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BACKGROUND Patients at high risk of bleeding requiring percuta-
neous coronary intervention (PCI) are a challenging group who need
careful evaluation of both their thrombotic and bleeding risks.
Deciding on duration and intensity of antithrombotic management is
difficult and has to be well balanced. In these patients, a polymer-free
metallic stent coated with biolimus-A9 (Biofreedom

�
) followed by a

one-month dual antiplatelet therapy has shown to be safer and more
effective when compared to a bare metal stent during a two year
follow-up (LEADERS-free trial). Yet, data on safety and efficacy
outside a trial are scare. Therefore, we analyzed this regimen in a real-
world scenario.
METHODS Between November 2015 and August 2016, Patients at high
bleeding risk and indication for PCI were treated with Biofreedom

�

stents followed by a DAPT consisting of aspirin (100 mg/day) and clo-
pidogrel (75 mg/day) for one month. Clinical follow-up was performed
to evaluate the safety and efficacy of this therapeutic regimen. There-
fore, patients were followed by standardized telephone interview.
RESULTS Overall, 93 patients were enrolled in this study (mean age 73
� 11 years; 28 female (30%)).MeanHASBLED-scorewas 2.9�0.86. High
bleeding risk characteristics were: High HASBLED-score (� 3) in 66 pt.,
age � 75 y (51 pt.), indication for oral anticoagulation (63 pt.), tumor (21
pt.), need for non-cardiac surgery (16 pt.), and history of severe
bleeding (9 pt.). In sum 113 interventions were performed. Patients
received a mean of 1.84 � 1.13 stents. No stent thrombosis occurred
during a mean follow-up of 6.1 � 2.7 months. Nine patients died during
follow-up, all deaths were not related to bleeding events or myocardial
infarction. In six patients (6%), bleeding events occurred.
CONCLUSION In patients at high risk of bleeding, implantation of the
polymer-free metallic stent coated with biolimus-A9 (Biofreedom

�
)

followed by a one-month dual antiplatelet therapy was safe and
effective in a real-world scenario, no stent thrombosis occurred.
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BACKGROUND The development of biodegradable polymer-coated
Sirolimus-Eluting Coronary Stent (SES) System for the treatment of
coronary artery diseases has resulted inconsiderable improvements in
clinical outcomes. The aim of the meriT-2 study was to determine the
long-term safety and performance of the BioMime Sirolimus-Eluting
Coronary Stent System (Meril Life Sciences Pvt. Ltd., Gujarat, India)
for the treatment of coronary artery disease patients.
METHODS The meriT-2 was a prospective, multicenter study con-
ducted in 250 patients at 11 Indian sites. The primary endpoint was
major adverse cardiac events (MACE) defined as a composite of car-
diac death, myocardial infarction (MI) and target lesion revasculari-
zation (TLR) at 30 days after the procedure. The primary efficacy
endpoint was in-stent late lumen loss (LLL) at eight months. The
secondary endpoints were MACE and stent thrombosis (ST)at one-
year follow-up. The clinical follow-up was performed at the following
time points: 30 days, six months, one year, and three-year after index
procedure. Recently, follow-up was performed at three-year and the
resultant cumulative MACE was analyzed.
RESULTS Follow-up at three-year was available for 242 patients (96.8%).
Among those 123 (49.2%) patients had hypertension and 91 (36.4%) pa-
tients with diabetes mellitus. Out of 355 lesions, 63.4% lesions were type
B2/C as defined by the ACC/AHA guidelines. The cumulativeMACEwas 18
(7.4%), including 2(0.8%) cardiac deaths, 4 (1.6%) MI, and 12 (4.8%) any-
TLR. Stent thrombosis was observed in 3 (1.2%) patients.
CONCLUSION Long-term clinical outcomes of BioMime SES at 3 year
follow-up demonstrated excellent safety and performance in a coro-
nary artery disease patient population with a high prevalence of hy-
pertension, diabetes and complex lesions.
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BACKGROUND Limited data exist for robotic PCI outcomes via
transradial access (TRA). The goal of this study was to compare clinical
and technical success for radial- vs femoral access robotic PCI.
METHODS The multicenter PRECISION registry (n¼11 sites) collected
clinical and procedural data of robotic PCI procedures utilizing the
CorPath 200 System (Corindus Vascular, Waltham, MA). Technical
success was defined as procedural success (residual stenosis <30%;
TIMI 3 flow) with robotic PCI while clinical success required absence of
major adverse cardiovascular events (MACE: cardiac death, myocardial
infarction, or clinically driven target vessel revascularization).
RESULTS 501 patientswith 607 lesionswere treatedwith robotic PCIwith
TRA in 310 (62%) and TFA in 191 (38%) patients. Technical success rates
were 92.4% and 86.7% (TRA vs TFA), respectively (P¼0.03) and clinical
success rates were 99.4% and 94.7% respectively (P¼0.002) (Table). Nine
serious adverse events (SAE) (1.9%radial vs 1.6% femoral, p¼1.0)unrelated
to the CorPath 200 System occurred during the study period. Of these 9
SAEs, three (3) were determined MACE as defined by the protocol.
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