized Comparison Between Everolimus-
Eluting Bioresorbable Scaffold and Metallic Stent: 
Multimodality Imaging Through 3 Years 

Onuma Y JACC Cardiovasc 
Interv 

2020 

3
1

9
1

2
9

8
3

 Absorb bioresorbable vascular scaffold outcomes 
following implantation with routine intravascular 
imaging guidance 

Costantini CR Catheter 
Cardiovasc 
Interv 

2021 
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3
1

7
0

8
5

2
2

 Absorb GT1 Bioresorbable Vascular Scaffold 
System - 1-Year Post-Marketing Surveillance in 
Japan 

Suzuki N Circ J 2019 

3
1

5
8

7
1

0
3

 

Different vascular healing process between 
bioabsorbable polymer-coated everolimus-eluting 
stents versus bioresorbable vascular scaffolds via 
optical coherence tomography and coronary 
angioscopy (the ENHANCE study: ENdothelial 
Healing Assessment with Novel Coronary 
tEchnology) 

Wan Ahmad 
WA 

Heart Vessels 2020 

3
1

5
5

3
2

2
2

 Clinical Outcomes Before and After Complete 
Everolimus-Eluting Bioresorbable Scaffold 
Resorption: Five-Year Follow-Up From the 
ABSORB III Trial 

Kereiakes DJ Circulation 2019 

3
1

5
5

3
2

0
4

 Magnesium-Based Resorbable Scaffold Versus 
Permanent Metallic Sirolimus-Eluting Stent in 
Patients With ST-Segment Elevation Myocardial 
Infarction: The MAGSTEMI Randomized Clinical 
Trial 

Sabaté M Circulation 2019 

3
1

5
1

1
1

9
3

 A paradox in sex-specific clinical outcomes after 
bioresorbable scaffold implantation: 2-year 
results from the AIDA trial 

Kerkmeijer 
LSM 

Int J Cardiol 2020 

3
1

2
1

7
1

4
8

 Coronary vasomotor function and myocardial flow 
with bioresorbable vascular scaffolds or 
everolimus-eluting metallic stents: a randomised 
trial 

Gomez-Lara J EuroIntervention 2020 

3
1

1
9

7
7

5
0

 The 1-year safety and efficacy outcomes of 
Absorb bioresorbable vascular scaffolds for 
coronary artery disease treatment in diabetes 
mellitus patients: the ABSORB DM Benelux study 

Hommels TM Neth Heart J 2019 

3
1

1
4

7
3

0
4

 Comparison of an everolimus-eluting 
bioresorbable scaffold with an everolimus-eluting 
metallic stent in routine PCI: three-year clinical 
outcomes from the AIDA trial 

Kerkmeijer 
LSM 

EuroIntervention 2019 
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3
1

1
0

4
8

2
1

 Two-year clinical outcomes of the "Italian 
diffuse/multivessel disease absorb prospective 
registry" (IT-DISAPPEARS) 

De Carlo M Int J Cardiol 2019 

3
1

0
8

5
5

0
3

 Procedural microvascular activation in long 
lesions treated with bioresorbable vascular 
scaffolds or everolimus-eluting stents: the 
PROACTIVE trial 

Pellicano M EuroIntervention 2020 

3
1

0
6

2
6

9
2

 Outcomes of bioresorbable vascular scaffolds 
versus everolimus-eluting stents by coronary 
complexity: a sub-analysis of the AIDA trial 

Kraak RP EuroIntervention 2020 

3
1

0
5

3
9

8
1

 Procedural findings and early healing response 
after implantation of a self-apposing 
bioresorbable scaffold in coronary bifurcation 
lesions 

Holck EN Int J Cardiovasc 
Imaging 

2019 

3
1

0
2

9
6

1
6

 Myocardial Blood Flow and Coronary Flow 
Reserve During 3 Years Following Bioresorbable 
Vascular Scaffold Versus Metallic Drug-Eluting 
Stent Implantation: The VANISH Trial 

Stuijfzand WJ JACC Cardiovasc 
Interv 

2019 

3
0

9
7

5
2

1
9

 Re-endothelialisation after Synergy stent and 
Absorb bioresorbable vascular scaffold 
implantation in acute myocardial infarction: 
COVER-AMI study 

Lhermusier T Trials 2019 

3
0

9
6

8
5

5
9

 Clinical outcomes at 2 years of the Absorb 
bioresorbable vascular scaffold versus the Xience 
drug-eluting metallic stent in patients presenting 
with acute coronary syndrome versus stable 
coronary disease-AIDA trial substudy 

Tijssen RYG Catheter 
Cardiovasc 
Interv 

2020 

3
0

9
0

5
3

4
4

 Functional and Structural Coronary Recovery at 
the 5-year Follow-up After Bioresorbable Vascular 
Scaffold Implantation. An Optical Coherence 
Tomography Analysis 

Goncalves-
Ramírez LR 

Rev Esp Cardiol 
(Engl Ed) 

2019 

3
0

8
0

3
9

3
6

 Safety and performance of the second-generation 
drug-eluting absorbable metal scaffold (DREAMS 
2G) in patients with de novo coronary lesions: 
three-year clinical results and angiographic 
findings of the BIOSOLVE-II first-in-man trial 

Haude M EuroIntervention 2020 
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3
0

6
7

6
3

8
4

 Association between inflammatory biomarkers 
and neointimal response following elective 
implantation of the ABSORB bioresorbable 
vascular scaffold 

Rampat R Coron Artery Dis 2019 

3
0

6
6

6
9

6
3

 Twelve-month outcomes of 400 patients treated 
with a resorbable metal scaffold: insights from the 
BIOSOLVE-IV registry 

Verheye S EuroIntervention 2020 

3
0

6
2

7
2

8
7

 Pharmacokinetic Study of Sirolimus-Eluting 
BioResorbable Vascular Scaffold System for 
Treatment of De Novo Native Coronary Lesions: A 
Sub-Study of MeRes-1 Trial 

Chandra P Cardiol Res 2018 

3
0

5
6

1
8

7
5

 The effect of elective implantation of the ABSORB 
bioresorbable vascular scaffold on coronary 
microcirculation: Serial assessment using the 
index of microcirculatory resistance 

Rampat R Microcirculation 2019 

3
0

5
3

7
2

0
3

 Early outcome of magnesium bioresorbable 
scaffold implantation in acute coronary 
syndrome-the initial report from the Magmaris-
ACS registry 

Wlodarczak A Catheter 
Cardiovasc 
Interv 

2019 

3
0

5
3

0
4

0
3

 Five-year safety and performance data of a novel 
third-generation novolimus-eluting bioresorbable 
scaffold in single de novo lesions 

Verheye S EuroIntervention 2019 

3
0

5
2

0
9

8
0

 

Prospective, randomized trial of bioresorbable 
scaffolds vs. everolimus-eluting stents in patients 
undergoing coronary stenting for myocardial 
infarction: the Intracoronary Scaffold Assessment 
a Randomized evaluation of Absorb in Myocardial 
Infarction (ISAR-Absorb MI) trial 

Byrne RA Eur Heart J 2019 

3
0

3
9

8
9

6
7

 

Three-year follow-up of the randomised 
comparison between an everolimus-eluting 
bioresorbable scaffold and a durable polymer 
everolimus-eluting metallic stent in patients with 
ST-segment elevation myocardial infarction 
(TROFI II trial) 

Katagiri Y EuroIntervention 2018 
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3
0

3
1

4
8

3
5

 One-Year Results Following a Pre-Specified 
ABSORB Implantation Strategy in ST-Elevation 
Myocardial Infarction (BVS STEMI STRATEGY-IT 
Study) 

Ielasi A Cardiovasc 
Revasc Med 

2019 

3
0

2
8

6
5

2
0

 Three-year clinical outcomes of patients treated 
with everolimus-eluting bioresorbable vascular 
scaffolds: Final results of the ABSORB EXTEND trial 

Costa JR Jr Catheter 
Cardiovasc 
Interv 

2019 

3
0

2
7

7
4

6
0

 Bioresorbable vascular scaffolds in coronary 
chronic total occlusions: clinical, vasomotor and 
optical coherence tomography findings at three-
year follow-up (ABSORB-CTO study) 

Gheorghe L EuroIntervention 2019 

3
0

2
6

6
4

1
2

 Blinded outcomes and angina assessment of 
coronary bioresorbable scaffolds: 30-day and 1-
year results from the ABSORB IV randomised trial 

Stone GW Lancet 2018 

3
0

2
3

5
9

6
9

 Long-term outcome of first 300 implanted Absorb 
bioresorbable vascular scaffolds in an all-comers 
Middle East population 

Al Nooryani A J Int Med Res 2019 

3
0

1
7

0
8

2
8

 A randomized trial comparing two stent sizing 
strategies in coronary bifurcation treatment with 
bioresorbable vascular scaffolds - The Absorb 
Bifurcation Coronary (ABC) trial 

Rampat R Cardiovasc 
Revasc Med 

2019 

3
0

0
8

2
2

6
8

 Comparison of everolimus-eluting bioresorbable 
vascular scaffolds and metallic stents: three-year 
clinical outcomes from the ABSORB China 
randomised trial 

Xu B EuroIntervention 2018 

2
9

9
8

3
2

5
3

 Long-term follow-up of BVS from a prospective 
multicenter registry: Impact of a dedicated 
implantation technique on clinical outcomes 

Regazzoli D Int J Cardiol 2018 

2
9

9
0

1
4

4
3

 Device specificity of vascular healing following 
implantation of bioresorbable vascular scaffolds 
and bioabsorbable polymer metallic drug-eluting 
stents in human coronary arteries: the ESTROFA 
OCT BVS vs. BP-DES study 

de la Torre 
Hernandez JM 

EuroIntervention 2018 
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2
9

7
8

6
5

3
7

 Complete two-year follow-up with formal non-
inferiority testing on primary outcomes of the 
AIDA trial comparing the Absorb bioresorbable 
scaffold with the XIENCE drug-eluting metallic 
stent in routine PCI 

Tijssen RYG EuroIntervention 2018 

2
9

7
7

4
5

2
0

 Implantation of bioresorbable scaffolds under 
guidance of optical coherence tomography: 
Feasibility and pilot clinical results of a systematic 
protocol 

Gutiérrez-
Chico JL 

Cardiol J 2018 

2
9

6
5

6
2

7
9

 Drug-Eluting Resorbable Magnesium Scaffold 
Implantation in ST-Segment Elevation Myocardial 
Infarction: A Pilot Study 

de Hemptinne 
Q 

J Invasive Cardiol 2018 

2
9

6
2

2
1

4
3

 Bioresorbable Scaffold for Treatment of Coronary 
Artery Lesions: Intravascular Ultrasound Results 
From the ABSORB Japan Trial 

Okada K JACC Cardiovasc 
Interv 

2018 

2
9

5
2

1
4

7
7

 Serial intravascular ultrasound evaluation of the 
DESolve™ novolimus-eluting bioresorbable 
coronary scaffold system 

Barreira G Catheter 
Cardiovasc 
Interv 

2018 

2
9

5
1

2
0

9
2

 Optical coherence tomography-guided versus 
angiography-guided implantation of everolimus-
eluting bioresorbable vascular scaffolds: 
Comparison of coverage, apposition and clinical 
outcome. The ALSTER-OCT ABSORB registry 

Heeger CH Cardiol J 2018 

2
9

2
9

2
0

6
4

 In vivo serial invasive imaging of the second-
generation drug-eluting absorbable metal scaffold 
(Magmaris - DREAMS 2G) in de novo coronary 
lesions: Insights from the BIOSOLVE-II First-In-
Man Trial 

