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Summary of safety and clinical performance
This Summary of Safety and Clinical Performance (SSCP) is intended to provide public access to an updated summary of the main aspects of the safety and clinical performance of the device.
The SSCP is not intended to replace the Instructions for Use as the main document to ensure the safe use of the device, nor is it intended to provide diagnostic or therapeutic suggestions to intended users or patients.

The following information is intended for users/healthcare professionals.

1. [bookmark: _Toc216688192]Scope of this Summary of Safety and Clinical Performance (SSCP):

[bookmark: _Toc216688193]Device Trade Name: 
Atrieve Vascular Snare Kit

[bookmark: _Toc216688194]Device description, Basic UDI-DI, and EU Classification:
	Device Name and Description
	Classification
	GMDN Code
	EMDN
	Basic UDI-DI

	Atrieve Vascular Snare™ Kit, 6-10 mm diameter x 120 cm snare, 6F x 100 cm catheter
	Class III
	17927
	C019005
	088633329000132

	Atrieve Vascular Snare™ Kit, 9-15 mm diameter x 120 cm snare, 6F x 100 cm catheter 
	
	
	
	

	Atrieve Vascular Snare™ Kit, 12-20 mm diameter x 120 cm snare, 6F x 100 cm catheter 
	
	
	
	

	Atrieve Vascular Snare™ Kit, 18-30 mm diameter x 120 cm snare, 7F x 100 cm catheter 
	
	
	
	

	Atrieve Vascular Snare™ Kit, 27-45 mm diameter x 120 cm snare, 7F x 100 cm catheter
	
	
	
	

	Atrieve Vascular Snare™ Kit, 2-4 mm diameter x 175 cm snare, 3.2F x 150 cm catheter 
	
	
	
	

	Atrieve Vascular Snare™ Kit, 4-8 mm diameter x 175 cm snare, 3.2F x 150 cm catheter
	
	
	
	



[bookmark: _Toc216688195]Year when the first certificate (CE) was issued covering the device: 
The Atrieve Vascular Snare Kit received CE Mark (CE 608298) in 2010 under MDD 




[bookmark: _Toc216688196] Manufacturer’s Name, address, and SRN:
	Manufacturer information

	Manufacturer SRN: US-MF-000002324
	Manufacturer Name: Argon Medical Devices, Inc.

	Contact First and Last Name: Scott Bishop
	Email: RegCompliance@argonmedical.com


	Phone Number: 903.675.9321
	Address:
1445 Flat Creek Rd.
Athens, Texas 75751
USA



[bookmark: _Toc216688197]Authorized representative name and SRN:
	Authorized Representative Information

	SRN: NL-AR-000000116
	Authorized Representative Organization Name:
Emergo Europe

	Contact Information: Vigilance Team
	Email: EmergoVigilance@ul.com

	Phone Number: +31.70.345.8570
Fax: +31 (0)70 346 7299
	Address
Street number and name: 60 Westervoortsedijk
City: Arnhem
Postal/Zip Code: 6827 AT
Country: The Netherlands



[bookmark: _Toc216688198]NB’s name and single identification number:
	Notified Body

	Name:
	The British Standards Institution (BSI) Group the Netherlands B.V.

	Address:
	John M. Keynesplein 9
1066 EP Amsterdam
 The Netherlands

	Website:
	www.bsigroup.com 

	Telephone:
	+31 (0)20 346 07 80

	Fax:
	+31 (0)20 346 07 81

	Notified Body Number:	
	2797



2. [bookmark: _Toc216688199]Intended Use/Purpose of the device 
References:
Reference numbers: X9585730-0321-EU Rev A

[bookmark: _Toc216688200] Intended Purpose/ Intended Use
Intended for use in the cardiovascular system or hollow viscous to retrieve and manipulate foreign objects.
[bookmark: _Toc216688201]Indication for Use
Intended for use in the cardiovascular system or hollow viscus to retrieve and manipulate foreign objects. Manipulation procedures include indwelling venous catheter repositioning, indwelling venous catheter fibrin sheath stripping, and central venous access veni-puncture procedure assistance.
[bookmark: _Toc216688202]Target Population
Adult patients to include elderly adults, any gender, race, or ethnicity.

