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The “DANISH study”

Trial oversight
 1.116 pts with HFrEF, NICM and increased level of NT-

proBNP randomly assigned to ICD or control group

 NYHA Class II-III : 99%.

 Mean LVEF: 25 %

 In both groups 58% received CRT

 Median FU 67,6 months

 Primary outcome: death from any cause

 Secondary outcomes: sudden death, cardiovascular
death







The “DANISH study”

Outcomes
 Prophylactic ICD in pts with HFrEF, NICM and 

increased level of NT-proBNP did not provide a 
survival benefit 

 The risk of SCD is halved with an ICD

 The results were independent of whether the pt receive
a CRT device

 Younger pts may have a survival benefit in association
with ICD implantation
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The impact of the DANISH study on the “GL”



The impact of the DANISH study on the “real world”



GLs are supported by meta-analysis

Desai AS et Al

Implantable defibrillators for the prevention of mortality in patients with nonischemic cardiomyopathy: a meta-analysis of randomized

controlled trials.

JAMA 2004; 292: 2874-9.



But are meta-analysis a reliable proof of 
evidence ?



 Analysis performed on data generated from a large 
remotely monitored contemporary real‐world cohort
of patients ( 1.946 ) receiving an ICD for primary
prevention of SCD (Home Monitoring Expert Alliance
network )

 Incidence of sustained VAs and appropriate device
therapy was similar between ICM and NICM patients, 
receiving either an ICD ( HR for sustained VAs in ICM 
vs NICM group was 0.96, p = 0.77 ) or a CRT‐D ( HR 
for sustained VAs ICM vs NICN was 0.85, p 0 .34 )

 Sustained VAs occurred in more than 40% of ICD and 
CRT‐D patients within a follow‐up period of 5‐year 
follow‐up period



NICM is a heterogeneous disease



Risk stratification algorithm for NICM
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 In a prospective observational sub-study of the Danish
Study to Assess the Efficacy of ICDs in Patients with 
Nonischemic Systolic Heart Failure on Mortality (DANISH) 
252 patients underwent CMR

 The primary endpoint was all-cause mortality

 The presence of LGE was an independent predictor of all-
cause mortality (HR 1.82; 95% CI 1.002-3.29; P = .049)

 ICD implantation did not impact all-cause mortality, for 
either patients with LGE (HR 1.18; 95% CI 0.59-2.38; P = 
.63), or for patients without LGE (HR 1.00; 95% CI 0.39-
2.53; P=.99), (P for interaction = 0.79)



Conclusions

 GDMT initiation in NICM leads to reversal of myocardial
remodeling in up to 30% of patients pressing the 
importance of postponing ICD implantation

 When considering ICD implantation for SD prophylaxis in 
NICM competing risks of death ( progressive pump failure
) should be taken into consideration

 An individualized approach to risk stratification, 
encompassing a comprehensive clinical assessment ( older
and frail pts should not be considered for an ICD ), is
needed and validated. In the meantime ICD, for medico-
legal issues too, will continue to be the cornerstone of 
management of SD risk in NICM


