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[News 01] 
薬剤によりいくつかの術後合併症が減少
する

[News 02] 
MI後のdarapladib投与はその後のリスクを低
下させない

[News 03] 
新しいクラスの薬剤は心不全においてACE
阻害薬よりも優れている

[News 04] 
Serelaxinは心不全の院内増悪を軽減する

[News 05] 
完全血行再建術はMI後の予後を改善する

[News 06]
4極リードによりCRT合併症が減少する

[News 07]
CRTにおいて代替のリード位置は安全である

[News 08]
新たな生分解性の薄いステントは有望である
ことが示された

[News 09]
血行再建術を回避しても安全な患者の見
極め 

[News 10]
治験薬はスタチンと共に作用しコレステロー
ルを低下させる

[News 11]
糖尿病患者においてロスバスタチンはアト
ルバスタチンよりも選択肢として優れてい
る可能性がある

[News 12]
ロスバスタチンは冠動脈内プラーク体積を縮
小させる

[News 13]
アミオダロンはアブレーション後の短期回復を
改善する

[News 14]
リバーロキサバンを用いた前治療により除細動
が早められる可能性がある

[News 15]
鉄の経静脈的補給は心不全症状を改善する

[News 16]
合剤はMI後治療へのアドヒアランスを上昇さ
せる

A method for measuring coronary artery blockage in patients following a myocardial infarction can help more than one fifth of them avoid stents or 
surgery, according to a British study presented at the ESC Congress 2014.

The findings "are highly relevant to contemporary clinical care and, as a 'proof-of-concept', the trial sets the scene - which needs to be examined 
further in a much larger trial - for a more objective approach to treating heart attack patients," said senior author Colin Berry, PhD, from the 
Institute of Cardiovascular and Medical Sciences at the University of Glasgow, in Glasgow, United Kingdom.

Results of the prospective, multicenter, randomized, controlled FAMOUS-NSTEMI trial were presented as a Hot Line at the congress and 
published simultaneously in The European Heart Journal.

The findings support more research with this technique, known as Fractional Flow Reserve (FFR) measurement, in patients who have recently 
suffered the most common type of heart attack, known as Non-ST-Segment Elevation Myocardial Infarction (NSTEMI), said Professor Berry.

"Most NSTEMI patients undergo coronary angiography to allow cardiologists to evaluate the severity of coronary stenosis," he explained. 
"Decisions about treatment are then based on visual interpretation of the angiogram. But this is a subjective interpretation that could potentially 
lead to misdiagnosis and incorrect treatment decisions," he said.

"FFR measurement is an objective alternative, and this trial that has shown clearly that compared with standard angiography-guided 
management, FFR-guided management differentiates patients for drug treatment that would otherwise have been treated surgically or with 
stents".

The study involved 350 patients (mean age 62 years, 74% male) from 6 acute care hospitals in the United Kingdom.

To be included, all patients needed a diagnosis of acute NSTEMI, at least one risk factor for coronary artery disease (e.g. diabetes mellitus), and 
have either urgent invasive management planned within 72 hours of their heart attack, or a history of recurrent symptoms within 5 days.

Additionally, angiography needed to show at least one coronary artery for which FFR measurement might have diagnostic value, meaning 
blockage of at least a 30% and normal blood flow.

A decision to treat with either drug therapy, stents, or surgery was made by the attending physicians based on assessment of each subject's 
baseline angiogram.

Subjects were then randomized to either receive this treatment (n=174), or to receive a subsequent diagnostic FFR (n=176) that would refine the 
treatment decision.

FFR assesses the physiological severity of a coronary blockage using a pressure-sensitive guidewire. Until now, absence of evidence has meant 
the role of FFR in NSTEMI patients is uncertain.

Previous studies in patients with stable symptoms have shown that patients with FFR values above 0.80 can be safely treated medically, without 
the need for coronary revascularization surgery, whereas measurements of 0.80 or less are an indication for revascularization. However, it 
remains uncertain whether this FFR cut-off is valid in NSTEMI patients, and whether or not FFR might be used in all arteries (culprit and 
non-culprit). FAMOUS-NSTEMI was a developmental trial designed to gather information on these uncertainties

While all subjects in this study received the diagnostic FFR, results were only consulted for those who were randomized to FFR-guided treatment, 
while those who were randomized to angiographically guided treatment had their FFR results sealed until after study completion.