Garcia-Garcia 
HM 

Int J Cardiol 2018 

2
9

1
6

8
5

4
1

 Evaluation of bioresorbable vascular scaffolds in 
acute coronary syndrome: A two-center, one-year 
follow-up analysis 

Iwańczyk S Cardiol J 2018 

2
9

1
5

5
3

8
4

 First serial optical coherence tomography 
assessment at baseline, 12 and 24 months in 
STEMI patients treated with the second-
generation Absorb bioresorbable vascular scaffold 

Kochman J EuroIntervention 2018 
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2
9

1
3

1
8

0
2

 Acute and one-year clinical outcomes following 
implantation of bioresorbable vascular scaffolds: 
the ABSORB UK Registry 

Baumbach A EuroIntervention 2018 

2
9

1
3

1
7

9
9

 Multislice computed tomography assessment of 
everolimus-eluting Absorb bioresorbable scaffolds 
in comparison with metallic drug-eluting stents 
from the ABSORB Japan randomised trial 

Tanabe K EuroIntervention 2018 

2
9

1
0

0
7

0
2

 3-Year Clinical Outcomes With Everolimus-Eluting 
Bioresorbable Coronary Scaffolds: The ABSORB III 
Trial 

Kereiakes DJ J Am Coll Cardiol 2017 

2
9

0
9

4
6

7
7

 Four-year follow-up of the randomised 
comparison between an everolimus-eluting 
bioresorbable scaffold and an everolimus-eluting 
metallic stent for the treatment of coronary 
artery stenosis (ABSORB II Trial) 

Chevalier B EuroIntervention 2018 

2
8

9
3

5
0

7
7

 A Prospective Evaluation of a Pre-Specified 
Absorb BVS Implantation Strategy in ST-Segment 
Elevation Myocardial Infarction: The BVS STEMI 
STRATEGY-IT Study 

Ielasi A JACC Cardiovasc 
Interv 

2017 

2
8

8
6

6
0

3
6

 Bioresorbable Vascular Scaffolds for Patients With 
In-Stent Restenosis: The RIBS VI Study 

Alfonso F JACC Cardiovasc 
Interv 

2017 

2
8

8
5

3
1

8
9

 

Clinical and angiographic outcome of a single 
center, real world population treated with a 
dedicated technique of implantation for 
bioresorbable vascular scaffolds. The 
FAtebenefratelli Bioresorbable Vascular Scaffold 
(FABS) registry 

Cortese B J Interv Cardiol 2017 

2
8

8
2

9
7

4
5

 Everolimus-eluting bioresorbable scaffolds in 
patients with coronary artery disease: results 
from the German-Austrian ABSORB RegIstRy 
(GABI-R) 
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1.2 Left atrial appendage occlusion devices 
 

Table 3. List of left atrial appendage occlusion devices 

Class of device Devices 

Left atrial appendage 

occlusion systems/devices 

Amplatzer Cardiac Plug [St Jude/Abbott] 

Amplatzer Amulet [St Jude/Abbott] 

Watchman [Boston Scientific] 

Watchman FLX (1st generation) [Boston Scientific] 

Watchman FLX (2nd generation) [Boston Scientific] 

LARIAT Suture Delivery Device [SentreHEART] 

LAMBRE [Lifetech Scientific] 

Cardia Ultraseal [Cardia] 

 

 

Table 4. List of prospective studies fulfilling the pre-specified inclusion criteria on leaft atrial appendage occlusion devices 

PMID Title First author Journal Publication Year 
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prospective registry and data linkage to 
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 Left atrial appendage closure in patients 

with prohibitive anatomy: Insights from 
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 Left Atrial Appendage Closure with a New 

Occluder Device: Efficacy, Safety and Mid-

Term Performance 
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Martín M 
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With Nonvalvular Atrial Fibrillation at 
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2
9

8
0

6
8

2
0

 Left atrial appendage occlusion with the 
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follow-up from the prospective global 
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Left Atrial Appendage Ligation in 

Nonvalvular Atrial Fibrillation Patients at 

High Risk for Embolic Events With 
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Report of Clinical Outcomes 
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disease patients: Peri-procedural outcomes 

from an Italian dialysis population 
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Real-world safety and efficacy of 
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patients on dual antiplatelet therapy: results 

of the DAPT subgroup from the EWOLUTION 

all-comers study 
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appendage closure with the Watchman 
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1.3 Transcatheter aortic valve implantation devices 
 

Table 5. List of transcatheter aortic valve implantation systems/devices 

Class of device Devices 

Transcatheter aortic valve 

implantation 

systems/devices 

Centera [Edwards Lifesciences] 

CoreValve [Medtronic] 

CoreValve Evolut R [Medtronic] 

CoreValve Evolut Pro [Medtronic] 

CoreValve Evolut Pro+ [Medtronic] 

Direct Flow [Medical] 

Engager [Medtronic] 

Jena Valve [JenaValve] 

Lotus [Boston Scientific] 

Lotus Edge [Boston Scientific] 

Myval [Myval] 

NVT Allegra [Biosensors] 

Portico [Abbott] 

Sapien [Edwards Lifesciences] 

Sapien XT [Edwards Lifesciences] 

Sapien S3 [Edwards Lifesciences] 

Sapien 3 Ultra [Edwards Lifesciences] 

Symetis Acurate TA [Boston Scientific] 

Symetis Acurate Neo [Boston Scientific] 

Symetis Acurate Neo 2 [Boston Scientific] 

 

 

Table 6. List of prospective studies fulfilling the pre-specified inclusion criteria on transcatheter aortic valve implantation 
systems/devices 

PMID Title First author Journal 
Publication 

Year 

3
4

3
4

8
8

6
3

 One-year outcomes of the pivotal clinical trial of a 

balloon-expandable transcatheter aortic valve 

implantation in Japanese dialysis patients 

Maeda K J Cardiol 2021 
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3
4

3
3

1
8

4
4

 Final 3-year clinical outcomes following transcatheter 

aortic valve implantation with a supra-annular self-

expanding repositionable valve in a real-world setting: 

Results from the multicenter FORWARD study 

Van Mieghem 

NM 

Catheter 

Cardiovasc 

Interv 

2022 

3
4

1
7

9
9

8
1

 Eight-year outcomes for patients with aortic valve 

stenosis at low surgical risk randomized to 

transcatheter vs. surgical aortic valve replacement 

Jørgensen TH Eur Heart J 2021 

3
4

1
4

8
1

2
5

 The ACURATE neo2 valve system for transcatheter 

aortic valve implantation: 30-day and 1-year outcomes 

Möllmann H Clin Res Cardiol 2021 

3
4

0
9

2
0

9
1

 Five-Year Clinical and Quality of Life Outcomes From 

the CoreValve US Pivotal Extreme Risk Trial 

Arnold SV Circ Cardiovasc 

Interv 

2021 

3
3

9
2

6
6

5
7

 Impact of Anesthesia Strategy and Valve Type on 

Clinical Outcomes After Transcatheter Aortic Valve 

Replacement 

Feistritzer HJ J Am Coll Cardiol 2021 

3
3

7
5

0
2

1
0

 One-Year Outcomes of a Randomized Trial Comparing 

a Self-Expanding With a Balloon-Expandable 

Transcatheter Aortic Valve 

Kim WK Circulation 2021 

3
3

7
1

3
6

1
8

 Transcatheter aortic valve replacement in low-risk 

patients: 2-year results from the LRT trial 

Waksman R Am Heart J 2021 

3
3

6
6

3
7

3
1

 Outcomes 2 Years After Transcatheter Aortic Valve 

Replacement in Patients at Low Surgical Risk 

Leon MB J Am Coll Cardiol 2021 

3
3

1
9

9
2

4
7

 Three-Year Outcomes With a Contemporary Self-

Expanding Transcatheter Valve From the Evolut PRO US 

Clinical Study 

Wyler von 

Ballmoos MC 

Cardiovasc 

Revasc Med 

2021 
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3
3

1
9

1
3

1
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 Clinical Outcomes in Patients Treated With a 

Repositionable and Fully Retrievable Aortic Valve - 

REPRISE Japan Study 

Saito S Circ J 2021 

3
3

0
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4
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6
7

 Comparison of Self-Expanding Bioprostheses for 

Transcatheter Aortic Valve Replacement in Patients 

With Symptomatic Severe Aortic Stenosis: SCOPE 2 

Randomized Clinical Trial 

Tamburino C Circulation 2020 

3
3

0
3

1
4

9
1

 Transcatheter Aortic Valve Replacement in Low-risk 

Patients With Bicuspid Aortic Valve Stenosis 

Forrest JK JAMA Cardiol 2021 

3
2

9
9

7
0

9
5

 Five-Year Health Status After Self-expanding 

Transcatheter or Surgical Aortic Valve Replacement in 

High-risk Patients With Severe Aortic Stenosis 

Arnold SV JAMA Cardiol 2021 

3
2

7
7

1
9

9
7

 Clinical Outcomes of the Portico Transcatheter Aortic 

Valve Delivered via Alternative Access: 30-Day and 1-

Year Results of the Portico ALT Study 

van Wely M J Invasive Cardiol 2020 

3
2

7
4

8
7

8
9

 Thirty-day clinical outcomes of the Evolut PRO self-

expanding transcatheter aortic valve: the international 

FORWARD PRO study 

Manoharan G EuroIntervention 2020 

3
2

5
9

3
3

2
3

 

Self-expanding intra-annular versus commercially 

available transcatheter heart valves in high and 

extreme risk patients with severe aortic stenosis 

(PORTICO IDE): a randomised, controlled, non-

inferiority trial 

Makkar RR Lancet 2020 

3
2

4
1

8
8

8
3

 Evaluation of length of stay after transfemoral 

transcatheter aortic valve implantation with SAPIEN 3 

prosthesis: A French multicentre prospective 

observational trial 

Durand E Arch Cardiovasc 

Dis 

2020 
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3
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3
8

1
1

8
1

 Transcatheter Aortic Valve Replacement in Low-Risk 

Patients With Symptomatic Severe Bicuspid Aortic 

Valve Stenosis 

Waksman R JACC Cardiovasc 

Interv 

2020 

3
2

3
0
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3

9
8

 5-Year Outcomes After TAVR With Balloon-Expandable 

Versus Self-Expanding Valves: Results From the CHOICE 

Randomized Clinical Trial 

Abdel-Wahab 

M 

JACC Cardiovasc 

Interv 

2020 
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2

2
7

2
8

4
8

 Echocardiographic Results of Transcatheter Versus 

Surgical Aortic Valve Replacement in Low-Risk Patients: 

The PARTNER 3 Trial 

Pibarot P Circulation 2020 

3
2

2
4

6
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6
6

 Randomised comparison of a balloon-expandable and 

self-expandable valve with quantitative assessment of 

aortic regurgitation using magnetic resonance imaging 

Kooistra NHM Neth Heart J 2020 

3
2
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4

9
2

8
3

 Comparison of newer generation self-expandable vs. 

balloon-expandable valves in transcatheter aortic valve 

implantation: the randomized SOLVE-TAVI trial 

Thiele H Eur Heart J 2020 

3
2

0
2

9
2

4
8

 Complete 2-Year Results Confirm Bayesian Analysis of 

the SURTAVI Trial 

Van Mieghem 

NM 

JACC Cardiovasc 

Interv 

2020 

3
1

9
9

5
6

8
2

 Five-Year Outcomes of Transcatheter or Surgical 

Aortic-Valve Replacement 

Makkar RR N Engl J Med 2020 

3
1

8
2

6
6

7
5

 Hemodynamics and Subclinical Leaflet Thrombosis in 

Low-Risk Patients Undergoing Transcatheter Aortic 

Valve Replacement 

Khan JM Circ Cardiovasc 

Imaging 

2019 

3
1

6
4
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4

5
5

 Pacemaker Implantation and Dependency After 

Transcatheter Aortic Valve Replacement in the REPRISE 

III Trial 

Meduri CU J Am Heart Assoc 2019 
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7
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3

