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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 overview of the safety and clinical performance of the device in accordance with Article 32 of Regulation (EU) 2017/745.

The SSCP is not intended to replace the Instructions for Use or other information supplied by the manufacturer, nor is it intended to provide diagnostic or therapeutic advice.

This SSCP includes information intended for healthcare professionals as well as a dedicated section written for patients and lay persons. 

1. [bookmark: _Toc234919656]Scope of this Summary of Safety and Clinical Performance (SSCP):

[bookmark: _Toc234919657]Device Trade Name: 
Option™ ELITE Retrievable Vena Cava Filter System
[bookmark: _Toc234919658]Device description, Basic UDI-DI, and EU Classification:
	[bookmark: _Hlk196921546]Device Name / Description
	Model/ Catalog Number
	GMDN Code
	EMDN Code
	EU MDR Device Class/Rule
	Basic UDI-DI
	UDI-DI

	[bookmark: _Hlk531895722]Option ELITE Retrievable Vena Cava Filter System
(70 cm)
	352506070E
	
44864


	
C01050101


	III/Rule 8 

	08863332800012P

	
00886333217151


	Option Elite Retrievable Vena Cava Filter System (100 cm)
	352506100E
	
	
	
	
	
00886333222346




[bookmark: _Toc234919659]Year when the first certificate (CE) was issued covering the device: 
The Option ELITE Retrievable Vena Cava Filter System was first CE marked in Europe in June 2016 under Directive 93/42/EEC and is considered a legacy device.

[bookmark: _Toc234919660] 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: _Toc234919661]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: _Toc234919662]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: _Toc234919663]Intended use of the device 
IFU Reference numbers: 
P-2017-0205-00 M Rev A (Option ELITE Retrievable Vena Cava Filter 100cm)
P-2017-0184-00 M Rev A (Option ELITE Retrievable Vena Cava Filter 70cm)

[bookmark: _Toc234919664] Intended Purpose/ Intended Use
Option ELITE Retrievable IVC Filter System is intended for the prevention of pulmonary embolism (PE) via percutaneous delivery in the IVC.

[bookmark: _Toc234919665]Indications/ Indication for Use
The Option ELITE Retrievable IVC Filter System is indicated for the prevention of pulmonary embolism (PE) via percutaneous placement in the inferior vena cava (IVC) in the following conditions:
· Pulmonary thromboembolism when anticoagulants are contraindicated
· Failure of anticoagulant therapy in thromboembolic disease
· Emergency treatment following massive pulmonary embolism where anticipated benefits of conventional therapy are reduced
· Chronic, recurrent pulmonary embolism where anticoagulant therapy has failed or is contraindicated.
The Option ELITE Retrievable IVC Filter System may be removed according to the instructions supplied in patients who no longer require a filter. Retrieval of the filter can only be performed by the jugular approach.
The Angiographic Vessel Dilator is designed to provide angiographic visualization and linear measurement of the vasculature when used in conjunction with the delivery of radiopaque contrast media to the vena cava.

[bookmark: _Toc234919666]Intended Patient Population   
Option ELITE Retrievable IVC Filter System is intended for individuals with a history of chronic, or recurrent pulmonary thromboembolism for whom anticoagulant therapy is contraindicated or has failed, and for individuals requiring emergency treatment following massive PE where the anticipated benefits of conventional therapy are reduced.

[bookmark: _Toc234919667]Contraindications
The Option ELITE Retrievable IVC Filter System should not be implanted if any of the following conditions are present:
· Patient has an inferior vena cava diameter larger than 32mm.
· Patient is at risk for septic embolism.
· Patient has confirmed bacteremia.
· Patient has a known hypersensitivity to nickel or titanium alloys.
· Pregnant patients when radiation from fluoroscopic imaging may endanger the fetus. Risks and benefits should be carefully assessed.
· For the 100 cm system, the jugular orientation should not be used for the popliteal approach and the femoral orientation should not be used for the antecubital approach. Only use the proper orientation for the cartridge for the intended approach. Use of the incorrect cartridge orientation for either approach may result in upside-down deployment that may cause severe adverse events in patients.
There are no known contraindications for use of the Angiographic Vessel Dilator.

3. [bookmark: _Toc234919668]Device Description

[bookmark: _Toc234919669]Description of the device 

The Option ELITE Vena Cava Filter is designed for percutaneous delivery in the inferior vena cava (IVC). The Option ELITE Retrievable IVC Filter is intended for the prevention of pulmonary embolism (PE) and is single use only. Contents are supplied sterile using an ethylene oxide (EO) process. This device is confirmed to be nonpyrogenic, ensuring that it does not produce harmful pyrogenic substances upon use. The filter is radiopaque, allowing clear visualization of the device during imaging procedures.
The 70 cm system is intended for delivery via jugular or femoral access, and the 100 cm system is intended for delivery via antecubital or popliteal access.