The study showed that among subjects randomized to FFR-guided treatment, more than one fifth (21.6%) had a revised treatment plan based on 
the FFR measurement and ultimately 22.7% of them received drug therapy (i.e. avoided revascularization) compared to 13.2% of those in 
angiographically-guided group (p=0.022; relative risk 1.72). At 12 months, revascularization remained lower in the FFR group compared to the 
angiographically-guided group (79.0% vs. 86•8%, p=0.054), with 72.2% percutaneous coronary intervention (PCI) and 6.2% coronary artery 
bypass grafting (CABG) in the FFR group compared to 79.9% PCI and 6.9% CABG in the angiographically-guided group.

Myocardial Infarction related to revascularization also tended to be lower (p=0.12) and all major adverse cardiac events (MACE) were similar 
(p=0.89). Spontaneous MACE excluding procedure-related heart attack tended to be higher (p=0.25) in the FFR-guided group, but the number of 
events in this trial is too small to draw any conclusions about health outcomes. In fact, one of the main conclusions is that a larger trial is needed.

The trial results raise the question of competing risks, noted Professor Berry.

"On the one hand revascularization and heart attacks related to these procedures are reduced. On the other hand, spontaneous MACE events 
tended to be higher in the FFR-group that was managed with medical therapy. However, the number of events is small and the affected patients 
had heterogeneous characteristics. Of the additional events in the FFR group only a minority (four of ten patients), were associated with a 
decision to change treatment from revascularization to medical therapy based on the FFR disclosure. This suggests other factors may be 
relevant."

In terms of cost, mean material costs were higher in the FFR-guided group compared to the angiography-guided group (£1,095 vs. £822) because 
of the cost of the pressure wire, however because length of stay and other hospital costs were less in the FFR group, the overall in-hospital 
healthcare costs were similar (£7,289 and £7,484, respectively).  

"The FAMOUS-NSTEMI trial is unique since it is the first multicenter, randomized, controlled trial to assess FFR-guided management specifically 
in patients with recent heart attack, and in whom all treatment options (drugs therapy, stents or surgery) were possible. FAMOUS-NSTEMI 
extends the evidence of the DEFER, FAME, FAME-2 and RIPCORD studies which were focused on patients with stable symptoms rather than on 
patients with recent heart attack," noted Professor Berry.
Use of FFR to inform treatment decisions in invasively-managed NSTEMI patients is not the standard of care mainly because of a lack of 
evidence, he added.

"The results support the case for a larger definitive trial informed by the results of the FAMOUS-NSTEMI study to fully assess the effects of 
FFR-guided management on health outcomes and cost-effectiveness in the longer term."

The study was supported by a Project Grant from the British Heart Foundation. St Jude Medical provided the coronary pressure wires.

Professor Berry was supported by a Senior Fellowship from the Scottish Funding Council. He has acted as a Consultant to St Jude Medical with 
reimbursement paid to his employer, the University of Glasgow.

Patients undergoing radiofrequency ablation to treat atrial fibrillation (AF) have better early outcomes if they take the 
drug amiodarone immediately after their procedure, according to results of a new study presented at ESC Congress 
2014.

Early recurrences within the first few months after ablation for AF are common and often a discouraging experience 
for patients. The ablation itself is thought to cause some of these early recurrences, but the impact of preventing 
early recurrence on later success remains unclear.

AMIO-CAT, the first double-blind randomized clinical trial to evaluate a short-term course of amiodarone, an 
antiarrhythmic drug, after AF ablation showed that early recurrence of arrhythmia could be effectively reduced with 
this medication within the first three months after ablation. However the benefit did not persist beyond this.

"Although amiodarone did not affect recurrence at six months, our study shows that short-term use of this medication 
after ablation is still a relevant strategy because of its beneficial effects during the first three months," said 
investigator Stine Darkner M.D., from the Heart Centre at Rigshospitalet in Copenhagen, Denmark.