 Health Status After Transcatheter Versus Surgical 

Aortic Valve Replacement in Low-Risk Patients With 

Aortic Stenosis 

Baron SJ J Am Coll Cardiol 2019 

3
1

5
7
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5
8

 Safety and efficacy of a self-expanding versus a balloon-

expandable bioprosthesis for transcatheter aortic valve 

replacement in patients with symptomatic severe 

aortic stenosis: a randomised non-inferiority trial 

Lanz J Lancet 2019 

3
1

5
6

6
5

7
2

 First-in-human evaluation of a novel balloon-

expandable transcatheter heart valve in patients with 

severe symptomatic native aortic stenosis: the MyVal-

1 study 

Sharma SK EuroIntervention 2020 

3
0

9
4

7
9

4
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 1-Year Outcomes of the CENTERA-EU Trial Assessing a 

Novel Self-Expanding Transcatheter Heart Valve 

Tchétché D JACC Cardiovasc 

Interv 

2019 

3
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9
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9
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 Computed Tomography-Based Indexed Aortic Annulus 

Size to Predict Prosthesis-Patient Mismatch 

Head SJ Circ Cardiovasc 

Interv 

2019 
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0

8
8
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8

 Transcatheter Aortic-Valve Replacement with a 

Balloon-Expandable Valve in Low-Risk Patients 

Mack MJ N Engl J Med 2019 
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8
8
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3

 Transcatheter Aortic-Valve Replacement with a Self-

Expanding Valve in Low-Risk Patients 

Popma JJ N Engl J Med 2019 

3
0

8
6
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5
9

 TAVR in Low-Risk Patients: 1-Year Results From the LRT 

Trial 

Waksman R JACC Cardiovasc 

Interv 

2019 

3
0

8
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0
7
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3

 Two-Year Outcomes After Transcatheter Aortic Valve 

Replacement With Mechanical vs Self-expanding 

Valves: The REPRISE III Randomized Clinical Trial 

Reardon MJ JAMA Cardiol 2019 
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 Single-center evaluation of a next generation fully 

repositionable and retrievable transcatheter aortic 

valve replacement 

Berntorp K BMC Cardiovasc 

Disord 

2019 

3
0

7
7

3
8
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8

 Clinical outcomes of the Lotus Valve in patients with 

bicuspid aortic valve stenosis: An analysis from the 

RESPOND study 

Blackman DJ Catheter 

Cardiovasc 

Interv 

2019 

3
0

7
6
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5

 Transfermoral aortic valve implantation using self-

expanding New Valve Technology (NVT) Allegra 

bioprosthesis: A pilot prospective study 

Jagielak D Cardiol J 2021 

3
0

7
3

2
7

0
7

 Durability of Transcatheter and Surgical Bioprosthetic 

Aortic Valves in Patients at Lower Surgical Risk 

Søndergaard L J Am Coll Cardiol 2019 

3
0

7
1
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0

9
7

 Evaluation of Changes in Functional Status in the Year 

After Aortic Valve Replacement 

Kim DH JAMA Intern 

Med 

2019 

3
0
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0

4
2

9
8

 Five-Year Clinical and Echocardiographic Outcomes 

from the Nordic Aortic Valve Intervention (NOTION) 

Randomized Clinical Trial in Lower Surgical Risk 

Patients 

Thyregod HGH Circulation 2019 
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6
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1
9

7
6

 Use of a Repositionable and Fully Retrievable Aortic 

Valve in Routine Clinical Practice: The RESPOND Study 

and RESPOND Extension Cohort 

Van Mieghem 

NM 

JACC Cardiovasc 

Interv 

2019 
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8

3
2

 1-Year Outcomes With the Evolut R Self-Expanding 

Transcatheter Aortic Valve: From the International 

FORWARD Study 

Manoharan G JACC Cardiovasc 

Interv 

2018 
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6
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8

 Transcatheter Aortic Valve Replacement With a 

Repositionable Self-Expanding Prosthesis: The 

PORTICO-I Trial 1-Year Outcomes 

Søndergaard L J Am Coll Cardiol 2018 
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2

 5-Year Outcomes of Self-Expanding Transcatheter 

Versus Surgical Aortic Valve Replacement in High-Risk 

Patients 

Gleason TG J Am Coll Cardiol 2018 
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5
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2

 Early commercial experience from transcatheter aortic 

valve implantation using the Portico™ bioprosthetic 

valve: 30-day outcomes in the multicentre PORTICO-1 

study 

Maisano F EuroIntervention 2018 

2
9

5
5

4
2

6
5

 Prospective multicentre evaluation of a novel, low-

profile transapical delivery system for self-expandable 

transcatheter aortic valve implantation: 6-month 

outcomes 

Conradi L Eur J 

Cardiothorac 

Surg 

2018 

2
9

5
3

0
8

8
3

 

Hemodynamic and Echocardiographic Comparison of 

the Lotus and CoreValve Transcatheter Aortic Valves in 

Patients With High and Extreme Surgical Risk: An 

Analysis From the REPRISE III Randomized Controlled 

Trial 

Asch FM Circulation 2018 

2
9

4
4

4
9

9
8

 Treatment of Aortic Stenosis With a Self-Expanding, 

Resheathable Transcatheter Valve: One-Year Results of 

the International Multicenter Portico Transcatheter 

Aortic Valve Implantation System Study 

Linke A Circ Cardiovasc 

Interv 

2018 

2
9

3
4

8
0

1
0

 Early Outcomes With the Evolut PRO Repositionable 

Self-Expanding Transcatheter Aortic Valve With 

Pericardial Wrap 

Forrest JK JACC Cardiovasc 

Interv 

2018 

2
9

2
9

7
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7
6

 

Effect of Mechanically Expanded vs Self-Expanding 

Transcatheter Aortic Valve Replacement on Mortality 

and Major Adverse Clinical Events in High-Risk Patients 

With Aortic Stenosis: The REPRISE III Randomized 

Clinical Trial 

Feldman TE JAMA 2018 

2
9
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6

8
9

2
6

 Self-Expanding Transcatheter Aortic Valve System for 

Symptomatic High-Risk Patients With Severe Aortic 

Stenosis 

Reichenspurner 

H 

J Am Coll Cardiol 2017 
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8

9
7

3
0

9
1

 Association of Paravalvular Regurgitation With 1-Year 

Outcomes After Transcatheter Aortic Valve 

Replacement With the SAPIEN 3 Valve 

Pibarot P JAMA Cardiol 2017 

2
8

8
0

4
0

5
6

 Transfemoral TAVI using the self-expanding ACURATE 

neo prosthesis: one-year outcomes of the multicentre 

"CE-approval cohort" 

Möllmann H EuroIntervention 2017 

2
8

7
9

7
4

3
1

 Implantation and 30-Day Follow-Up on All 4 Valve Sizes 

Within the Portico Transcatheter Aortic Bioprosthetic 

Family 

Möllmann H JACC Cardiovasc 

Interv 

2017 

2
8

7
9

7
3

5
3

 Clinical Outcomes With a Repositionable Self-

Expanding Transcatheter Aortic Valve Prosthesis: The 

International FORWARD Study 

Grube E J Am Coll Cardiol 2017 

2
8

6
5

8
4

9
1

 Health Status Benefits of Transcatheter vs Surgical 

Aortic Valve Replacement in Patients With Severe 

Aortic Stenosis at Intermediate Surgical Risk: Results 

From the PARTNER 2 Randomized Clinical Trial 

Baron SJ JAMA Cardiol 2017 

2
8

6
3

3
3

7
5

 Final 5-year clinical and echocardiographic results for 

treatment of severe aortic stenosis with a self-

expanding bioprosthesis from the ADVANCE Study 

Gerckens U Eur Heart J 2017 

2
8

5
5

5
5

9
2

 Repositionable percutaneous aortic valve implantation 

with the LOTUS valve: 30-day and 1-year outcomes in 

250 high-risk surgical patients 

Meredith IT EuroIntervention 2017 

2
8

4
8

4
8

3
0

 Insights on mid-term TAVR performance: 3-year clinical 

and echocardiographic results from the CoreValve 

ADVANCE study 

Bleiziffer S Clin Res Cardiol 2017 

2
8

3
2

1
0

0
3

 Midterm Outcomes With a Self-Expandable 

Transcatheter Heart Valve in Japanese Patients With 

Symptomatic Severe Aortic Stenosis 

Sawa Y Circ J 2017 
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8
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 Five-Year Outcomes of the First Pivotal Clinical Trial of 

Balloon-Expandable Transcatheter Aortic Valve 

Replacement in Japan (PREVAIL JAPAN) 

Sawa Y Circ J 2017 
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9

 Surgical or Transcatheter Aortic-Valve Replacement in 

Intermediate-Risk Patients 

Reardon MJ N Engl J Med 2017 
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6

 

Early Clinical Outcomes After Transcatheter Aortic 

Valve Replacement Using a Novel Self-Expanding 

Bioprosthesis in Patients With Severe Aortic Stenosis 

Who Are Suboptimal for Surgery: Results of the Evolut 

R U.S. Study 

Popma JJ JACC Cardiovasc 

Interv 

2017 
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 One-Year Outcomes of Transcatheter Aortic Valve 

Implantation Using the Direct Aortic Approach 

Bruschi G Ann Thorac Surg 2017 

2
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 Multicentre clinical study evaluating a novel 

resheathable annular functioning self-expanding 

transcatheter aortic valve system: safety and 

performance results at 30 days with the Portico system 

Manoharan G EuroIntervention 2016 

2
7
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9
8

 One-Year Clinical Outcomes With SAPIEN 3 

Transcatheter Aortic Valve Replacement in High-Risk 

and Inoperable Patients With Severe Aortic Stenosis 

Herrmann HC Circulation 2016 

2
7

3
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3
2

8
0

 Self-Expanding Transcatheter Aortic Valve 

Replacement Versus Surgical Valve Replacement in 

Patients at High Risk for Surgery: A Study of 

Echocardiographic Change and Risk Prediction 

Little SH Circ Cardiovasc 

Interv 

2016 
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Two-Year Outcomes in Patients With Severe Aortic 

Valve Stenosis Randomized to Transcatheter Versus 

Surgical Aortic Valve Replacement: The All-Comers 

Nordic Aortic Valve Intervention Randomized Clinical 

Trial 

Søndergaard L Circ Cardiovasc 

Interv 

2016 
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9

 Four-year experience with the CoreValve transcatheter 

heart valve 

Kovac J EuroIntervention 2016 
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1.4 Transcatheter mitral valve repair and replacement devices 
 

Table 7. List of transcatheter mitral valve repair and replacement devices 

Class of device Devices 

Transcatheter mital valve 

repair and replacement 

systems 

 

 

Edge-to-Edge Repair: 

MitraClip [Abbott] 

MitraClip NT [Abbott] 

MitraClip NTR [Abbott] 

MitraClip XTR [Abbott] 

MitraClip G4 [Abbott] 

PASCAL [Edwards Lifesciences] 

PASCAL Ace [Edwards Lifesciences] 

Annuloplasty: 

Cardioband Mitral [Valtech Cardio / Edwards Lifesciences] 

Carillon Mitral Countour System [Cardiac dimensions] 

Mitralign [Mitralign Inc / Edwards Lifesciences] 

Mitral Valve Replacement: 

Tendyne [Abbott] 

Other approaches: 

Harpoon TDS-5 [Edwards Lifesciences] 

NeoChord DS1000 [NeoChord, Inc.] 

