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Aspiration of the thrombus that causes a myocardial infarction before re-opening a patient's artery with a balloon 
catheter does not improve survival compared to performing balloon dilation and stenting alone according to the 
results of the Thrombus Aspiration in ST- Elevation myocardial infarction in Scandinavia (TASTE) trial.

"We believe that TASTE questions the usefulness of thrombus aspiration as a routine adjunct and the 
recommendation for its general use in international guidelines should probably be down-graded," said lead author 
Ole Fröbert, M.D., Ph.D.,  from the Department of Cardiology at Örebro University Hospital, in Örebro, Sweden.

The multicenter, prospective, randomized, controlled open-label trial enrolled 7244 patients with STEMI from 
Sweden, Denmark and Iceland who had a diagnosis of ST-elevation myocardial infarction (STEMI).

Half of the patients were assigned to balloon treatment only (percutaneous coronary intervention, or PCI) and the 
other half had their blood clot aspirated before PCI.

The mortality rate at 30 days post-procedure was not statistically different between the groups (3.0% versus 2.8% 
respectively).

Similarly, there was no difference between the two groups for secondary endpoints including risk of new heart attack, 
stroke and complications related to the treatment.

Even high risk groups such as smokers, patients with diabetes or patients with large clots had similar results with 
either approach.

"Our findings do not support a role for this additional procedure as a routine future treatment," said Dr. Fröbert.  The 
study results will likely have an immediate impact on clinical practice, he added.

Current European Society of Cardiology guidelines on treatment of patients with ST-elevation myocardial infarction 
(STEMI) recommend that thrombus aspiration should be considered and "most opinion leaders advocate its use," 
said study co-chair Stefan James M.D., Ph.D., from the Department of Cardiology and Uppsala Clinical Research 
Center at Uppsala University Hospital in Uppsala, Sweden.  Since the presentation of the TAPAS trial that suggested 
a mortality benefit (N Engl J Med 2008;358:557-67) thrombus aspiration has "gained an enormous popularity," he 
explained. "The therapy is so popular among interventional cardiologists because it intuitively feels beneficial to 
aspirate the clot that closes the artery."

But recent research has suggested that thrombus aspiration also carries risks. In 2012, a meta-analysis associated 
the procedure with a borderline significantly higher rate of stroke (Int J Cardiol 2012;166:606-12.) and another study 
showed that systemic embolization can occur as result (Circ J 2009;73:1356-8).

The TASTE trial is the first large-scale randomized trial of thrombus aspiration for STEMI to be large enough to 
reveal meaningful findings on mortality and morbidity.

It enrolled more patients than all previous randomized trials of this procedure combined and included a much 
broader range of patients in order to make the results relevant to everyday clinical practice.

"An even more far-reaching impact is that our trial is the first trial ever to use the registry based trial concept, which 
we invented, " added Dr. Fröbert.

The study's unique Registry-Based Randomized Clinical Trial (RRCT) protocol used national registries as on-line 
platforms for randomization, case record forms and follow-up, making the trial economically and administratively 
feasible.

"This concept reduces costs to 1% or less of a conventional randomized trial and enables the testing of treatments 
that have no revenue potential. since commercial interest is often the main incentive behind large-scale randomized 
clinical trials," he said. "In general fewer of these trials are being performed because of the huge costs involved. This 
trial concept can help to break the deadlock of clinical trials."
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An emergency department strategy that uses two biomarkers to triage patients with suspected acute 
coronary syndrome (ACS) can increase the rate of early, safe hospital discharge, according to results 
of the Biomarkers in Cardiology 8 (BIC-8) trial the European Society of Cardiology 2013 Congress.

"This biomarker strategy using a state-of-the-art quantitative troponin assay in combination with an 
ultrasensitive copeptin assay has the potential to change clinical practice with high patient safety," said 
lead investigator Martin Möckel, M.D., Ph.D., from Charité - Universitätsmedizin Berlin, in Berlin, 
Germany.