[bookmark: _Toc216688203]Contraindications
· This device is not intended for removal of foreign objects entrapped by tissue growth.
· The device should not be used for fibrin sheath stripping in the presence of septal defects of patent foramen ovale.
· This device is not intended for removal of implanted pacing leads.

3. [bookmark: _Toc216688204]Device Description

[bookmark: _Toc216688205]Description of the device 
[bookmark: _Hlk169187630]The Atrieve™ Vascular Snare Kit comprises a Snare device with three preformed loops constructed of super-elastic nitinol and platinum. The loops are non-interwoven and can slide relative to one another. The loops of the Snare can be introduced into a delivery catheter without the risk of permanent device deformation. The Atrieve Vascular Snare Kit also includes a Delivery Catheter, a torque handle, and an introducer. The Delivery Catheter has a radiopaque marker band at the distal tip. The product comes packaged in a protective hoop holder. The device is intended for single use and supplied sterile (Ethylene Oxide) ready to use.
The Atrieve™ Vascular Snare Kit is available in the following sizes:
	Snare Diameter Range
	Snare Length
	Delivery Size
	Catheter Length

	2-4 mm
	175 cm
	3.2 F
	150 cm

	4-8 mm
	175 cm
	3.2 F
	150 cm

	6-10 mm
	120 cm
	6 F
	100 cm

	9-15 mm
	120 cm
	6 F
	100 cm

	12-20 mm
	120 cm
	6 F
	100 cm

	18-30 mm
	120 cm
	7 F
	100 cm

	27-45 mm
	120 cm
	7 F
	100 cm



[bookmark: _Toc216688206]Previous Variants and their Differences
This section is not applicable (N/A).
[bookmark: _Toc216688207]Accessories, Compatible Devices, and Other Products Used in Combination
The Atrieve Vascular Snare Kit accessories include the delivery catheter, an introducer, and a torque handle (pin vise).

4. [bookmark: _Toc216688208]Risks and Warnings

[bookmark: _Toc216688209]Residual Risks and Undesirable Side Effects
Per RMR-0011 Rev H outlined the following risk-benefit-profile for the product: 
	[bookmark: _Toc86391902]Outcome
	SOA
Overall Range
	Competitor Device
[bookmark: _Toc86391905]Overall Range
	[bookmark: _Toc86391906]Acceptance Criteria

	Safety

	[bookmark: _Toc86391910]Bleeding
	0-3%
	[bookmark: _Toc86391911][bookmark: _Toc86391913]0-0.6%
	[bookmark: _Toc86391914]Bleeding rates less than 3%

	[bookmark: _Toc86391916]Perforation/tissue damage
	0-1.7%
	[bookmark: _Toc86391917][bookmark: _Toc86391919]0-4.0%
	[bookmark: _Toc86391920]Perforation / tissue damage rates less than 4%

	[bookmark: _Toc86391922]Air embolism
	0 - 2.1%
	[bookmark: _Toc86391923][bookmark: _Toc86391925]0-0.6%
	[bookmark: _Toc86391926]Embolism less than 2.1%

	[bookmark: _Toc86391928]Infection
	0%
	[bookmark: _Toc86391929][bookmark: _Toc86391931]0%
	[bookmark: _Toc86391932]Infection less than 0%

	[bookmark: _Toc86391934]Allergic reaction
	0%
	[bookmark: _Toc86391935][bookmark: _Toc86391937]0%
	[bookmark: _Toc86391938]Allergic reaction less than 0%

	[bookmark: _Toc86391940]Pain
	0%
	[bookmark: _Toc86391941][bookmark: _Toc86391943]0%
	[bookmark: _Toc86391944]Pain less than 0%

	[bookmark: _Toc86391946]Overall complications
	0-5.2%
	[bookmark: _Toc86391947][bookmark: _Toc86391949]0-4%
	[bookmark: _Toc86391950]Overall complications less than 5.2%

	Performance

	[bookmark: _Toc86391954]Technical success 
	82.8–100%
	[bookmark: _Toc86391955][bookmark: _Toc86391957]82.0-100%
	[bookmark: _Toc86391958]Technical success greater than 82.0%