 

 

Table 8. List of prospective studies fulfilling the pre-specified inclusion criteria on transcatheter mitral valve repair and 
replacement systems 

PMID Title 
First 

Author 
Journal 

Publication 

Year 

3
3

0
3

8
2

2
3

 Safety and performance of a novel transventricular 

beating heart mitral valve repair system: 1-year 

outcomes 

Gammie 

JS 

Eur J 

Cardiothorac 

Surg 

2021 

3
4

0
3

9
0

2
5

 Relationship Between Residual Mitral Regurgitation and 

Clinical and Quality-of-Life Outcomes After 

Transcatheter and Medical Treatments in Heart Failure: 

COAPT Trial 

Kar S Circulation 2021 
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Arnold SV J Am Coll Cardiol 2020 

3
3

0
9

2
7

0
5

 NYHA Functional Classification and Outcomes After 
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Regurgitation: 30-Day Results of the CLASP Study 

Lim DS JACC Cardiovasc 

Interv 

2019 

3
0

1
2

4
7

9
8

 Transcatheter mitral valve repair for functional mitral 

regurgitation using the Cardioband system: 1 year 

outcomes 
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Obadia JF N Engl J Med 2018 



  

D1.1 Database of studies of high-risk medical devices   - 53 - 
 

3
0

2
8

0
6

4
0

 Transcatheter Mitral-Valve Repair in Patients with Heart 
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implantation: Early clinical results 

Colli A Int J Cardiol 2016 
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8

 Transapical Beating-Heart Mitral Valve Repair With an 

Expanded Polytetrafluoroethylene Cordal Implantation 

Device: Initial Clinical Experience 

Gammie 

JS 

Circulation 2016 
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7
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 Coronary sinus-based percutaneous annuloplasty as 

treatment for functional mitral regurgitation: the TITAN 

II trial 

Lipiecki J Open Heart 2016 

2
6

5
8
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7

7
9

 Cardioband, a transcatheter surgical-like direct mitral 

valve annuloplasty system: early results of the feasibility 

trial 

Maisano F Eur Heart J 2016 

2
8

0
4
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8

 Transcatheter Mitral Valve Replacement for Patients 

With Symptomatic Mitral Regurgitation: A Global 

Feasibility Trial 

Muller 

DWM 

J Am Coll Cardiol 2017 
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7

7
1

2
7
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1

 Transcatheter Mitral Annuloplasty in Chronic Functional 

Mitral Regurgitation: 6-Month Results With the 

Cardioband Percutaneous Mitral Repair System 

Nickenig 

G 

JACC Cardiovasc 

Interv 

2016 
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7
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8
6

7
2

 Randomized Comparison of Percutaneous Repair and 

Surgery for Mitral Regurgitation: 5-Year Results of 

EVEREST II 

Feldman T J Am Coll Cardiol 2015 

2
5

9
4

4
0

4
7

 Assessment of acute changes in ventricular volumes, 

function, and strain after interventional edge-to-edge 
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resonance imaging 
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 Percutaneous mitral valve repair for mitral regurgitation 

in high-risk patients: results of the EVEREST II study 

Glower 

DD 

J Am Coll Cardiol 2014 
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4
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0
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 Off-pump transapical implantation of artificial chordae 

to correct mitral regurgitation: early results of a single-

center experience 

Rucinskas 
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2014 

2
4

8
9
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Acute changes of mitral valve geometry during 

interventional edge-to-edge repair with the MitraClip 

system are associated with midterm outcomes in 

patients with functional valve disease: preliminary 

results from a prospective single-center study 

Schueler 
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Circ Cardiovasc 

Interv 

2014 

2
4
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7

6
5

2
9
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J Am Coll Cardiol 2014 

2
3

7
4

7
7

8
9

 Percutaneous mitral valve interventions in the real 
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prospective, multicenter, nonrandomized post-approval 

study of the MitraClip therapy in Europe 

Maisano F J Am Coll Cardiol 2013 

2
3

6
6

5
3

6
4

 4-year results of a randomized controlled trial of 

percutaneous repair versus surgery for mitral 

regurgitation 

Mauri L J Am Coll Cardiol 2013 

2
2

1
8

8
3

8
5

 In-hospital outcome of patients with severe mitral valve 

regurgitation classified as inoperable and treated with 

the MitraClip® device 

Divchev D J Interv Cardiol 2012 

2
2

6
1

3
5

8
4

 Treatment of functional mitral regurgitation by 

percutaneous annuloplasty: results of the TITAN Trial 

Siminiak T Eur J Heart Fail 2012 

2
1

4
6

3
1

5
4

 Percutaneous repair or surgery for mitral regurgitation Feldman T N Engl J Med 2011 
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1.5 Surgical heart valve replacement devices 
 

Table 9. List of surgical heart valve replacement devices 

Class of device Devices 

Surgical heart valves Aortic bioprosthetic: 

Avalus [Medtronic] 

Biocor Aortic [Abbott] 

Crown PRT [Sorin/Livanova/Corcym] 

Epic Aortic [Abbott] 

Inspiris Resilia [Edwards Lifesciences] 

Intuity [Edwards Lifesciences] 

Intuity Elite [Edwards Lifesciences] 

Mitroflow [Sorin/Livanova/Corcym] 

Perceval [Sorin/Livanova/Corcym] 

Perceval Plus [Sorin/Livanova/Corcym] 

Perimount Magna, model 3000/3000TFX [Edwards Lifesciences] 

Perimount Magna Ease, model 3300 TFX [Edwards Lifesciences] 

Solo Smart [Sorin/Livanova/Corcym] 

Trifecta [Abbott] 

3F Enable [Medtronic] 

Aortic mechanical: 

Aortic ON-X with Conform-X sewing ring [Cryolife] 

Aortic ON-X with anatomic sewing ring [Cryolife] 

Mitral bioprosthetic: 

Biocor Mitral [Abbott] 

Epic Mitral [Abbott] 

Magna Mitral Ease, model 7300 and 7300TFX [Edwards Lifesciences] 

Perimount Plus, model 6900 PTFX [Edwards Lifesciences] 
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 Aortic surgical valves 

Table 10. List of prospective studies fulfilling the pre-specified inclusion criteria on surgical heart (aortic) valves 

PMID Title Author Journal Publication 

Year 

3
4

0
5

3
4

5
3

 Clinical outcomes after implantation of a 

sutureless aortic bioprosthesis with 

concomitant mitral valve surgery: the 

SURE-AVR registry 

Baghai J Cardiothorac 

Surg 

2021 

3
3

4
7

8
8

3
7

 Sutureless versus conventional 

bioprostheses for aortic valve 

replacement in severe symptomatic 

aortic valve stenosis 

Fischlein J Thorac 

Cardiovasc 

Surg 

2021 

3
3

5
9

7
0

9
9

 Midterm outcomes with a sutureless 

aortic bioprosthesis in a prospective 

multicenter cohort study 

Fischlein J Thorac 

Cardiovasc 

Surg 

2021 

3
2

3
4

0
8

0
4

 Intermediate-term outcomes of aortic 

valve replacement using a bioprosthesis 

with a novel tissue 

Johnston J Thorac 

Cardiovasc 

Surg 

2021 

3
3

7
7

6
0

1
7

 Two-Year Results of the 17-mm Avalus 

Aortic Valve in the PERIGON Japan Trial 

Okita Circ J 2021 

3
40

36
63

3
 Five-year outcomes of rapid-

deployment aortic valve replacement 

with the Edwards Intuity valve 

Pelce J Card Surg 2021 

3
26

74
18

0
 Single-Center Outcomes with Rapid 

Deployment Aortic Valve Replacement 

Schlömicher Thorac 

Cardiovasc 

Surg 

2021 

3
48

30
62

2
 One-Year Hemodynamic Performance of 

Three Cardiac Aortic Bioprostheses: A 

Randomized Comparative Clinical Trial 

Montero-

Cruces 

J Clin Med 2021 
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3
2

8
3

2
4

1
3

 Outcome of rapid deployment aortic 

valves: long-term experience after 700 

implants 

Coti Ann 

Cardiothorac 

Surg 

2020 

3
1

5
9

0
9

5
7

 Safety, efficacy, and hemodynamic 

performance of a stented bovine 

pericardial aortic valve bioprosthesis: 

Two-year analysis 

Dagenais J Thorac 

Cardiovasc 

Surg 

 

2020 

3
1

8
7

5
77

7
 Minimally Invasive Aortic Valve 

Replacement with Sutureless Valves: 

Results From an International 

Prospective Registry 

Glauber Innovations 

(Phila) 

2020 

3
0

5
5

3
5

9
8

 Prospective US investigational device 

exemption trial of a sutureless aortic 

bioprosthesis: One-year outcomes 

Suri J Thorac 

Cardiovasc 

Surg 

2019 

3
0

1
3

7
2

6
4

 Intermediate-term outcome of 500 

consecutive rapid-deployment surgical 

aortic valve procedures 

Andreas M Eur J 

Cardiothorac 

Surg 

2019 

2
9

7
7

8
3

4
2

 One-year outcomes associated with a 

novel stented bovine pericardial aortic 

bioprosthesis 

Sabik J Thorac 

Cardiovasc 

Surg 

2018 

2
94

15
3

8
2

 One-year outcomes after rapid-

deployment aortic valve replacement 

Young J Thorac 

Cardiovasc 

Surg 

2018 

2
84

75
69

0
 Safety, effectiveness and 

haemodynamic performance of a new 

stented aortic valve bioprosthesis 

Klautz R Eur J 

Cardiothorac 

Surg 

2017 

2
84

53
62

9
 Long-term outcomes of a rapid 

deployment aortic valve: data up to 5 

years 

Laufer Eur J 

Cardiothorac 

Surg 

2017 
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2
8

6
0

5
4

2
8

 The COMMENCE trial: 2-year outcomes 

with an aortic bioprosthesis with RESILIA 

tissue 

Puskas Eur J 

Cardiothorac 

Surg 

2017 

2
8

3
6

9
2

8
8

 Rapid-deployment aortic valve 

replacement for severe aortic stenosis: 

1-year outcomes in 150 patients 

Theron Interact 

Cardiovasc 

Thorac Surg 

2017 

2
7

8
1

7
95

1
 

TRANSFORM (Multicenter Experience 

With Rapid Deployment Edwards 

INTUITY Valve System for Aortic Valve 

Replacement) US clinical trial: 

Performance of a rapid deployment 

aortic valve 

Barnhart J Thorac 

Cardiovasc 

Surg 

2016 

2
6

6
5

6
2

3
5

 Early haemodynamic performance of a 

latest generation supra-annular aortic 

bioprosthesis: experience from a large 

single-centre series 

Deutsch Eur J 

Cardiothorac 

Surg 

 

2016 

2
7

9
6

4
9

7
5

 Midterm, multicenter clinical and 

hemodynamic results for the Trifecta 

aortic pericardial valve 

Goldman J Thorac 

Cardiovasc 

Surg 

2016 

2
62

45
6

2
8

 

Clinical and haemodynamic outcomes in 

658 patients receiving the Perceval 

sutureless aortic valve: early results from 

a prospective European multicentre 

study (the Cavalier Trial)  

Laborde Eur J 

Cardiothorac 

Surg 

2016 

2
69

84
98

3
 Durability after aortic valve replacement 

with the Mitroflow versus the Perimount 

pericardial bioprosthesis: a single-centre 

experience in 2393 patients 

Nielsen Eur J 

Cardiothorac 

Surg 

. 