The self-centering Option ELITE Retrievable IVC Filter is laser cut from nickel – titanium alloy (Nitinol) tubing. The Option ELITE Retrievable IVC Filter consists of shape memory Nitinol struts emanating from a central location and is designed for optimal clot capture. Six (6) retention anchors (retention hooks) are located at the caudal portion of the filter. These anchors are intended for filter fixation to the vessel wall. The Option ELITE Retrievable IVC Filter is intended to be used in caval diameters up to 32 mm. A retrieval hook is centrally located at the cranial extremity.

The constrained Option ELITE Retrievable IVC Filter is flexible and expands to the internal diameter of the IVC upon deployment. The filter imparts an outward radial force on the luminal surface of the vena cava to ensure proper positioning and stability.

The packaged system contains the following components:
A. Catheter Sheath Introducer
B. Angiographic Vessel Dilator
C. Pusher with Deployment Marker
D. Option™ ELITE Retrievable IVC Filter System in Cartridge
E. Sheath Cap

The system includes the filter housed in a cartridge, a 5F ID catheter sheath introducer with an open-end angiographic vessel dilator, and a pusher with a deployment marker.

The Angiographic Vessel Dilator has side holes and 2 radiopaque markers, separated by 32mm (between the marker bands), that provide linear measurement of the inferior vena cava and assists in angiographic visualization when radiopaque contrast is delivered. The pusher advances the filter through the Catheter Sheath Introducer up to the deployment marker and is then used to fix the filter in place during uncovering. The location of the distal end of the Catheter Sheath Introducer can be controlled by rotating the entire device to position the Catheter Sheath Introducer in the center of the vena cava.

The Filter Cartridge houses the Option ELITE Retrievable IVC Filter. The body of the Cartridge has text and colored arrows printed on it that identify assembly orientation, femoral is printed in green and jugular is printed in blue. For the 70 cm system, the arrow of the desired access site will point into the Catheter Sheath Introducer hub. For the 100 cm system, the femoral side of the filter cartridge is used for the femoral and popliteal approach, and the jugular side of the filter cartridge is used for the jugular and antecubital approach. The arrow of the desired access site will point into the Catheter Sheath Introducer hub.

[bookmark: _Toc234919670]Previous Variants and their Differences

The Option ELITE is the second-generation device, developed from the original Option Vena Cava Filter. The main design modifications included reducing the profile of the filter and delivery system to improve performance in tortuous anatomy. Specifically, the Option used three small and three large retention hooks, while the Option ELITE incorporated six small hooks for improved fixation. The sheath introducer was also modified, changing from a braided reinforcement sheath (0.071") to a spiral reinforcement sheath (0.073").

In 2015, a 100 cm delivery system was introduced to enable implantation via antecubital and popliteal access in addition to the jugular and femoral approaches. Despite these refinements, the fundamental indications, materials, and performance characteristics remained consistent across variants, maintaining substantial equivalence.

[bookmark: _Toc234919671]3.3.   Accessories and Other Equipment Used During Placement or Retrieval

The Option ELITE Retrievable Vena Cava Filter System is supplied as an introduction kit with components used for percutaneous delivery and implantation of the filter. Retrieval devices are not included in the introduction kit.

Included Accessories in the Kit:
· Catheter Sheath Introducer-Used to guide the filter into the appropriate position within the inferior vena cava (IVC).
· Angiographic Vessel Dilator-Facilitates vascular access and helps to dilate the vessel for sheath insertion.
· Pusher with Deployment Marker-Used to advance and deploy the filter from the delivery system into the target site within the IVC.
· Filter in Deployment Cartridge-Houses the pre-loaded Option ELITE filter ready for delivery.
· Sheath Cap supplied as part of the introduction kit.
Other equipment used during placement or retrieval, as applicable:
· Fluoroscopic imaging equipment is required for visualization during filter placement and retrieval procedures.
· Guidewires used during delivery are not included in the Option ELITE introduction kit and should be selected and used according to the applicable manufacturer’s instructions and the procedural approach.
· Retrieval devices, including snares, retrieval catheters, and accessories, are not included in the Option ELITE introduction kit and should be used only when clinically indicated and according to the applicable manufacturer’s instructions. Retrieval is recommended through minimum 8 Fr sheaths.
Use in Combination with Other Products:
· The Option ELITE filter is intended to function as a mechanical device for the prevention of recurrent pulmonary embolism by interrupting thrombus migration in the IVC.
· The device does not contain or deliver a medicinal substance. Any anticoagulation or other therapy is determined separately by the treating physician based on the patient’s clinical condition.
The Option ELITE introduction kit is supplied sterile for single use and is intended for use by trained physicians or clinicians.