	[bookmark: _Toc86391960]Clinical success 
	95.2-100%
	[bookmark: _Toc86391961][bookmark: _Toc86391963]92.3-100%
	[bookmark: _Toc86391964]Clinical success greater than 92.3%


The Atrieve Vascular Snare Kit shows an acceptable risk profile with no residual risks classified as unacceptable. Potential patient harms such as bleeding, embolism, infection, and tissue damage are rare and fall within acceptable industry rates. Common failure modes like component detachment or device resistance are infrequent and well-controlled.
All identified risks are addressed through labeling, warnings, and instructions for use. The overall risk is comparable to alternative treatments, and the benefits of the device safe, minimally invasive foreign body retrieval outweigh the risks. No new risks were identified during post market monitoring.
[bookmark: _Toc216688210]Warnings and Precautions
Reference IFU X9585730-0321-EU Rev A
Warnings:
· This device was designed, tested and manufactured for single patient use only. Reuse or reprocessing of this device may lead to its failure and subsequent patient injury. Reprocessing and/or resterilization of this device may create the risk of contamination and patient infection. Do not reuse, reprocess or resterilize this device.
· Inspect the package integrity before use.
· Do not use if package is open or damaged or if the expiry date has been exceeded.
· Do not continue to use if any of the components are damaged during the procedure.
· Nitinol is a nickel titanium alloy. Possible reaction may occur for those patients who exhibit sensitivity to nickel.
· Possible reaction may occur for those patients who exhibit sensitivity to platinum.
· Care should be observed when using this device for removal of a large fibrin sheath in order to minimize risk of pulmonary embolism.
· Bleeding may occur through the delivery catheter hub during some procedures. A hemostasis valve (not included) can be attached to the delivery catheter to reduce the bleeding as needed or per physician’s judgement.

Precautions:
· Pull forces applied to catheters during fibrin sheath stripping may damage, stretch, or break indwelling catheters 6 French or smaller in diameter. Do not use excessive pull force when attempting fibrin sheath stripping of catheters 6 French or smaller in diameter.
· Do not use excessive force when manipulating the catheter through an introducer.

Risks and Side Effects 
Potential complications may include but are not limited to:
· Embolization
· Stroke
· Myocardial infarction (depending on placement)
· Pulmonary embolism
· Vessel perforation
· Device entrapment
· Bleeding/Hemorrhage

Clinical Benefits.
The Atrieve Vascular Snare presents a direct benefit to the patient by retrieving and manipulating foreign bodies percutaneously with lower complications and risks compared to surgical intervention.
Duration/Lifetime: Transient, less than 60 minutes.

