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[News01]
Cangrelorはクロピドグレルよりも優れて
いる

[News02]
治験薬は血管形成術中の心筋傷害を軽減す
る

[News03]
余震の強度は心血管系の健康に直接影響
する

[News04]
オフポンプとオンポンプバイパス術技術は
同等である

[News05]
DKクラッシュおよびキュロットステント
施術が比較された

[News06]
血栓溶解薬は血管形成術と同程度に有効
である

[News07]
カテーテル弁置換術の安全性は開心術と
同様である

[News08]
心疾患の起源がミイラにおいて発見された

[News09]
ジゴキシンは心不全患者の入院を減らす

[News10]
シルデナフィルは拡張期心不全患者に
無効であった

[News11]
薬剤により糖尿病患者の狭心症は軽減する

[News12]
エプレレノンはMI後の予後を改善する
可能性がある

[News13]
待機的PCIは外科的なバックアップなしで
安全に施行された

[News14]
バイオリムス溶出ステントはエベロリムス
溶出ステントと同等である

In a match-up of Japan's top drug-releasing stent and a new device featuring a biodegradable coating, the 
newcomer delivered statistically comparable one-year results, according to data from the NEXT trial 
presented at the American College of Cardiology's 62nd Annual Scientific Session.

The polymer coating on drug-eluting stents slowly releases a drug designed to prevent restenosis and 
subsequent target lesion revascularization. The polymer's drug greatly reduces restenosis and target lesion 
revascularization rates, but the coating itself retards healing in the stented artery and may trigger an 
inflammatory response that leads to late adverse effects. The clinical challenge is to retain the pros of the 
drug and minimize or eliminate the cons of the polymer. With a polymer coating that dissolves six to nine 
month after implantation, the biolimus-eluting stent (BES) may reduce late restenosis or stent thrombosis.

The NEXT trial assigned 3,235 patients to either BES or an everolimus-eluting stent (EES) in the largest 
multicenter, randomized open-label study comparing these two devices ever reported. BES was approved in 
Japan in 2011, while EES is the country's leading coronary drug-eluting device. The two eluted compounds 
belong to the same class of drugs. The study enrolled all patients scheduled for insertion of a drug-eluting 
stent at 98 participating centers in Japan, with no exclusion criteria.

"Our results suggest that BES could be the alternative to EES, a current gold standard second-generation 
drug-eluting stent," said Masahiro Natsuaki, M.D., of Kyoto University Graduate School of Medicine's 
Department of Cardiovascular Medicine. "Because the polymer will completely disappear one year after stent 
insertion, at least a three-year timeframe will be needed to demonstrate the potential advantage of BES over 
other available stents."

BES met the goal of non-inferiority to EES in target-lesion revascularization at one year, with target lesion 
revascularization in 67 BES patients vs. 66 EES patients (4.2 percent for both groups). The cumulative rates 
of definite stent thrombosis were low and similar at 0.25 percent in the BES group vs. 0.06 percent in the 
EES group. In a substudy of 528 patients, angiographic imaging confirmed similar rates of restenosis in both 
study arms, expressed as late lumen loss—a shrinkage of space inside the stented artery at 266 days + 43 
days after the procedure: loss of 0.03+0.39mm in BES patients vs. 0.06+0.45mm in EES patients.

The study's other primary outcome is death or heart attack at three years after stent insertion, with multiple 
secondary outcome measures for that three-year timeframe. Interim two-year data also will be analyzed.

Many patients in this study were older (mean age 69.2±9.8 years), had diabetes (46 percent) or already had 
a coronary stent (51 percent). Analysis found no differences in outcomes for these subgroups between the 
two stent types. An earlier study's findings had raised concerns about acute success rate with BES—the 
ability to deliver all intended stents to the target site and achieve the target artery diameter. In this trial, acute 
success rates were very high for BES and EES at 99.6 percent in both groups.

Dr. Natsuaki observed that despite the study's all-comer design, the actual study population mostly included 
patients with stable coronary artery disease; the one-year rate of target lesion revascularization was lower 
than expected, leading to a relatively large margin of non-inferiority; and the high incidence of follow-up 
angiography inflated rates of target lesion revascularization. Nevertheless, "Given the equivalent one-year 
outcome, long-term clinical data for biodegradable-polymer BES compared with durable-polymer EES will 
have crucial implications for future development of improved metallic drug-eluting stents," he said.

The study was sponsored by Terumo Japan. Dr. Natsuaki indicated no conflict of interest.

NEXT: Outcomes of patients receiving biolimus-eluting stent comparable to 
everolimus stent at one year
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バイオリムス溶出ステントはエベロリムス溶出ステントと同等
である（Abstract # 13-LB-11492）

日本でトップの薬剤溶出ステントと生物分解性コーティングを特徴とする新たなデバイスの比較
において、この新規参入ステントの1年後の成績は統計学的に同等であったとのNEXTトライアル
のデータが第62回American College of Cardiology学会で発表された。NEXTトライアルは、こ
れら2つのステントを比較した最大の多施設、無作為化、オープンラベルスタディであり、3,235人
の患者がバイオリムス溶出ステント（BES）またはエベロリムス溶出ステント（EES）に割り付けられ
た。スタディは日本における 98の参加施設において薬剤溶出ステント挿入を予定された全ての患
者を組み入れ、除外項目はなかった。1年後の標的病変血行再建率はBESで67%であったのに
対しEESでは66%であり（両群ともに4.2%）、BESはEESに対し非劣性であるとの目的を達成し
た。明確なステント血栓の累積発生率は低く、BES群で0.25%であったのに対しEES群で0.06%
であった。スタディ対象患者の多くは高齢であり（平均年齢69.2±9.8年）、糖尿病を有していたり
（46%）すでに冠動脈内ステントを留置されたりしていた（51%）。解析の結果、これらのサブグル
ープにおいて2つのステント群間の予後に差はなかった。初期成功率はBESおよびEESで非常
に良好であり両群ともに99.6%であった。 
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NEXT：バイオリムス溶出ステントを留置された患者の1年後の予後はエベロリムス溶出ステ
ントを留置された患者のそれと同等である


