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Abstract

Objective: The study ams to evaluate the effectiveness and safety of selective arterial embolization for managing
anticoagul ation-related soft-tissue bleeding, with adherence to regulatory standards outlined in the Medical Device
Directive (MDD) 93/42/EEC, including MEDDEV 2.4/1 guidelines, and the Medical Device Regulation (MDR
2017/745).

The research involved a rigorous process of collecting and analyzing clinical data to assess the safety and
performance of the INT FINETHROUGH GUIDEWIRE in combination with MICRO CATHETER produced by
Shanghai Kindly Medical Instruments Co., Ltd. The exhaustive review of clinical data, coupled with a thorough
clinical assessment, aimed to robustly demonstrate the device’s efficacy and safety in treating anticoagulation-related
soft-tissue bleeding

Chronic Total Occlusion (CTO) has been considered as one of the “final frontier” in interventional cardiology. Until
recently, the patients with CTO are often managed surgically or medically due to lack of published evidence of
clinical benefits and lower success rate of percutaneous recanalization of CTO. However, the introduction of
enhanced guidewires, microcatheters combined with novel specialized devices and techniques reduce the number of
unapproachable CTO. In this review article, current techniques and devices of percutaneous recanalization of CTO
have been systematically summarized, which may help budding interventional cardiologists to theoretically
understand these complex procedures and to deliver safe and effective percutaneous management of CTO to the
patients.

Background: Anticoagulation therapy, while beneficia in preventing thromboembolic events, increases the risk of
soft-tissue bleeding, which can be severe and potentially life-threatening. Traditional management strategies may not
always be effective in controlling such bleeding, necessitating alternative approaches. Selective arterial embolization
has emerged as a promising intervention for managing severe anticoagul ation-related bleeding. This study exploresits
efficacy and safety, with an emphasis on adherence to contemporary regulatory standards.

The research involved a rigorous process of collecting and analyzing clinical data to assess the safety and
performance of the INT FINETHROUGH GUIDEWIRE in combination with MICRO CATHETER produced by
Shanghai Kindly Medica Instruments Co., Ltd. The exhaustive review of clinical data, coupled with a thorough
clinical assessment, aimed to robustly demonstrate the device’s efficacy and safety in treating anticoagulation-related
soft-tissue bleeding
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Anticoagulation therapy plays a crucia role in preventing thromboembolic events such as stroke, myocardia
infarction, and deep vein thrombosis by inhibiting blood clot formation. Despite its significant benefits in reducing
the risk of these serious conditions, anticoagulation therapy introduces a heightened risk of bleeding complications,
particularly soft-tissue bleeding. This type of bleeding can range from minor to severe, with potential for life-
threatening outcomes, especialy in patients with comorbidities or those on high-dose anticoagul ation regimens.
Managing severe soft-tissue bleeding in anticoagulated patients poses a significant clinical challenge. Traditional
management strategies, which may include increased dosage adjustments, use of antidotes, or surgical interventions,
often prove inadequate or impractical in effectively controlling such bleeding. In some cases, these approaches may
not fully address the source of bleeding or may lead to further complications.

In response to these challenges, selective arterial embolization has emerged as a promising and innovative
intervention for managing severe anticoagulation-related bleeding. This technique involves the targeted occlusion of
specific arterial vessels to control or stop bleeding at its source. By delivering embolic agents precisely where needed,
selective arterial embolization aims to achieve rapid hemostasis and minimize systemic complications.

The evolving role of selective arterial embolization in managing anticoagulation-related bleeding underscores the
need for rigorous evaluation of its efficacy and safety. This study is designed to explore these aspects
comprehensively while adhering to contemporary regulatory standards. Specifically, the study complies with the
Medical Device Directive (MDD) 93/42/EEC and the Medical Device Regulation (MDR 2017/745), ensuring that the
procedures and practices meet the highest levels of regulatory scrutiny and quality assurance.

Through detailed analysis and adherence to regulatory guidelines, this study aims to validate the clinical benefits of
selective arterial embolization and provide evidence-based insights into its role as an effective management strategy
for severe soft-tissue bleeding in anticoagul ated patients.

Methods: A comprehensive clinical review was conducted, adhering to strict regulatory frameworks to assess the
effectiveness of selective arterial embolization. The study involved meticulous data collection, including the use of
multidetector computed tomography angiography (MDCTA) to guide treatment. The method covers the clinica
evaluation of the device including Clinical Safety, clinical performance and clinical safety aswell.

Results: The results demonstrate that selective arterial embolization is an effective and safe intervention for managing
anticoagul ation-rel ated soft-tissue bleeding. The procedure successfully controlled bleeding in the majority of cases,
with a low incidence of complications. MDCTA proved valuable in guiding the embolization process and ensuring
precise targeting of the affected vessels.

Conclusion: Selective arterial embolization is a viable treatment option for anticoagulation-related soft-tissue
bleeding, offering both efficacy and safety. The study was conducted in strict compliance with MDD 93/42/EEC and
MDR 2017/745, ensuring high standards of clinical practice and regulatory adherence. The results support the use of
thisintervention in clinical practice, with MDCTA serving as a crucid tool in optimizing treatment outcomes.
Selective arterial embolization has emerged as a highly effective and promising treatment modality for managing
severe anticoagulation-related soft-tissue bleeding. This study demonstrates that selective arterial embolization can
significantly address the challenges associated with anticoagulation-induced bleeding, offering a targeted approach
that enhances patient outcomes. The rigorous adherence to the Medical Device Directive (MDD) 93/42/EEC and the
Medica Device Regulation (MDR 2017/745) throughout the study highlights a strong commitment to upholding high
regulatory standards and ensuring the safety and efficacy of the intervention.

The positive outcomes from the study support the integration of selective arterial embolization into clinical practice as
a viable intervention for severe bleeding cases related to anticoagulation therapy. Additionally, the use of MDCTA
(Multi-Detector Computed Tomography Angiography) has proven instrumental in guiding treatment decisions and
optimizing results, further enhancing the efficacy of the embolization procedure.

In parallel, advancements in percutaneous coronary intervention (PCI) for chronic total occlusions (CTO) reflect
similar progress in interventiona cardiology. The significant improvements in guidewire technology, dedicated
devices, and techniques for refractory CTOs have notably increased the success rate of percutaneous
revascularization. These advancements facilitate the effective management of CTO lesions, providing the potential for
complete revascul arization and better clinical outcomes.

However, the complexity of CTO procedures underscores the importance of experience and proficiency with
contemporary techniques and devices. A thorough understanding of these innovations and a dedicated approach to
mastering their application are cruciad for achieving safe and successful recanaization. For interventiona
cardiologists, acquiring expertise in these advanced techniques and devices will be essentia to navigating the
challenges of complex CTO cases and delivering effective percutaneous treatments.
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Overdl, the integration of selective arteria embolization and advanced PCI techniques into clinical practice
represents a significant advancement in managing severe bleeding and complex coronary conditions, ultimately
improving patient care and outcomes

Keywords: Selective arterial embolization, anticoagulation-related bleeding, MDCTA, MDD 93/42/EEC, MDR
2017/745, clinical safety, treatment efficacy.
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