[bookmark: _Toc216688211]Other relevant aspects of safety, including a summary of any field safety corrective action (FSCA including FSN) if applicable
There have been no Field Safety Corrective Actions (FSCA) or recalls during the reporting period.
5. [bookmark: _Toc216688212]Summary of clinical evaluation and post-market clinical follow-up (PMCF)
The Clinical Evaluation Report (CER-029 Rev B) confirms that the Atrieve Vascular Snare Kit is clinically safe and effective for retrieving and manipulating foreign objects in the cardiovascular system. It is used primarily by trained medical professionals in minimally invasive procedures.
The evaluation, based on literature review, clinical experience, and post-market data, shows high technical and clinical success rates. Complications such as bleeding, embolism, infection, or allergic reactions are rare and within acceptable clinical limits.
No new safety concerns or unexpected risks were identified. The device performs comparably to similar products on the market, maintaining a consistent risk-benefit profile.
In conclusion, the Atrieve Snare demonstrates reliable performance and a strong safety record, supporting its continued use in clinical settings.
The Post-Market Clinical Follow-Up Plan (PMCFP) for Atrieve outlines a structured approach to monitor their safety and performance aftermarket release. These Class III devices are used to retrieve or manipulate foreign objects in the cardiovascular system and are intended for transient use.
The PMCF activities rely on general methods, including annual literature reviews, adverse event database monitoring (e.g., MAUDE), and analysis of post-market surveillance reports. These efforts aim to confirm ongoing safety and effectiveness, identify emerging risks, and detect off-label use. Clinical data from similar devices are also reviewed to benchmark outcomes.
[bookmark: _Toc216688213]Summary of clinical data related to equivalent device, if applicable 
This section is not applicable (N/A).
[bookmark: _Toc216688214]Summary of clinical data from conducted investigations of the device before the CE-marking, if applicable 
[bookmark: _Hlk196514030]This section is not applicable (N/A).
[bookmark: _Toc216688215]Summary of clinical data from other sources, if applicable 
CER-029 Rev B is supported by a comprehensive review of external clinical data, including:
State of the Art (SOA) Literature: A systematic review of 579 articles identified 16 relevant studies on similar devices and procedures. These studies demonstrated high technical success rates (≥91.2%) and low complication rates (≤1.1%), establishing benchmarks for safety and performance. 
Competitor Device Literature: Eight studies on comparable devices (e.g., EN Snare, GooseNeck, CloverSnare) confirmed similar safety and efficacy profiles, reinforcing the standard-of-care status of vascular snares. 
Clinical Guidelines: Recommendations from professional societies (e.g., SIR, ESC, KDOQI) support the use of percutaneous retrieval methods, including snares, as first-line treatment for foreign body removal in the cardiovascular system.
Subject Device Literature: Thirteen publications (including case reports and retrospective studies) on Atrieve showed 100% technical success and 94.5% clinical success, with minimal adverse events. Some performance metrics slightly underperformed compared to SOA benchmarks but remained within acceptable clinical ranges.
In addition, the report integrates Post-Market Surveillance (PMS) data gathered through structured surveillance plans for Atrieve product. This includes complaint and adverse event tracking over five years, as well as corrective actions. Despite a high volume of global sales, the PMS data revealed no emerging safety trends or unanticipated risks, reinforcing the devices’ safety profiles under real-world conditions.
Finally, non-clinical data, including bench testing and biocompatibility evaluations, demonstrate that the devices meet all design and regulatory standards. While no clinical investigations were conducted for these devices, this was justified by comprehensive data from literature, post-market sources, and legacy device use. Overall, these various data sources collectively support the safety and efficacy of the devices in line with EU MDR requirements.
[bookmark: _Toc216688216]An overall summary of clinical performance and safety 

Based on the X9585730-0321-EU Rev A and CER-029 Rev B for the Atrieve Vascular Snare Kit, the overall clinical performance and safety profile of the device is favorable and consistent with expectations for its intended use.

The device is designed for the percutaneous retrieval and manipulation of foreign bodies in the cardiovascular system or hollow viscus. Key clinical benefits include minimally invasive retrieval, reduced patient risk, and lower complication rates compared to surgical alternatives.

The clinical evaluation defines the following outcome measures:
	Performance Measures

	Measure
	Definition

	Technical Success
	Successful retrieval/manipulation of foreign bodies

	Clinical Success
	Successful retrieval/manipulation without procedural complications



	Safety Measures

	Measure
	Definition

	Procedural Complications
	Includes bleeding, perforation, embolism, infection, allergic reaction, pain

	Overall Complication Rate
	Combined rate of all adverse events during or after the procedure



Summary of Success Rates for Atrieve Vascular Snare Outcome Measures:

· Technical success was excellent at 100%.
· Clinical success was 94.5%, slightly below the 97.4% threshold.
· Overall complication rate, perforation/tissue damage, and clinical success did not meet acceptance criteria.
· Embolism, pain, and mortality rates were 0% and met criteria.

Despite some safety endpoints exceeding thresholds, the benefit-risk profile remained favorable due to high technical success and low-severity complications.

Clinical Claims in IFU and Marketing Materials
The following claims are supported by the clinical evaluation:

· Percutaneous retrieval/manipulation of foreign bodies – Supported by 100% technical success in literature.
· Lower complication rates than surgical intervention – Supported by comparative literature and state-of-the-art analysis.
· Use in adjunct procedures (e.g., fibrin sheath stripping, catheter repositioning) – Supported by clinical case reports and procedural guidelines.
· Safe for use in adult populations – Supported by post-market surveillance and literature data.

The Atrieve Vascular Snares demonstrate a favorable benefit-risk profile, with strong clinical performance and safety supported by literature, testing, and post-market data. They are compliant with regulatory standards and suitable for continued clinical use.

