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S. Steiner

Aus der Klinik und Poliklinik für Angiologie, Universität Leipzig

	� Five-Year outcomes of the Danish Cardiovascular Screening (DANCAVAS) Trial
Lindholt JS, et al. N Engl J Med 2022; 387: 1385–94.

Abstract
Background: Limited data suggest a 
benefit of population-based screening 
for cardiovascular disease with respect 
to the risk of death.
Methods: We performed a population-
based, parallel-group, randomized, 
controlled trial involving men 65 to 74 
years of age living in 15 Danish muni
cipalities. The participants were ran-
domly assigned in a 1:2 ratio to under-
go screening (the invited group) or  
not to undergo screening (the control 
group) for subclinical cardiovascular 
disease. Randomization was based  
on computer-generated random num-
bers and stratified according to muni
cipality. Only the control group was 
unaware of the trial-group assignments. 
Screening included noncontrast elec-
trocardiography-gated computed to-
mography to determine the coronary-
artery calcium score and to detect 
aneurysms and atrial fibrillation, ankle–
brachial blood-pressure measurements 
to detect peripheral artery disease  

and hypertension, and a blood sample 
to detect diabetes mellitus and hyper
cholesterolemia. The primary outcome 
was death from any cause.
Results: A total of 46,611 participants 
underwent randomization. After exclu-
sion of 85 men who had died or emi-
grated before being invited to undergo 
screening, there were 16,736 men in the 
invited group and 29,790 men in the 
control group; 10,471 of the men in the 
invited group underwent screening 
(62.6%). In intention-to-treat analyses, 
after a median follow-up of 5.6 years, 
2106 men (12.6%) in the invited group 
and 3915 men (13.1%) in the control 
group had died (hazard ratio, 0.95; 95% 
confidence interval [CI], 0.90 to 1.00; 
P=0.06). The hazard ratio for stroke in 
the invited group, as compared with the 
control group, was 0.93 (95% CI, 0.86  
to 0.99); for myocardial infarction, 0.91 
(95% CI, 0.81 to 1.03); for aortic dis
section, 0.95 (95% CI, 0.61 to 1.49); and 
for aortic rupture, 0.81 (95% CI, 0.49  

to 1.35). There were no significant be-
tween-group differences in safety 
outcomes.
Conclusions: After more than 5 years, 
the invitation to undergo comprehen-
sive cardiovascular screening did not 
significantly reduce the incidence of 
death from any cause among men 65 to 
74 years of age. (Funded by the South-
ern Region of Denmark and others; 
DANCAVAS ISRCTN Registry number, 
ISRCTN12157806. opens in new tab.)

	� Polypill strategy in secondary cardiovascular prevention
Castellano JM, et al. N Engl J Med 2022; 387: 967–77.

Abstract
Background: A polypill that includes 
key medications associated with im-
proved outcomes (aspirin, angiotensin-
converting-enzyme [ACE] inhibitor, 
and statin) has been proposed as a sim-
ple approach to the secondary preven-
tion of cardiovascular death and com-
plications after myocardial infarction.
Methods: In this phase 3, randomized, 
controlled clinical trial, we assigned 
patients with myocardial infarction 
within the previous 6 months to a 
polypill-based strategy or usual care. 
The polypill treatment consisted of 
aspirin (100 mg), ramipril (2.5, 5, or 
10 mg), and atorvastatin (20 or 40 mg). 
The primary composite outcome was 
cardiovascular death, nonfatal type 1 

myocardial infarction, nonfatal is
chemic stroke, or urgent revasculariza-
tion. The key secondary end point was 
 a composite of cardiovascular death, 
nonfatal type 1 myocardial infarction, 
or nonfatal ischemic stroke.
Results: A total of 2499 patients under-
went randomization and were followed 
for a median of 36 months. A primary-
outcome event occurred in 118 of 1237 
patients (9.5%) in the polypill group 
and in 156 of 1229 (12.7%) in the usual-
care group (hazard ratio, 0.76; 95% 
confidence interval [CI], 0.60 to 0.96; 
p = 0.02). A key secondary-outcome 
event occurred in 101 patients (8.2%)  
in the polypill group and in 144 (11.7%) 
in the usual-care group (hazard ratio, 

0.70; 95% CI, 0.54 to 0.90; p = 0.005). 
The results were consistent across pre-
specified subgroups. Medication ad
herence as reported by the patients was 
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Praxisrelevanz
Das kardiovaskuläre Screening inklusi-
ve eines Herz-CT mit Bestimmung des 
Kalzium-Scores reduzierte in der Inter-
ventions-Gruppe mit Screening zwar 
numerisch die Gesamtmortalität, eine 
statistische Signifikanz wurde jedoch 
knapp verfehlt. Daher bleibt ein sol-
ches Vorgehen weiterhin umstritten, 
auch wenn sich in der Subgruppe der 
Studienteilnehmer < 70 Jahren ein sig-
nifikanter Benefit zeigte.