The study, presented as a Hot Line at the congress and published simultaneously in the European Heart Journal, 
also showed that amiodarone's beneficial impact on early rhythm control reduced hospitalizations among treated 
patients compared to those on placebo, and resulted in fewer cardioversions – a procedure by which normal heart 
rhythm is restored with electric shocks.

The study included 212 patients undergoing radiofrequency ablation for the treatment of either paroxysmal or 
persistent AF who were randomized to receive 8 weeks of either amiodarone (n=108) or placebo (n=104) starting 
immediately after their procedure.

The primary end point of the study was AF lasting more than 30 seconds after the "blanking period" - a three-month 
period in which AF episodes can occur as part of the healing process and are generally not counted in final study 
results.

At six months, the study showed no significant difference in AF recurrence between the treated and placebo groups 
(39% vs. 48%, p=0.18), however during the blanking period, amiodarone reduced the number of AF recurrences 
compared to placebo (34% vs. 53%, p=0.006), and more than halved arrhythmia-related hospitalization (p=0.006) 
and cardioversion rates (p=0.0004).

Looking separately at patients who entered the study with either paroxysmal (n=107) or persistent (n=105) AF, the 
analysis showed that, amiodarone prolonged the time to first AF recurrence compared to placebo in both subgroups 
(p=0.045 and p=0.005 respectively) during the blanking period. Hospitalization and cardioversion rates within the 
blanking period were only statistically significantly reduced by amiodarone in the subgroup of patients with persistent 
AF.  "Thus, it seems that effect was largely driven by the group of patients with persistent AF," noted Dr. Darkner.

There was no statistically significant difference in the number of serious adverse events between the treated and 
placebo groups. Even though significantly more patients in the amiodarone group experienced transient adverse 
effects (sleep disturbances, gastrointestinal symptoms and asymptomatic changes in serum concentrations of 
thyroid hormones), these patients did not report reduced quality of life compared to those treated with placebo.

"The adverse effects of amiodarone therapy are well known and not unexpected," said Dr. Darkner. "The similarities 
in quality of life, despite the higher number of adverse events in the amiodarone group may be due to the reduced 
AF-related hospitalizations and cardioversions," she suggested.

"One might expect that the reduced hospitalization and cardioversion rates could also decrease the cost of 
post-ablation care," she added.

"Current guidelines for AF ablation do not give specific recommendations with respect to early antiarrhythmic drug 
therapy after ablation, but our data suggests that short term prophylactic treatment with amiodarone should be 
considered, particularly for patients with persistent AF."

The study was funded by the Danish Heart Foundation and The Heart Centre Research Committee at Righospitalet, 
Copenhagen.

Dr. Darkner reported no conflicts of interest.

AMIO-CAT: Better early outcomes seen when amiodarone is given immediately 
after ablation for atrial fibrillation

Full Text

アミオダロンはアブレーション後の短期回復を改善
する（Presentation #4947）

心房細動（AF）の治療として高周波アブレーションを施行される患者は、施術直後にアミオダロ
ンを内服すると早期予後が改善するとの研究結果が2014年European Society of 
Cardiology Congressホットラインセッションで発表され、同時にThe European Heart Journal
に掲載された。AMIO-CATでは、発作性AFまたは持続性AFに対し高周波アブレーションを施
行される患者212人を、アミオダロン（108人）またはプラセボ（104人）を施術直後から8週間投
与される群にランダムに割り付けた。スタディの一次エンドポイントは、"ブランキング期間"－治癒
過程としてAF発作が起こり得る3か月間で通常最終的なスタディの結果にカウントしない－後の
30秒以上持続するAFであった。6か月後のAF再発は実薬群とプラセボ群とで有意差がな
かった（39%対48%、p=0.18）が、ブランキング期間のAF再発数はアミオダロン群でプラセボ群
よりも少なく（34%対53%、p=0.006）、不整脈による入院（p=0.006）および除細動率
（p=0.0004）は半分以下であった。アブレーション後3か月間の早期再発性の不整脈はこの薬
剤により効果的に減らすことができる、と筆者らは結論付けている。しかし、この有益性は3か月
以上持続しなかった。 

AMIO-CAT： 心房細動に対するアブレーションの直後にアミオダロンを投与すると
早期予後が改善する
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