[bookmark: _Toc216688217]Ongoing or planned post-market clinical follow-up
Post-market clinical follow-up for the Atrieve Vascular Snare is conducted in accordance with PMCFP-029 Rev C and follows the requirements of MDR Annex XIV Part B. PMCF activities are designed to proactively confirm the safety and performance of the device in routine clinical practice, to identify any emerging risks, and to verify that the benefit-risk profile remains acceptable.
Ongoing PMCF Activities
The following ongoing activities is planned to be performed throughout the device’s lifecycle:
· Annual Systematic literature review: A structured review of published clinical evidence related to vascular snares and comparable devices is conducted to identify new information on safety, performance, clinical techniques, or emerging risks.
· Annual State-of-the-art (SOA) review: An assessment of clinical practice guidelines, international standards, and competitive technologies is performed to ensure continued alignment with current clinical and technical practice.
· Continuous review of complaint and adverse event data: Although this is a PMS activity rather than PMCF, key findings are evaluated within the PMCF process to determine whether additional clinical follow-up is required.
Planned PMCF Activities
To collect targeted real-world evidence on the Atrieve Vascular Snare Kit, the following activity is planned:
· PMCF Physician Survey:
A structured survey will be conducted among clinical users to capture their experience with the device, assess its performance in routine practice, and identify any observed complications or unexpected events. The results of the survey will be analyzed and incorporated into the PMCF Evaluation Report. Findings will inform decisions regarding the need for additional PMCF activities or updates to the Clinical Evaluation Report (CER) and Risk Management Report (RMR).
Justification for the PMCF Approach
Based on the current clinical evaluation, literature evidence, and post-market experience, no new or emerging risks have been identified that would require a device-specific clinical investigation. The existing PMCF activities, annual literature and SOA reviews supported by targeted physician feedback are considered sufficient to confirm ongoing safety and performance for this well-established Class III legacy device Atrieve Vascular Snare Kit.
PMCF Reporting
A PMCF Report is generated at defined intervals and whenever new information becomes available that may affect the benefit-risk profile. All PMCF outputs feed into the Clinical Evaluation Report (CER), Risk Management Report (RMR), and other post-market processes as required.

6. [bookmark: _Toc216688218]Possible Diagnostic or Therapeutic Alternatives 
Per CER-029 Rev B, identifies three main alternatives for foreign body (FB) retrieval in the cardiovascular system. Conservative management is recommended for asymptomatic or high-risk surgical patients, relying on close monitoring and imaging when intervention may pose greater risks. Minimally invasive techniques are the preferred approach, with loop snares particularly gooseneck snares being widely used for both standard and complex retrievals. Forceps provide a precise grip and are suited for difficult cases like fractured or embedded devices. Surgical retrieval, such as thoracotomy or sternotomy, is a last-resort option due to its invasive nature and higher patient risk. Overall, endovascular retrieval remains the standard of care, with treatment tailored to the patient’s condition and the characteristics of the foreign body.
7. [bookmark: _Toc216688219]Suggested profile and training for users
The product is intended for use by medical professionals and must only be used by qualified personnel who are familiar with the technique.

8. [bookmark: _Toc216688220]Harmonized Standards / Common Specifications
	Argon Compliance Date/Version
	Standards Title

	Labelling

	EN ISO 15223-1:2021
	Medical devices - Symbols to be used with medical devices. 
labels, labelling and information to be supplied - Part 1: General requirements. 


	EN ISO 20417:2021
	Terminology, Symbols and Information Provided with Medical Devices: Information Supplied by the Manufacturer with Medical Devices

	General Standards – Sterilization

	ISO 10555-1:2013
	Intravascular catheters -- Sterile and single-use catheters -- Part 1: General requirements

	EN 556-1:2024
	Sterilization of medical devices. Requirements for medical devices to be designated STERILE. Requirements for terminally sterilized medical devices

	EN ISO 11135:2019
	Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, validation, and routine control of a sterilization process for medical devices

	AAMI TIR28:2016

	Product Adoption and Process Equivalence for Ethylene Oxide Sterilization

	EN ISO 14644-1:2015
	Classification of Air Cleanliness, Clean rooms & Associated Controlled Environments. Part 1: Classification of air cleanliness