2016 

2
69

35
40

7
 

Haemodynamic benefits of rapid 

deployment aortic valve replacement via 

a minimally invasive approach: 1-year 

results of a prospective multicentre 

randomized controlled trial 

Borger M Eur J 

Cardiothorac 

Surg 

2016 
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2
5

7
5

0
0

1
0

 European multicentre experience with 

the sutureless Perceval valve: clinical 

and haemodynamic outcomes up to 5 

years in over 700 patients 

Shrestha Eur J 

Cardiothorac 

Surg 

2016 

2
6

8
9

2
0

7
6

 Early outcomes after isolated aortic 

valve replacement with rapid 

deployment aortic valve 

Wahlers J Thorac 

Cardiovasc 

Surg 

2016 

2
6

5
89

2
8

6
 St. Jude Medical Trifecta aortic valve: 

results from a prospective regional 

multicentre registry 

Mariscalco J Cardiothorac 

Surg 

2015 

2
5

4
5

1
4

8
6

 Minimal access rapid deployment aortic 

valve replacement: initial single-center 

experience and 12-month outcomes 

Schlömicher J Thorac 

Cardiovasc 

Surg 

2015 

2
5

4
4

1
0

6
5

 A randomized multicenter trial of 

minimally invasive rapid deployment 

versus conventional full sternotomy 

aortic valve replacement 

Borger M Ann Thorac 

Surg 

2015 

2
5

4
3

9
7

7
2

 Do differences in early hemodynamic 

performance of current generation 

biologic aortic valves predict outcomes 1 

year following surgery? 

Thalji J Thorac 

Cardiovasc 

Surg 

2015 

2
47

87
69

9
 Clinical performance of a sutureless 

aortic bioprosthesis: five-year results of 

the 3f Enable long-term follow-up study 

Englberger J Thorac 

Cardiovasc 

Surg 

2014 

2
51

06
68

2
 Aortic valve replacement and 

concomitant procedures with the 

Perceval valve: results of European trials 

Shrestha Ann Thorac 

Surg 

2014 

2
34

77
68

7
 The St Jude Medical Trifecta aortic 

pericardial valve: results from a global, 

multicenter, prospective clinical study 

Bavarai J J Thorac 

Cardiovasc 

Surg 

2014 
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2
3

0
5

8
6

6
5

 

One-year outcomes of the Surgical 

Treatment of Aortic Stenosis With a Next 

Generation Surgical Aortic Valve 

(TRITON) trial: a prospective multicenter 

study of rapid-deployment aortic valve 

replacement with the EDWARDS 

INTUITY Valve System 

Kocher J Thorac 

Cardiovasc 

Surg 

2013 

2
3

8
2

5
1

6
1

 St. Jude Medical Trifecta™ aortic valve 

perioperative performance in 200 

patients 

Permanyer Interact 

Cardiovasc 

Thorac Surg 

2013 

2
3

6
7

3
0

6
4

 The Perceval S aortic valve has the 

potential of shortening surgical time: 

does it also result in improved outcome? 

Santarpino Ann Thorac 

Surg 

2013 

2
2

8
1

8
9

6
4

 

 

Mitroflow aortic bioprosthesis 5-year 

follow-up: north american prospective 

multicenter study 

Asch Ann Thorac 

Surg 

2012 

2
2

5
4

1
1

8
0

 Sutureless perceval aortic valve 

replacement: results of two European 

centers 

Folliguet Ann Thorac 

Surg 

 

2012 

2
1

2
7

7
6

0
3

 St Jude Medical Epic porcine 

bioprosthesis: results of the 

regulatory evaluation 

Jamieson J Thorac 

Cardiovasc 

Surg 

2011 

2
13

42
77

6
 Clinical experience with the ATS 3f 

Enable® Sutureless Bioprosthesis 

Martens  Eur J 

Cardiothorac 

Surg 

2011 
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 Mitral surgical valves 

Table 11. List of prospective studies fulfilling the pre-specified inclusion criteria on surgical heart (mitral) valves 

 

  

PMID Title Author Journal Publication 

Year 

2
9

0
2

9
9

4
9

 

Mitral Valve Replacement Using 

Carpentier-Edwards Pericardial 

Bioprosthesis in Patients With 

Rheumatic Heart Disease Aged Below 40 

Years: 17-Year Results 

Chowdhury Heart Lung 

Circ 

2018 
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1.6 Leadless pacemakers 
 

Table 12. List of leadless pacemakers 

Class of device Devices 

Leadless pacemakers Micra VR TPS [Medtronic] 

Micra AV TPS [Medtronic] 

 

 

Table 13. List of prospective studies fulfilling the pre-specified inclusion criteria on leadless pacemaker 

PMID Title First author Journal 
Publication 

Year 

3
4

1
4

1
0

2
1

 Individualized left anterior oblique projection 

based on pigtail catheter visualization facilitates 

leadless pacemaker implantation 

Yamao K J Arrhythm 2021 

3
3

9
2

8
7

1
3

 Behavior of AV synchrony pacing mode in a 

leadless pacemaker during variable AV 

conduction and arrhythmias 

Garweg C J Cardiovasc 

Electrophysiol 

2021 

3
3

6
8

2
2

2
8

 Quantification of artifacts during cardiac 

magnetic resonance in patients with leadless 

Micra pacemakers 

Hála P J Cardiovasc 

Electrophysiol 

2021 

3
3

4
1

8
0

7
1

 Conventional single-chamber pacemakers 

versus transcatheter pacing systems in a "real 

world" cohort of patients: A comparative 

prospective single-center study 

Martinez-

Sande JL 

Indian Pacing 

Electrophysiol J 

2021 

3
3

2
1

7
5

3
5

 Implantation of the Micra transcatheter pacing 

system: A single center North India experience 

Kumar V Indian Pacing 

Electrophysiol J 

2021 
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3
2

8
6

0
6

0
5

 Security millimetre wave body scanner safe for 

patients with leadless pacemakers or 

subcutaneous implantable cardioverter-

defibrillators 

Blažek P J Interv Card 

Electrophysiol 

2021 

3
2

7
1

7
3

1
5

 Predictors of atrial mechanical sensing and 

atrioventricular synchrony with a leadless 

ventricular pacemaker: Results from the 

MARVEL 2 Study 

Garweg C Heart Rhythm 2020 

3
1

7
0

9
9

8
2

 Atrioventricular Synchronous Pacing Using a 

Leadless Ventricular Pacemaker: Results From 

the MARVEL 2 Study 

Steinwender 

C 

JACC Clin Electrophysiol 2020 

3
1

3
9

5
4

9
9

 Performance of the Micra cardiac pacemaker in 

nonagenarians 

El Amrani A Rev Esp Cardiol (Engl Ed) 2020 

3
1

1
8

0
4

8
1

 Micra pacemaker implant after cardiac 

implantable electronic device extraction: 

feasibility and long-term outcomes 

Zucchelli G Europace 2019 

3
0

6
8

7
9

3
1

 Behavior of leadless AV synchronous pacing 

during atrial arrhythmias and stability of the 

atrial signals over time-Results of the MARVEL 

Evolve subanalysis 

Garweg C Pacing Clin 

Electrophysiol 

2019 

3
0

5
5

0
8

3
4

 Safety and feasibility of a midseptal implantation 

technique of a leadless pacemaker 

Hai JJ Heart Rhythm 2019 

3
0

3
9

2
9

8
5

 Leadless Permanent Pacing: A Single Centre 

Australian Experience 

Denman RA Heart Lung Circ 2019 

3
0

2
2

1
3

7
8

 Acute and long-term outcomes of simultaneous 

atrioventricular node ablation and leadless 

pacemaker implantation 

Martínez-

Sande JL 

Pacing Clin 

Electrophysiol 

2018 
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3
0

1
7

6
0

9
7

 Physical activity detection in patients with 

intracardiac leadless pacemaker 

Bari Z J Cardiovasc 

Electrophysiol 

2018 

3
0

1
6

8
2

3
3

 Health-related quality of life impact of a 

transcatheter pacing system 

Tjong FVY J Cardiovasc 

Electrophysiol 

2018 

3
0

1
0

3
0

7
1

 Updated performance of the Micra 

transcatheter pacemaker in the real-world 

setting: A comparison to the investigational 

study and a transvenous historical control 

El-Chami MF Heart Rhythm 2018 

2
9

9
8

6
0

0
8

 Monocenter Investigation Micra® MRI study 

(MIMICRY): feasibility study of the magnetic 

resonance imaging compatibility of a leadless 

pacemaker system 

Blessberger 

H 

Europace 2019 

2
9

9
7

3
2

2
8

 Artefacts in 1.5 Tesla and 3 Tesla cardiovascular 

magnetic resonance imaging in patients with 

leadless cardiac pacemakers 

Kiblboeck D J Cardiovasc Magn Reson 2018 

2
9

7
5

8
4

0
5

 Accelerometer-based atrioventricular 

synchronous pacing with a ventricular leadless 

pacemaker: Results from the Micra 

atrioventricular feasibility studies 

Chinitz L Heart Rhythm 2018 

2
8

6
6

6
3

1
7

 Right ventricular and tricuspid valve function in 

patients chronically implanted with leadless 

pacemakers 

Salaun E Europace 2018 

2
8

5
0

2
8

7
1

 A leadless pacemaker in the real-world setting: 

The Micra Transcatheter Pacing System Post-

Approval Registry 

Roberts PR Heart Rhythm 2017 

2
8

1
9

2
2

0
7

 Long-term performance of a transcatheter 

pacing system: 12-Month results from the Micra 

Transcatheter Pacing Study 

Duray GZ Heart Rhythm 2017 
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2
8

0
4

0
4

6
1

 The Micra Leadless Transcatheter Pacemaker. 

Implantation and Mid-term Follow-up Results in 

a Single Center 

Martínez-

Sande JL 

Rev Esp Cardiol (Engl Ed) 2017 

2
7

8
7

1
8

5
4

 Rate adaptive pacing in an intracardiac 

pacemaker 

Lloyd M Heart Rhythm 2017 

2
7

8
5

5
2

9
0

 Transcatheter leadless cardiac pacing: The new 

alternative solution 

Da Costa A Int J Cardiol 2017 

2
6

5
5

1
8

7
7

 A Leadless Intracardiac Transcatheter Pacing 

System 

Reynolds D N Engl J Med 2016 

2
6

0
4

5
3

0
5

 Early performance of a miniaturized leadless 

cardiac pacemaker: the Micra Transcatheter 

Pacing Study 

Ritter P Eur Heart J 2015 
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1.7 Subcutaneous implantable cardioverter-defibrillators 
 

Table 14. List of subcutaneous implantable cardioverter-defibrillators 

Class of device Devices 

Subcutaneous implantable 

cardioverter defibrillator 

EMBLEM MRI S-ICD [Boston Scientific] 

 

 

Table 15. List of prospective studies fulfilling the pre-specified inclusion criteria on subcutaneous implantable cardioverter 
defibrillator 

PMID Title 
First 

author 
Journal 

Publication 

Year 

3
4

3
0

7
8

2
9

 Adjunctive hypnotic communication for 

analgosedation in subcutaneous implantable 

cardioverter defibrillator implantation. A prospective 

single center pilot study 

Scaglione 

M 

Int J Cardiol 

Heart Vasc 

2021 

3
4

1
4

0
2

0
3

 Use of Serratus Anterior Plane and Transversus 

Thoracis Plane Blocks for Subcutaneous Implantable 

Cardioverter-Defibrillator (S-ICD) Implantation 

Decreases Intraoperative Opioid Requirements 

Shariat A J 

Cardiothorac 

Vasc Anesth 

2021 

3
3

9
6

9
5

6
9

 Rate and impact on patient outcome and healthcare 

utilization of complications requiring surgical revision: 

Subcutaneous versus transvenous implantable 

defibrillator therapy 

Palmisano 

P 

J Cardiovasc 

Electrophysio

l 

2021 

3
3

5
3

8
1

2
4

 Eligibility for subcutaneous implantable cardioverter-

defibrillator in adults with congenital heart disease 

Zormpas C ESC Heart Fail 2021 

3
3

5
1

6
7

1
4

 Is 40 Joules Enough to Successfully Defibrillate With 

Subcutaneous Implantable Cardioverter-

Defibrillators? 