"This is the first interventional trial to study whether it is safe to discharge suspected ACS patients who 
test troponin and copeptin negative at admission. Using this strategy, a high proportion of patients 
could be discharged early, thus unnecessary treatments and resources could be saved, causing a 
substantial benefit for patients and health care providers."

Emergency departments worldwide face increasing overcrowding and patients with signs and 
symptoms which might be caused by an acute coronary syndrome are very common, even though 
only around 15% of these patients are ultimately diagnosed with an acute myocardial infarction as the 
underlying disease, explained Dr. Möckel.

"Rapid rule-out of acute myocardial infarction (MI) is therefore a major clinical need, saving the health 
care system time and resources and patients unnecessary stress, anxiety and other risks associated 
with hospitalization."

Current guidelines recommend that patients receive serial troponin testing to confirm that hospital 
discharge is appropriate, but this testing delays definitive action, he said.

"The new biomarker copeptin has been shown to be elevated in patients first presenting with acute MI, 
and when combined with the  cardiac troponin biomarker has an excellent negative predictive value 
for acute MI.  However, an early discharge strategy based on combining these two tests has never 
been assessed prospectively."

BIC-8, a multicenter, open, randomized, controlled clinical trial, included 902 patients with an initial 
negative troponin test to assess this strategy.  In the experimental arm (n=451), patients with a 
negative copeptin test (less than 10 pmol/L) were discharged into ambulatory care, with a scheduled 
outpatient visit within 72 hours, while those with a positive copeptin test received standard treatment 
according to current guidelines.  Among patients in the standard arm (n=451), copeptin results were 
not available to treating staff and patients were treated according to current guidelines.

At 30 days of follow-up the rate of major adverse cardiovascular events (MACE) was similar in both 
groups (5.46% in the experimental arm vs. 5.5% in the standard arm), but emergency room discharge 
rates were significantly higher in the experimental arm (66% vs. 12%; P < 0.001).

The results support the consideration of a new treatment algorithm in low-to-intermediate risk patients 
with suspected ACS, said Dr. Möckel.

"Patients with a negative troponin and a negative copeptin result at admission can safely be 
discharged if the final clinical assessment is consistent with this decision, as long as a timely 
diagnostic work-up is done in the outpatient setting," he said.

However, the clinical judgment of the treating physician is of utmost importance, he stressed.  "If his or 
her final clinical assessment excludes discharge due to high suspicion of ACS, perhaps due to 
recurrent symptoms or an updated history, the patient should not be discharged despite negative 
biomarker results."
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コペプチン検査により心筋梗塞を除外できる可能性
がある

救急外来において2つのバイオマーカーを用いて急性冠症候群（ACS）疑い患者をトリアージ
することにより早期に安全に退院できる患者が増加する可能性があるとのBiomarkers in 
Cardiology 8 (BIC-8)トライアルの結果が2013年European Society of Cardiology学会で発表
された。この多施設オープン無作為化コントロール臨床試験では、初回のトロポニン検査陰性
であった患者902人を対象としこの方法を評価した。試験群（451人）ではコペプチン検査が陰
性（10pmol/L未満）の患者は外来診療で72時間以内の再受診とされ、一方コペプチン検査
陽性の患者は最新のガイドラインに従い標準治療を受けた。追跡期間30日後に主要な心血
管イベント（MACE）は両群で同等であった（試験群5.46%対標準治療群5.5%）が、救急外来
を退院する割合は試験群で有意に高かった（66%対12%；P<0.001）。これらの結果から、
ACSが疑われた患者で入院時のトロポニンおよびコペプチン検査が陰性の場合は退院させ
ても安全であることが示唆された。この方法を用いて心筋梗塞を迅速に除外できれば、多くの
患者が早期に退院でき不必要な治療や医療資源を節約できる可能性がある。 

BIC-8：急性冠症候群が疑われた際のバイオマーカー評価により診療が変わり得る
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