	EN ISO 14644-2:2015
	Cleanrooms and associated controlled environments - Part 2: Monitoring to provide evidence of cleanroom. 
performance related to air cleanliness by particle. 
concentration

	EN ISO 11737-1:2018
	Sterilization of medical devices - Microbiological methods - Part 1: Determination of a population of microorganisms on products

	EN ISO 10993-7:2022
	Biological evaluation of medical devices. Ethylene oxide sterilization residuals

	NSI/AAMI ST72:2019
	Bacterial Endotoxins Test

	General Standards – Quality Systems

	EN ISO 13485:2016
	Medical devices. Quality management systems. Requirements for regulatory purposes

	Risk Management

	EN ISO 14971:2019
	Medical Devices - Application of Risk Management to Medical Devices

	Biological Safety

	EN ISO 10993-1:2020 + LC:2021
	Biological Evaluation of Medical Devices – Part 1: 
Evaluation and testing  

	EN ISO 10993-3:2014
	Biological evaluation of medical devices -- Part 3: Tests for genotoxicity, carcinogenicity and reproductive toxicity 

	EN ISO 10993-4:2017
	Biological evaluation of medical devices -- Part 4: Selection of tests for interactions with blood 

	EN ISO 10993-5:2009
	Biological evaluation of medical devices -- Part 5: Tests for in vitro cytotoxicity 

	EN ISO 10993-10:2013
	Biological evaluation of medical devices -- Part 10: Tests for irritation and skin sensitization 

	EN ISO 10993-11:2018
	Biological evaluation of medical devices -- Part 11: Tests for systemic toxicity 

	EN ISO 10993-12:2021
	Biological Evaluation of Medical Devices – Part 12: Sample preparation and reference materials 

	EN ISO 10993-17:2023
	Toxicological risk assessment of medical device constituents

	Clinical Evaluation

	MEDDEV 2.7/1 Rev4
	Clinical evaluation: Guide for manufacturers and notified bodies

	Design Control

	EN ISO 14971
	Medical devices - Application of risk management to medical devices

	
	

	Usability

	IEC 62366-1:2015 &
IEC 62366-1:2015/ COR1:2016
	Medical Devices – Application of usability engineering to medical devices

	Packaging

	EN ISO 11607-1:2020
	Packaging for Terminally Sterilized Medical Devices. Part 1: Requirements for materials, sterile barrier systems, and packaging systems. 

	EN ISO 11607-2:2020

	Packaging for Terminally Sterilized Medical Devices. Part 2: Validation requirements for forming, sealing and assembly processes 

	EN ISO 2233:2001

	Packaging -- Complete, filled transport packages and unit loads -- Conditioning for testing 

	ASTM D4169 :2022 
	Standard Practice for Performance Testing of Shipping Containers and Systems - 

	ASTM F2096 – 2011 (R2019)  
	Standard Test Method for Detecting Gross Leaks in 
Medical Packaging by Internal Pressurization (Bubble Test) 
- ASTM F 2096-11 (2019) 

	ASTM F1929 - 15  
	Standard Test Method for Detecting Seal Leaks in porous 
Medical Packaging by Dye Penetration - ASTM F 1929 

	ASTM F88 / F88M - 2021 
	Standard Test Method for Seal Strength of Flexible Barrier Materials - ASTM F88 

	ASTM F1980 - 2021  
	Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical Devices - ASTM F1980 

	Post Market Clinical Follow-Up

	MEDDEV 2.12/2 Rev2
	Post Market Clinical Follow-up studies

	Vigilance

	MEDDEV 2.12/1 Rev8
	Guidelines on a Medical Devices Vigilance System




9. [bookmark: _Toc181362715][bookmark: _Toc216688221]Revision History
	Revision
	Date Issued
	Change Description
	Revision validated by the Notified Body?

	A
	May 22, 2022
	Initial internal release – Not validated by BSI
	☒ For Internal use only

	B 
	December 15, 2025 

	Initial submission to BSI, for review
 
	☒ Yes 
Validation language: 
English
☐ No (only applicable for class IIa or some IIb devices for which the SSCP is not yet validated by the NB)
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