Biffi M JACC Clin 

Electrophysio

l 

2021 

3
3

2
1

3
8

1
4

 1-Year Prospective Evaluation of Clinical Outcomes 

and Shocks: The Subcutaneous ICD Post Approval 

Study 

Burke MC JACC Clin 

Electrophysio

l 

2020 
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3
3

0
7

3
6

1
4

 Primary Results From the Understanding Outcomes 

With the S-ICD in Primary Prevention Patients With 

Low Ejection Fraction (UNTOUCHED) Trial 

Gold MR Circulation 2021 

3
2

8
6

0
6

0
5

 Security millimetre wave body scanner safe for 

patients with leadless pacemakers or subcutaneous 

implantable cardioverter-defibrillators 

Blažek P J Interv Card 

Electrophysio

l 

2021 

3
2

7
5

7
5

2
1

 Subcutaneous or Transvenous Defibrillator Therapy Knops RE N Engl J Med 2020 

3
2

6
1

3
3

1
5

 Eligibility for subcutaneous implantable cardioverter-

defibrillator in patients with left ventricular assist 

device 

Zormpas C J Interv Card 

Electrophysio

l 

2021 

3
2

5
9

6
0

2
7

 Same-day Discharge after Subcutaneous Implantable 

Cardioverter-defibrillator Implantation is Safe and 

Cost-effective 

Swinning J J Innov Card 

Rhythm 

Manag 

2020 

3
2

3
7

6
3

0
4

 Outcomes of subcutaneous implantable cardioverter-

defibrillator in dialysis patients: Results from the S-

ICD post-approval study 

El-Chami 

MF 

Heart Rhythm 2020 

3
1

8
1

3
0

9
8

 Feasibility and safety of same day subcutaneous 

defibrillator implantation and send home (DASH) 

strategy 

Okabe T J Interv Card 

Electrophysio

l 

2020 

3
1

7
7

8
2

6
6

 Serratus anterior plane block in subcutaneous 

implantable cardioverter defibrillator implantation: A 

case-control analysis 

Ziacchi M J Cardiovasc 

Electrophysio

l 

2020 

3
1

5
1

2
3

3
9

 Minimal defibrillation thresholds and the correlation 

with implant position in subcutaneous implantable-

defibrillator patients 

Quast ABE J Cardiovasc 

Electrophysio

l 

2019 

3
1

0
4

8
0

6
4

 Incidence of myopotential induction in subcutaneous 

implantable cardioverter-defibrillator patients: Is the 

oversensing issue really solved? 

van den 

Bruck JH 

Heart Rhythm 2019 
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3
0

6
6

1
8

5
1

 Subcutaneous implantable cardioverter defibrillator 

in patients with arrhythmogenic right ventricular 

cardiomyopathy: Results from an Italian multicenter 

registry 

Migliore F Int J Cardiol 2019 

3
0

6
0

9
0

7
7

 A report on the impact of remote monitoring in 

patients with S-ICD: Insights from a prospective 

registry 

Ninni S Pacing Clin 

Electrophysio

l 

2019 

2
9

7
9

8
7

9
4

 Impact of Body Mass Index on Safety and Efficacy of 

the Subcutaneous Implantable Cardioverter-

Defibrillator 

Frankel DS JACC Clin 

Electrophysio

l 

2018 

2
9

7
5

8
4

0
4

 Prospective blinded evaluation of a novel sensing 

methodology designed to reduce inappropriate 

shocks by the subcutaneous implantable 

cardioverter-defibrillator 

Theuns 

DAMJ 

Heart Rhythm 2018 

2
8

5
3

6
8

3
7

 Controlled sedation with midazolam and analgesia 

with nalbuphine to alleviate pain in patients 

undergoing subcutaneous implantable cardioverter 

defibrillator implantation 

Peyrol M J Interv Card 

Electrophysio

l 

2017 

2
8

5
0

2
8

7
2

 Subcutaneous implantable cardioverter-defibrillator 

Post-Approval Study: Clinical characteristics and 

perioperative results 

Gold MR Heart Rhythm 2017 

2
8

0
0

7
7

4
9

 Intermuscular technique for implantation of the 

subcutaneous implantable cardioverter defibrillator: 

long-term performance and complications 

Winter J Europace 2017 

2
7

9
4

3
3

5
8

 Intermuscular Two-Incision Technique for 

Subcutaneous Implantable Cardioverter Defibrillator 

Implantation: Results from a Multicenter Registry 

Migliore F Pacing Clin 

Electrophysio

l 

2017 

2
7

0
6

8
6

3
7

 Intraoperative Defibrillation Testing of Subcutaneous 

Implantable Cardioverter-Defibrillator Systems-A 

Simple Issue? 

Frommeye

r G 

J Am Heart 

Assoc 

2016 

2
5

6
8

7
7

4
9

 Magnetic resonance imaging in patients with a 

subcutaneous implantable cardioverter-defibrillator 

Keller J Europace 2015 
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2
3

9
7

9
6

2
6

 Safety and efficacy of a totally subcutaneous 

implantable-cardioverter defibrillator 

Weiss R Circulation 2013 

2
3

7
0

7
4

8
9

 Two-incision technique for implantation of the 

subcutaneous implantable cardioverter-defibrillator 

Knops RE Heart Rhythm 2013 

2
2

0
3

5
0

4
9

 Head-to-head comparison of arrhythmia 

discrimination performance of subcutaneous and 

transvenous ICD arrhythmia detection algorithms: the 

START study 

Gold MR J Cardiovasc 

Electrophysio

l 

2012 
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2 Diabetes devices 
Detailed information about the information sources, search strategies and study eligibility criteria are 

available in the published protocol[1]. 

 

Table 16. List of selected papers featuring eligible studies on diabetes devices 

PMID Device First author Title Journal 

Publication 

Year 

3
5

1
3

6
3

3
8

 

Medtronic 670G Amole, M. 

Real-World Experience With Automated 

Insulin Pump Technology in Veterans With 

Type 1 Diabetes 

Federal 

Practitioner 
2021 

3
5

1
1

6
0

0
7

 

Control IQ & 

Medtronic 780G 
Bassi, M. 

A Comparison of Two Hybrid Closed-Loop 

Systems in Italian Children and Adults 

With Type 1 Diabetes 

Frontiers in 

Endocrinolo

gy 

2022 

3
5

0
9

9
2

9
8

 

Medtronic 670G Jacobsen, S. S. 

Glycemic effects and predictors of 

increased time-in-range after initiating 

MiniMed 670G: a 12-month observational 

study 

Diabetes 

technology 

& 

therapeutic

s 

2022 

3
5

0
9

9
2

9
4

 

Control-IQ Levy, C. 

Insulin Delivery and Glucose Variability 

throughout the Menstrual Cycle on Closed 

Loop Control for Women with Type 1 

Diabetes 

Diabetes 

Technology 

& 

Therapeutic

s 

2022 

3
5

0
9

9
2

7
8

 

Loop Suttiratana, S. 

Qualitative Study of User Experiences with 

Loop, an Open-Source Automated Insulin 

Delivery (AID) System 

Diabetes 

Technology 

& 

Therapeutic

s 

2022 
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3
5

0
7

2
7

8
1

 

Medtronic 780G Petrovski, G. 

Successful transitioning children and 

adolescents with type 1 diabetes from 

multiple daily injections to advanced 

hybrid closed-loop system in 10 days: a 

prospective intervention study on 

MiniMed 780G system 

Acta 

Diabetologi

ca 

2022 

3
5

0
4

5
2

2
7

 

CamAPS FX Ware, J. 

Randomized Trial of Closed-Loop Control 

in Very Young Children with Type 1 

Diabetes 

New 

England 

Journal of 

Medicine 

2022 

3
5

0
2

0
4

8
8

 

Control-IQ Ekhlaspour, L. 

Glycemic Outcomes in Baseline 

Hemoglobin A1C Subgroups in the 

International Diabetes Closed-Loop (iDCL) 

Trial 

Diabetes 

Technology 

& 

Therapeutic

s 

2022 

3
5

0
2

0
4

7
6

 

Control-IQ Scully, K. J. 

The effect of Control IQ TM hybrid closed 

loop technology on glycemic control in 

adolescents and adults with cystic fibrosis 

related diabetes 

Diabetes 

Technology 

& 

Therapeutic

s 

2022 

3
5

0
0

1
4

7
7

 

Medtronic 670G Forlenza, G. P. 

Glycemic outcomes of children 2–6 years 

of age with type 1 diabetes during the 

pediatric MiniMed™ 670G system trial 

Pediatric 

Diabetes 
2022 

3
4

9
8

4
7

8
6

 

Eversense Renard, E. 

Reduction of clinically important low 

glucose excursions with a long-term 

implantable continuous glucose 

monitoring system in adults with type 1 

diabetes prone to hypoglycaemia: the 

France Adoption Randomized Clinical Trial 

Diabetes, 

Obesity & 

Metabolism 

2022 

3
4

9
6

2
1

6
4

 

Control-IQ Schoelwer, M. 

Assessment for Predictors of Rise in HbA1c 

During Extended Use of a Closed-Loop 

Control System 

Diabetes 

Technology 

& 

Therapeutic

s 

2021 
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3
4

8
5

8
3

3
9

 

Medtronic 780G Tornese, G. 

Six-Month Effectiveness of Advanced vs. 

Standard Hybrid Closed-Loop System in 

Children and Adolescents With Type 1 

Diabetes Mellitus 

Frontiers in 

Endocrinolo

gy 

2021 

3
4

8
4

4
9

9
5

 

Medtronic 670G McAuley, S. A. 

Closed-Loop Insulin Delivery Versus 

Sensor-Augmented Pump Therapy in 

Older Adults With Type 1 Diabetes 

(ORACL): A Randomized, Crossover Trial 

Diabetes 

Care 
2022 

3
4

8
1

6
5

9
7

 

Control-IQ Renard, E. 

Outcomes of hybrid closed-loop insulin 

delivery activated 24/7 versus evening and 

night in free-living prepubertal children 

with type 1 diabetes: A multicentre, 

randomized clinical trial 

Diabetes, 

Obesity & 

Metabolism 

2022 

3
4

7
8

9
5

0
4

 

Medtronic 670G Paldus, B. 
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3 Orthopedic devices  
Detailed information about the information sources, search strategies and study eligibility criteria are 

available in the published protocol [3]. 

3.1 Hip stems 
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Norwegian arthroplasty register 

JBJS Br 

1
80

57
35

5
 

Hallan 2007 
Biconta

ct 

Medium- and long-term performance of 11 516 

uncemented primary femoral stems from the 

Norwegian arthroplasty register 

JBJS Br 

3
00

63
59

0
 

De Steiger 2018 Quadra 
Cross-Linked Polyethylene for Total HipArthroplasty 

Markedly Reduces Revision Surgery at 16 Years 
JBJS Am 

3
34

79
83

5
 

Nugent 2021 Quadra 

Acetabular screws do not improve early revision rates 

in primary total hip arthroplasty. An instrumented 

registry analysis 

Internationa

l Orthop 
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3
3

4
7

9
8

3
5

 

Nugent 2021 
Accolad

e 

Acetabular screws do not improve early revision rates 

in primary total hip arthroplasty. An instrumented 

registry analysis 

Internationa

l Orthop 

2
6

1
0

1
6

6
9

 

Dettmer 2015 Minihip 

Comparison of Patient-Reported Outcome from Neck-

Preserving, Short-Stem Arthroplasty and Resurfacing 

Arthroplasty in Younger Osteoarthritis Patients 

Adv Orthop 

2
9

5
7

6
6

3
9

 

Khemka 2018 Minihip 

Total Hip Arthroplasty by the Direct Anterior Approach 

Using a Neck-preserving Stem: Safety, efficacy and 

learning curve 

Indian J 

Orthop 
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3.2 Hip cups 
 

Table 18. List of selected papers featuring eligible studies on hip cups 

PMID First author Year Device Publication title Journal 

2
2

1
6

1
0

8
5

 

Massin 2012 Polarcup 
Fixation failures of dual-mobility cups: a mid-term 

study of 2601 hip replacements 

Clin Orthop 

Relat Res 

2
2

8
2

6
0

1
5

 

Yoon 2012 Plasmacup 

Alumina-on-alumina THA performed in patients 

younger than 30 years: A 10-year minimum 

followup study. 