Praxisrelevanz

Das Polypill-Konzept bestehend aus 
Aspirin, Statin und ACE-Hemmer hat 
in dieser Studie nach Myokardinfarkt 
einen signifikanten Vorteil gegen-
über einer Standardtherapie gezeigt. 
Dieses Konzept könnte in der Zukunft 
auch große Vorteile für Patienten mit 
symptomatischer PAVK bieten, da hier 
weiterhin das kardiovaskuläre Risiko-
faktorenmanagement häufig unzurei-
chend ist.
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higher in the polypill group than in  
the usual-care group. Adverse events 
were similar between groups.
Conclusions: Treatment with a polypill 
containing aspirin, ramipril, and ator

vastatin within 6 months after myo
cardial infarction resulted in a signifi-
cantly lower risk of major adverse 
cardiovascular events than usual care. 
(Funded by the European Union 

Horizon 2020; SECURE ClinicalTrials.
gov number, NCT02596126. opens in 
new tab; EudraCT number, 2015-
002868-17. opens in new tab.)

	� Surgery or endovascular therapy for chronic limb-threatening ischemia
Farber A, et al. N Engl J Med 2022. doi: 10.1056/NEJMoa2207899. Online ahead of print.

Abstract
Background: Patients with chronic 
limb-threatening ischemia (CLTI) 
require revascularizationto improve 
limb perfusion and thereby limit the 
risk of amputation. It is uncertain 
whether an initial strategy of endovas-
cular therapy or surgical revasculari
zation for CLTI is superior for improv-
ing limb outcomes.
Methods: In this international, rando
mized trial, we enrolled 1830 patients 
with CLTI and infrainguinal peripheral 
artery disease in two parallel-cohort 
trials. Patients who had a single seg-
ment of great saphenous vein that could 
be used for surgery were assigned to 
cohort 1. Patients who needed an alter-
native bypass conduit were assigned  
to cohort 2. The primary outcome was  
a composite of a major adverse limb 
event – which was defined as amputa-
tion above the ankle or a major limb 
reintervention (a new bypass graft or 
graft revision, thrombectomy, or 
thrombolysis) – or death from any 
cause.
Results: In cohort 1, after a median fol-
low-up of 2.7 years, a primary-outcome 

event occurred in 302 of 709 patients 
(42.6%) in the surgical group and in 
408 of 711 patients (57.4%) in the endo-
vascular group (hazard ratio, 0.68; 95% 
confidence interval [CI], 0.59 to 0.79; 
p < 0.001). In cohort 2, a primary-out-
come event occurred in 83 of 194 
patients (42.8%) in the surgical group 
and in 95 of 199 patients (47.7%) in  
the endovascular group (hazard ratio, 
0.79; 95% CI, 0.58 to 1.06; p = 0.12) 
after a median follow-up of 1.6 years. 
The incidence of adverse events was 
similar in the two groups in the two 
cohorts.

Conclusions: Among patients with 
CLTI who had an adequate great 
saphenous vein for surgical revascu
larization (cohort 1), the incidence of a 
major adverse limb event or death was 
significantly lower in the surgical group 
than in the endovascular group. Among 
the patients who lacked an adequate 
saphenous vein conduit (cohort 2), the 
outcomes in the two groups were simi-
lar. (Funded by the National Heart, 
Lung, and Blood Institute; BEST-CLI 
ClinicalTrials.gov number, 
NCT02060630.)

Praxisrelevanz

Die Ergebnisse dieser seit Langem erwarteten Studie zeigen einen Vorteil der gefäß-
chirurgischen Revaskularisation gegenüber der endovaskulären Behandlung bei Pa-
tienten mit kritischer Extremitätenischämie, wenn gutes Venenmaterial verfügbar ist. 
Im Gegensatz zu der Studienpopulation mit einem Durchschnittsalter von 66 Jahren 
sind Patienten mit kritischer Extremitätenischämie in der klinischen Routinepraxis 
jedoch häufig deutlich älter und weisen ausgeprägte Begleiterkrankungen auf, was 
einen chirurgischen Ansatz oft erschwert. Auffallend war auch die hohe primäre tech-
nische Versagerquote in der endovaskulären Gruppe, die in Expertenzentren norma-
lerweise viel niedriger ist. In Bezug auf die Lebensqualität gab es keinen Unterschied 
zwischen den Gruppen.

Korrespondenzadresse:
Prof. PD Dr. Sabine Steiner
Klinik und Poliklinik für Angiologie, Universitätsklinikum Leipzig
D-04103 Leipzig, Liebigstraße 20
E-Mail: sabine.steiner@medizin.uni-leipzig.de
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