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Placement of an implantable cardioverter-defibrillator (ICD) in patients with non-ischemic systolic heart failure 
did not improve overall survival compared to usual clinical care – although a secondary outcome, risk of 
sudden cardiac death, was halved with ICD placement, according to new research reported here.

Results of the DANISH trial, presented at ESC Congress 2016, with simultaneous publication in the New 
England Journal of Medicine, suggest a caveat to both European and American Heart Association guidelines 
which recommend ICDs for all heart failure, noted study investigator Lars Kober, MD, from Rigshospitalet, 
Copenhagen University Hospital in Copenhagen, Denmark.

"Prophylactic ICD implantation is a class 1 recommendation in patients with heart failure and reduced left 
ventricular systolic function in both European and American guidelines," he explained. "However, the 
evidence is much weaker for patients with non-ischemic etiology. Until now, there has been the limited data on 
ICDs in this population, and our trial fills that gap by suggesting ICDs should not be routinely implanted in all 
patients with systolic heart failure."

DANISH (which stands for DANish randomized, controlled, multicenter study to assess the efficacy of 
Implantable cardioverter defibrillator in patients with non-ischemic Systolic Heart failure on mortality) included 
stable patients with chronic, non-ischemic, symptomatic heart failure.

A total of 560 control patients were randomized to receive usual care (which included 
guideline-recommended medication including beta blockers, renin-angiotensin inhibitors, and 
mineralocorticoid-receptor antagonists), while 556 patients were randomized to receive an ICD.

There was an equal proportion of patients (58%) in both groups who also needed cardiac-resynchronization 
therapy (CRT). This was delivered via biventricular pacemakers in the control arm, and via a device 
combining CRT and ICD in the ICD arm.

After a median follow-up time of 67.6 months, the primary outcome of death from all causes occurred in 
21.6% of the ICD patients and 23.4% of the controls – a non-significant difference (hazard ratio [HR] 0.87; 
95% confidence interval 0.68 to 1.12; P=0.28).

Sudden death, a secondary outcome, occurred in 4.3% of the ICD patients and was almost doubled (8.2%) in 
the control group (HR 0.50; 95% CI 0.31 to 0.82; P=0.01).
The results were independent of whether or not a patient received a CRT device, but there was an important 
interaction with age, said Professor Kober.

"Patients younger than 68 years of age had a significant reduction in all-cause mortality if they received an 
ICD (HR 0.64; 95% CI 0.45 to 0.90, P=0.01), suggesting that younger patients may have a survival benefit 
with ICD implantation."

Device-related infections occurred in both groups, since 58% of the controls had received a biventricular 
pacemaker. However, in patients not receiving CRT there was an excess risk of device infection in the ICD 
group (5.1% vs. 0.8% in controls; HR 6.35; 95% CI 1.38 to 58.87; P=0.006).  Inappropriate shocks are also 
another risk associated with ICDs, and these occurred in 5.9% of the ICD group.

Current American Heart Association guidelines include ICD implantation as a class 1A recommendation for 
primary prevention of all-cause mortality in patients with symptomatic systolic heart failure - with no 
differentiation between patients with ischemic and non-ischemic etiology, while European guidelines have a 
class IB recommendation specifically for patients with non-ischemic heart failure, he explained.

"Guidelines are based on multiple studies and ICD treatment should still have a class 1A recommendation for 
prevention of sudden cardiac death in non-ischemic heart failure also. However, patients with a high risk of 
non-sudden death may not benefit, and age should be an important factor in the decision to give an ICD, 
along with comorbidities," he concluded.
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非虚血性心不全におけるICDの延命効果は
示されなかった(Abstract 1220)

非虚血性心不全患者に対する植込み型除細動器（ICD）は通常治療に比べ、二次転帰であ
る心臓突然死を半減した（p=0.01）が総生存率は改善しなかった（p=0.28）、と2016年ESC 
Congressで発表され、同時にNew England Journal of Medicine に掲載された。このDANISH
トライアルの結果は、患者がCRTデバイスを植え込まれたか否かには関係がなかったが、68歳
未満の患者においてはICD植込み例では全死亡が有意に少なく（p=0.01）、若年患者はICD
植込みによる延命効果の可能性が示唆された。 

DANISH：非虚血性心不全における一次予防としてのICDは適切でない可能性が
ある

News 03

Conference News
[News 01] 
新規経口抗凝固薬はワルファリンと
比べても遜色はない

[News 02] 
Nebivololはアントラサイクリン心毒性を
予防する

[News 03] 
非虚血性心不全におけるICDの延命効果
は示されなかった

[News 04] 
N-アセチルシステインはMI後の状態を
引き上げる

[News 05] 
CPAP治療による心血管系の有益性は
ない

[News 06]
幹細胞静脈内投与の期待される
ベネフィット

[News 07]
心臓再生療法のトライアルが新たな
知見をもたらす

[News 08]
短期間の抗血小板薬2剤併用療法は有効
である

[News 09]
除細動前の抗凝固薬による新たな治療
選択肢

[News 10]
冠動脈分岐部病変に対するステント留置
技術の比較

[News 11]
STEMIにおいてプラスグレルとticagrelor
の有効性は同等である

[News 12]
機能的画像検査の広範な使用が推奨
される

[News 13]
アリロクマブは家族性高コレステロール
血症のアフェレーシスを減少させる

[News 14]
伏在静脈グラフトにおいて薬剤溶出
ステントはより有効である

[News 15]
光干渉断層法による有益性は小さい

[News 16]
抗凝固薬による出血に対する迅速かつ
有効な中和剤