Clin Orthop 

Relat Res 

3
0

4
5

3
8

3
8

 

Nahas 2018 Exceed 

Independent assessment and outcomes of 196 

short-tapered stems short-term follow-up and 

review of the literature 

J Orthop 

Surg (Hong 

Kong) 

3
0

7
9

5
9

3
6

 

Rahm 2019 Versafit 

Uncemented Total Hip Arthroplasty Through the 

Direct Anterior  Approach: Analysis of a Consecutive 

Series of 275 Hips With a  Minimum Follow-Up of 10 

Years 

J of 

Arthroplasty 

2
45

00
83

2
 

Müller 2014 Versafit 

Anterior minimally invasive approach for total hip  

replacement: five-year survivorship and learning 

curve 

Hip Int 

3
41

01
66

4
 

Beel 2021 Versafit 

The Effect of a Distal Centralizer on Cemented  

Femoral Stems in Arthroplasty Shown on  

Radiographs and SPECT/CT 

JBJS 

3
17

52
95

1
 

Cypres 2019 Polarcup 

Long-term outcomes of a dual-mobility cup and 

cementless triple-taper femoral stem combination 

in total hip replacement: a multicenter retrospective 

analysis 

J Orthop 

Surg Res 
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2
9

1
8

6
9

4
3

 

Faldini 2017 Versafit 

Modified minimally invasive direct anterior 

approach through a bikini incision for total hip 

arthroplasty: technique and results in young female 

patients 

J Biol Regul 

Homeost 

Agents 

2
8

0
0

2
9

1
9

 

Faldini 2016 Versafit 
Is a minimally invasive anterior approach effective in 

old patients? A pilot study 

J Biol Regul 

Homeost 

Agents 

2
5

7
3

9
65

0
 

Kaipel 2015 AnaNova 
Migration characteristics and early clinical results of 

the NANOS® short-stem hip arthroplasty 

Wien Klin 

Wochenschr 

2
5

0
8

1
5

1
2

 

Shin 2014 Plasmacup 

Comparison between preassembled and modular 

cups in primary cementless total hip arthroplasty: A 

two-year minimum follow-up study. 

J 

Arthroplasty 

2
5

4
7

2
7

5
4

 

Scemama 2015 Versafit 

Minimum five-year wear rate of metal-on-highly 

cross-linked  polyethylene in primary total hip 

arthroplasty 

Internationa

l 

Orthopaedic

s 

1
9

2
9

8
0

2
6

 

Bauchu 2008 Polarcup 
The dual-mobility POLARCUP: first results from a 

multicenter study 
Orthopedics 

1
82

45
59

3
 

Koo 2008 Plasmacup 

Isolated Fracture of the Ceramic Head After  Third-

Generation Alumina-on-Alumina  Total Hip 

Arthroplasty 

JBJS Am 

1
79

74
89

4
 

Nam 2007 Plasmacup 
Alumina-debris-induced osteolysis in contemporary 

alumina-on-alumina total hip arthroplasty 
JBJS Am 

3
32

63
44

7
 

Rochconga

r 
2021 RMpressfit 

Reduced wear in vitamin E-infused highly cross-

linked polyethylene cups: 5-year results of a 

randomized controlled trial 

Acta 

Othopaedic

a 
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3
1

6
9

8
9

7
7

 

Jorgensen 2020 Exceed 

Higher early proximal migration of hemispherical 

cups with electrochemically applied hydroxyapatite 

(BoneMaster) on a porous surface compared with 

porous surface alone: a randomized RSA study with 

53 patients 

Acta Orthop 

1
7

9
3

9
0

9
3

 

Ochs 2007 Plasmacup 
EBRA migration patterns of the Plasmacup with 

ceramic or polyethylene inserts: a randomised study 

Z Orthop 

Unfall 

3
2

5
2

9
3

8
9

 

Lee 2021 Exceed 
Preventing ceramic liner fracture after Delta 

ceramic-on-ceramic total hip arthroplasty 

Arch Orthop 

Trauma 

Surg 

2
5

4
4

9
5

8
6

 

Kang 2015 Plasmacup 
Third-Generation Alumina-on-Alumina Total Hip 

Arthroplasty:  14 to 16-Year Follow-Up Study 

J 

Arthroplasty 

2
0

6
6

0
2

3
4

 

Lee 2010 Plasmacup 

Alumina-on alumina total hip arthroplasty. A concise 

follow-up , at a minimum of ten years, of a previous 

report 

JBJS Am 

3
3

4
2

7
8

9
7

 

Garavaglia 2021 Versafit 

Short stem total hip arthroplasty with the direct 

anterior approach  demonstrates suboptimal 

fixation 

Internationa

l 

Orthopaedic

s 

3
30

23
55

3
 

Anderl 2020 RMpressfit 

Peri-acetabular bone remodelling after uncemented 

total hip arthroplasty with monoblock press-fit cups: 

An observational study. 

BMC 

Musculoskel

et Disord . 

3
35

16
63

2
 

Mahmood 2021 RMpressfit 

Survivorship and Patient-Reported Outcomes of an 

Uncemented Vitamin E eInfused Monoblock 

Acetabular Cup: A Multicenter Prospective Cohort 

Study 

The Journal 

of 

Arthroplasty 
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3
3

3
8

4
2

7
6

 

Comtesse 2021 RMpressfit 

Wear and migration are not influenced by head size 

in a vitamin  E-infused highly cross-linked 

polyethylene acetabular cup 

Orthopaedic

s & 

Traumatolo

gy: Surgery 

& Research 

2
8

1
0

6
2

2
9

 

Wyatt 2017 RMpressfit 
The RM Pressfit vitamys: 5-year Swiss experience of 

the first 100 cups 

Hip Int 

(accepted 

date) 

2
4

4
4

2
8

5
9

 

Kaipel 2014 AnaNova 
Migration characteristics and early clinical results of 

a novel-finned press-fit acetabular cup 

Wien Klin 

Wochenschr 

2
2

7
7

7
5

8
9

 

Ha 2012 Plasmacup 
Acetabular Component Positioning Using Anatomic 

Landmarks of the Acetabulum 

Clin Orthop 

Relat Res 

3
3

6
1

7
1

6
1

 

Brodt 2021 RMpressfit 

An Isoelastic Monoblock Cup Retains More  

Acetabular and Femoral Bone Than a Modular  

Press-Fit Cup 

JBJS Am 

3
1

6
9

4
4

0
4

 

Kenanidis 2021 RMpressfit 

Survival of monoblock RM vitamys compared with 

modular PINNACLE cups: mid-term outcomes of 200 

hips performed by a single surgeon 

HIP 

Internationa

l 

3
16

09
75

3
 

Aepli 2019 RMpressfit 
Electrosurgery Induced Femoral Stem Fracture in  

Total Hip Arthroplasty 
JBJS Am 

2
25

41
58

3
 

Moretti 2012 Plasmacup 
Peripheral neuropathy after hip replacement failure:  

is vanadium the culprit? 
the lancet 

3
03

03
87

8
 

Inacio 2018 Exceed 

What Is the Risk of Revision Surgery in 

Hydroxyapatite-coated Femoral Hip Stems? Findings 

From a Large National Registry. 

Clin Orthop 

Relat Res 
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3
3

4
7

9
8

3
5

 

Nugent 2021 Versafit 

Acetabular screws do not improve early revision 

rates in primary total hip arthroplasty. An 

instrumented registry analysis 

Internationa

l 

Orthopaedic

s 
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3.3 Knee systems 
 

Table 19. List of selected papers featuring eligible studies on kmee systems 

PMID First author Year Device Publication title Journal 

2
9

6
9

1
1

7
3

 

Serna-

Berna 
2018 Trekking 

Cruciate-Retaining vs Posterior-Stabilized Primary 

Total Arthroplasty. Clinical Outcome Comparison 

With a Minimum Follow-Up of 10 Years 

J 

Arthroplasty 

2
1

1
5

9
5

9
8

 

Koskinen 2020 NexGen 

Mid-term results for three contemporary total knee  

replacement designs - a comparative study  of 104 

patients with primary osteoarthritis 

Scand J Surg 

1
5

9
9

5
4

3
8

 

Bertin 2005 NexGen 
Cruciate-retaining total knee arthroplasty at 5 to 7 

years followup 

Clin Orthop 

Relat Res 

2
0

4
4

0
6

6
2

 

Schwartz 2010 NexGen 

Cruciate-retaining TKA using a third-generation 

system with a four-pegged tibial component: a 

minimum 10-year followup note 

Clin Orthop 

Relat Res 

3
40

95
40

5
 

Keogh 2021 LCS 

Nontraumatic Tibial Polyethylene Insert Cone 

Fracture in Rotating-Platform Total Knee 

Arthroplasty 

Arthroplasty 

Today 

3
28

73
44

9
 

Meding 2021 Vanguard 
Progressive Tibial Bearing Sagittal Plane Conformity 

in Cruciate-Retaining Total Knee Arthroplasty 

J 

Arthroplasty 

3
18

83
76

2
 

Kaipel 2020 Vanguard 

Convincing long-term results independent from the 

postoperative leg alignment following cementless 

total knee arthroplasty 

Knee 
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3
0

4
6

7
0

2
3

 

Rassir 2019 LCS 

The value of postoperative prosthesis alignment and 

patellar height measurements on standard X-rays 

after Total Knee Arthroplasty: Does it relate to knee 

function after 5 years? 

The Knee 

2
6

7
0

4
7

9
2

 

van 

Houten 
2016 Balansys 

Patella position is not a determinant for anterior 

knee pain 10 years after balanced gap total knee 

arthroplasty. 

Knee Surg 

Sports 

Traumatol 

Arthrosc 

2
5

9
9

3
3

5
0

 

Hack 2015 NexGen 
10-Year Follow-Up of the NexGen CR Total Knee 

Prosthesis 

Z Orthop 

Unfall 

1
9

2
6

8
5

9
8

 

Minoda 2009 NexGen 
Comparison between highly cross-linked and 

conventional polyethylene in total knee arthroplasty 
The Knee 

1
8

6
7

2
3

4
3

 

Helm 2009 NexGen 
Preliminary results of an uncemented trabecular 

metal tibial component in total knee arthroplasty 

J 

Arthroplasty 

1
8

0
7

5
7

4
8

 

Wyss 2008 Balansys 

Tension controlled ligament balanced total knee 

arthroplasty: 5-year results of a soft tissue 

orientated surgical technique. 

Arch Orthop 

Trauma 

Surg 

1
74

37
08

2
 

van Hal 2007 Balansys 
The anterior-posterior laxity after total knee 

arthroplasty inserted with a ligament tensor. 

Knee Surg 

Sports 

Traumatol 

Arthrosc 

1
56

62
31

2
 

Bozic 2005 NexGen 

Implant survivorship and complication rates after 

total knee arthroplasty with a third-generation 

cemented system: 5 to 8 years followup 

Clin Orthop 

Relat Res 

3
12

93
19

3
 

Koppens 2019 

SigmaHigh

Performan

ce 

Equal tibial component fixation of a mobile-bearing 

and fixed-bearing medial  unicompartmental knee 

arthroplasty: a  randomized controlled RSA study 

with 2-year  follow-up 

Acta Orthop 
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3
1

0
0

5
4

3
1

 

Jang 2019 Vanguard 

Comparison of Anterior-Stabilized and Posterior-

Stabilized Total Knee Arthroplasty in the Same 

Patients: A Prospective Randomized Study 

J 

Arthroplasty 

2
6

9
9

3
5

7
0

 

Sanz-Ruiz 2016 LCS 

Does a new implant design with more physiological 

kinematics provide better results after knee 

arthroplasty? 

Knee 

2
4

7
9

3
8

9
2

 

Jo 2014 NexGen 

A comparison of stability and clinical outcomes in 

single-radius versus multi-radius femoral design for 

total knee arthroplasty 

J 

Arthroplasty 

2
4

9
8

6
9

4
4

 

Dossett 2014 Vanguard 

A randomised controlled trial of kinematically and 

mechanically aligned total knee replacements: two-

year clinical results 

JBJS Br 

2
3

9
9

2
1

4
2

 

Henricson 2013 NexGen 
Trabecular metal tibia still stable at 5 years An RSA 

study of 36 patients aged less than 60 years. 
Acta Orthop 

2
3

0
5

4
5

2
2

 

Seon 2012 NexGen 
No Better Flexion or Function of High-flexion 

Designs in Asian Patients With TKA 

Clin Orthop 

Relat Res 

2
17

52
58

6
 

Lizaur-

Utrilla 
2012 Trekking 

Greater satisfaction in older patients with a mobile-

bearing compared with fixed-bearing total knee 

arthroplasty 

J 

Arthroplasty 

2
19

46
98

0
 

Jacobs 2012 Balansys 

Functional performance of mobile versus fixed 

bearing total knee prostheses: a randomised 

controlled trial 

Knee Surg 

Sports 

Traumatol 

Arthrosc 

1
68

26
10

5
 

Henricson 2006 NexGen 
Mobile bearings do not improve fixation in 

cemented total knee arthroplasty. 

Clin Orthop 

Relat Res 
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1
2

3
7

5
2

3
7

 

Tanzer 2002 NexGen 
Posterior-stabilized versus cruciate-retaining total 

knee arthroplasty - Balancing the gap. 

J 

Arthroplasty 

2
9

9
4

5
5

7
4

 

Napier 2018 LCS 

A prospective evaluation of a largely cementless 

total knee arthroplasty cohort without patellar 

resurfacing: 10-year outcomes and survivorship 

BMC 

Musculoskel

et Disord 

2
9

7
3

9
2

6
4

 

Ohrn 2018 Vanguard 

A 2-year RSA study of the Vanguard CR total knee 

system: A randomized controlled trial comparing 

patient-specific positioning guides with 

conventional technique 

Acta Orthop 

2
9

1
4

7
7

4
3

 

Koppens 2018 

SigmaHigh

Performan

ce 

Low implant migration of the  SIGMA® medial 

unicompartmental knee arthroplasty 

Knee 

Surgery, 

Sports 

Traumatolo

gy, 

Arthroscopy 

1
6

8
1

9
6

9
2

 

Chiu 2006 NexGen 

The native femoral sulcus as the guide for the 

medial/lateral position of the femoral component in 

knee arthroplasty: Normal patellar tracking in 

690/700 knees--a prospective evaluation 

Acta 

Orthopaedic

a 

3
33

80
9

6
7

 

Dubin 2020 Logic 

Design Modifications of the Posterior-Stabilized 

Knee System May Reduce Anterior Knee Pain and 

Complications Following Total Knee Replacement 

HSSJ 

2
36

32
67

3
 

Gothesen 2013 NexGen 

Survival rates and causes of revision in cemented 

primary total knee replacement: a report from the 

Norwegian Arthroplasty Register 1994-2009 

JBJS Br 

3
32

68
20

8
 

Law 2021 Vanguard 

Midterm Outcomes and Survivorship of Anterior 

Stabilized Versus Cruciate Retaining Bearing in 

Primary Total Knee Arthroplasty 

J 

Arthroplasty 
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3
1

6
8

6
1

8
1

 

Hauer 2020 

SigmaHigh

Performan

ce 

Greater activity, better range of motion and higher 

quality of life following unicompartmental knee 

arthroplasty: a comparative case-control study 

Archives of 

Orthopaedic 

and Trauma 

Surgery 

2
4

5
0

2
7

0
0

 

Piepers 2014 LCS 

Do refinements to original designs improve 

outcome of total knee replacement? A retrospective 

cohort study 

J Orthop 

Surg Res 

1
9

2
2

5
85

2
 

Lombardi 2009 Vanguard 
Is recovery faster for mobile-bearing 

unicompartmental than total knee arthroplasty? 

Clin Orthop 

Relat Res 

2
6

4
5

1
3

8
9

 

Nassif 2015 Vanguard 

Clinical Outcomes in Men and Women following 

Total Knee Arthroplasty with a High-Flex Knee: No 

Clinical Effect of Gender 

Scientific 

World 

Journal 

2
6

4
8

1
4

0
7

 

Emerson 2016 Vanguard 

A Comparison of 2 Tibial Inserts of Different 

Constraint for Cruciate-Retaining Primary Total Knee 

Arthroplasty: An Additional Tool for Balancing the 

Posterior Cruciate Ligament 

J 

Arthroplasty 

2
4

5
3

4
5

3
5

 

Jacobs 2014 Vanguard 
Factors influencing patient satisfaction two to five 

years after primary total knee arthroplasty 

J 

Arthroplasty 

2
37

02
26

8
 

Schroer 2014 Vanguard 
Seven-year survivorship and functional outcomes of 

the high-flexion Vanguard complete knee system 

J 

Arthroplasty 

2
94

06
45

4
 

Montonen 2018 Vanguard 
What Is the Long-term Survivorship of Cruciate-

retaining TKA in the Finnish Registry? 

Clin Orthop 

Relat Res 

2
43

06
69

6
 

Peltola 2013 NexGen 

Learning curve for new technology?: a nationwide 

register-based study of 46,363 total knee 

arthroplasties 

J Bone Joint 

Surg Am 
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2
6

1
7

9
8

8
9

 

Petursson 2015 LCS 
Better survival of hybrid total knee arthroplasty 

compared to cemented arthroplasty 
Acta Orthop 

2
1

6
1

9
5

0
2

 

Lygre 2011 LCS 
Failure of total knee arthroplasty with or without 

patella resurfacing 
Acta Orthop 

2
1

6
1

9
5

0
2

 

Lygre 2011 NexGen 
Failure of total knee arthroplasty with or without 

patella resurfacing 
Acta Orthop 

2
3

6
3

2
6

7
3

 

Gothesen 2013 LCS 

Survival rates and causes of revision in cemented 

primary total knee replacement: a report from the 

Norwegian Arthroplasty Register 1994-2009 

JBJS Br 

2
4

3
0

6
6

9
6

 

Peltola 2013 Vanguard 

Learning curve for new technology?: a nationwide 

register-based study of 46,363 total knee 

arthroplasties 

JBJS Am 

2
6

1
1

9
8

8
4

 

DeSteiger 2015 NexGen 

Lower prosthesis-specific 10-year revision rate with 

crosslinked than with non-crosslinked polyethylene 

in primary total knee arthroplasty 

Acta Orthop 

??
 

Cely 2021 Logic 

Pain and patellofemoral functionality in total  knee 

arthroplasty: a comparative cohort  study of two 

prosthesis designs 

Current 

Orthopaedic 

Practice 

3
12

56
63

9
 

Kahlenber

g 
2019 Logic 

Comparison of patient-reported outcomes based on 

implant brand in total knee arthroplasty: a 

prospective cohort study 

Bone Joint J 

2
15

04
30

9
 

Gothesen 2011 LCS 
Short-term outcome of 1,465 computer-navigated 

primary total knee replacements 2005-2008 
Acta Orthop 
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2
0

1
5

8
4

0
5

 

Lygre 2010 NexGen 

Does patella resurfacing really matter? Pain and  

function in 972 patients after primary total knee  

arthroplasty  An observational study from the 

Norwegian Arthroplasty Register 

Acta Orthop 

3
1

8
8

3
7

5
8

 

Ascione 2020 Logic 

Experience-optimised fast track improves outcomes 

and decreases complications in total knee 

arthroplasty 

The Knee 

2
3

1
4

2
44

2
 

Komistek 2013 LCS 
Clinical and kinematic outcomes of a rotating 

platform posterior stabilized total knee system 

J 

Arthroplasty 
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4 Summary and conclusions  
This deliverable provides a comprehensive list of the slected studies following the literature searches. 

 

Table 20. Distribution of selected studies among classes of cardiac devices 

Class of devices Number 

of devices 

Search 

output 

Selected studies  

Bioresorbable scaffolds  6 3385 148 

Left atrial appendage occlusion  8 2392 56 

Transcatheter aortic valve replacement  20 22250 125 

Transcatheter mitral valve 

repair/replacement  

13 5858 41 

Surgical aortic valves 17 4901 41 

Surgical mitral valves 4 3696 1 

Leadless pacemaker 2 862 28 

Subcutaneous implantable cardioverter-

defibrillator 

1 1430 29 

 

Table 21. Selected studies for diabetes medical devices 

Class of devices Number 

of devices 

Search 

output 

Selected studies  

Implantable CGM devices; implantable 

insulin pumps; automated insulin 

delivery devices 

14 4165 144 
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Table 22. Orthopedic devices (random selection of 30 hip and knee devices) 

Class of devices Number 

of devices 

Search 

output 

Selected studies  

Hip stems N/A 760 63 

Hip cups N/A 302 34 

Knee systems N/A 1078 54 

 

Next steps will be the data extraction and analysis and the preparation of the masucripts for publication 

(deliverables 1.2 and 1.3). 



  

D1.1 Database of studies of high-risk medical devices   - 112 - 
 

References 
[1] G Siontis et al., Clinical evidence for high-risk medical devices in cardiology: a protocol for a systematic 

review and meta-epidemiological investigation, PROSPERO 2022 CRD42022308593 

https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42022308593  

[2] Arjola Bano, Markus Laimer, Faina Wehrli, Juri Künzler, Christoph Stettler, Roman Hovorka, Lia Bally. 

Clinical evidence of high-risk medical devices for diabetes management: A systematic review and 

meta-analysis. PROSPERO 2022 CRD42022366871 

https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42022366871 

[3] James A Smith, Christophe Combescure, Christophe Barea, Anne Lübbeke, Clinical investigations to 

evaluate high-risk orthopaedic devices: systematic review and meta-analysis. 

OSF Registries | Clinical investigations to evaluate high-risk orthopaedic devices: systematic review 

and meta-analysis 

 

 

  

https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42022308593
https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42022366871
https://osf.io/9bjqv
https://osf.io/9bjqv


  

D1.1 Database of studies of high-risk medical devices   - 113 - 
 

CORE-MD, Coordinating Research and Evidence for Medical 

Devices, aims to translate expert scientific and clinical 

evidence on study designs for evaluating high-risk medical 

devices into advice for EU regulators. 

 

For more information, visit: www.core-md.eu 

 

This project has received funding from the European Union’s Horizon 2020 research and 

innovation programme under grant agreement No 965246. 

http://www.core-md.eu/
http://www.core-md.eu/