4. [bookmark: _Toc234919672]Risks and Warnings

[bookmark: _Toc234919673]Residual Risks and Undesirable Side Effects
Despite risk control measures implemented during design, manufacturing, and clinical use, the Option ELITE Retrievable Vena Cava Filter System is associated with residual risks that are inherent to implantable Vena Cava filters and their placement, indwelling, and retrieval procedures. Complications may occur at any time during implantation, during the indwelling period, or at the time of or following filter retrieval.
Potential undesirable side effects and complications may include, but are not limited to, the following:
· Device-related risks
· Incorrect positioning or orientation, movement, migration, tilting, or malposition of the filter within the inferior vena cava
· Difficulty or inability to retrieve the filter after implantation, including the need for another intervention or treatment modality to complete the procedure
· Device breakage, failure, fracture, deformation, component migration, or inability to retrieve the implanted device
· Filter-related complications, including perforation, migration, fracture, tilt/malposition, caval thrombosis or occlusion, and retrieval-related complications
· Vascular and thrombotic risks
· Thromboembolic events, including new or worsening deep vein thrombosis, acute or recurrent pulmonary embolism, air embolism, or clot formation in or around the filter
· Vena cava stenosis, partial or complete vena cava occlusion, caval thrombosis, vasospasm, or decreased/impaired blood flow
· Vena cava or other vessel injury or damage, including perforation, penetration, rupture, dissection, extravasation of contrast media, or injury to organs adjacent to the vena cava, possibly requiring medical, surgical, or interventional treatment
· Procedure-related risks
· Bleeding, bruising, hematoma, hemorrhagic complications requiring transfusion or medical intervention, or other vascular access-site injury including arteriovenous fistula or pseudoaneurysm
· Infection, possibly requiring medical or surgical intervention
· Reactions to contrast media, medication, or anesthesia used during the procedure
· Other serious clinical events may include respiratory insufficiency or failure, cardiac arrhythmia, myocardial infarction or coronary ischemia, cerebrovascular accident or other neurologic event, renal insufficiency or failure, neurological deficit associated with vascular access, end-organ infarction, damage, or failure, or death.
These risks are well documented for retrievable inferior vena cava filters and have been evaluated through clinical studies, published literature, and post-market surveillance activities. The occurrence and severity of these events may vary depending on patient condition, duration of implantation, underlying thromboembolic risk, and clinical practice. These events may be serious and may require hospitalization, medical treatment, surgical repair, or interventional treatment. Based on the available clinical evidence and post-market data reviewed to date, no new safety concerns have been identified that require additional risk control measures or changes to the current benefit-risk determination for the Option ELITE device.
When used in accordance with the intended purpose, Instructions for Use, and applicable clinical guidelines, the identified residual risks are considered acceptable in relation to the clinical benefit of reducing the risk of pulmonary embolism in patients for whom anticoagulation therapy is contraindicated or ineffective. Periodic clinical review of the continued need for IVC filtration may be undertaken by the treating physician. In patients for whom the initial risk of pulmonary embolism is no longer present and for whom retrieval is clinically appropriate, filter removal may be considered in accordance with the Instructions for Use to reduce the potential for complications associated with extended implantation duration. Decisions regarding filter retention or retrieval should be individualized based on the patient’s overall clinical condition, thromboembolic risk, anticoagulation status, anatomical factors, and procedural considerations.
[bookmark: _Toc234919674]Warnings and Precautions
Warnings:
· Contents supplied STERILE using an ethylene oxide (EO) process. Do not use if package or sterile barrier is damaged and if the expiry date has been exceeded.
· For single product and patient use only. Do not reuse, reprocess or re-sterilize. Reuse, reprocessing or re-sterilization may compromise the structural integrity of the device and/or lead to device failure, which in turn may result in patient injury, illness or death. Reuse, reprocessing or re-sterilization may also create a risk of contamination of the device and/or cause patient infection or cross-infection, including, but not limited to, the transmission of infectious disease(s) from one patient to another. Contamination of the device may lead to injury, illness or death of the patient.
· When injecting contrast medium through the Angiographic Vessel Dilator, do not exceed the maximum pressure rating of 800 psi. 
· After filter implantation, any catheterization procedure requiring passage of a device through the filter may be impeded. 
· The Option ELITE Retrievable IVC Filter System is supplied loaded in a cartridge indicating the appropriate orientation for femoral and jugular approaches. Never reload a fully ejected filter into the Cartridge as this could affect its shape and function and could result in incorrect filter orientation for the selected access site. Never reload a (partially) ejected filter into the cartridge as this could affect its shape and function.
· The Option ELITE Retrievable IVC Filter System should only be used by physicians and clinicians who are trained in diagnostic and interventional techniques, such as placement of vena cava filters.
· Accordingly, the Manufacturer or its Distributors will not be responsible for any direct or consequential damages or expenses resulting from use by untrained personnel.
· Persons with allergic reactions to nickel-titanium alloys (Nitinol) may suffer an allergic response to this implant. 
· Never advance the guidewire, introducer sheath/dilator or deploy the filter without fluoroscopic guidance. 
· If large thrombus is observed at the initial delivery site, attempt filter delivery through an alternative site. A small thrombus may be bypassed with the guidewire and introducer. 
· Never redeploy a malposition or retrieved filter. 
· For the standard procedure, once the Option™ ELITE Filter is advanced into the sheath, do not retract then re-advance the Pusher, which may cause premature deployment of the filter.
· For the standard procedure, once the Pusher delivery marker enters the metal tube of the Filter Cartridge, the filter must be fully deployed and it cannot be re-sheathed.
· For the Over-the-Wire procedure, once the Dilator delivery marker enters the metal tube of the Filter Cartridge, the filter must be fully deployed and it cannot be re-sheathed.
· For the 100 cm system, it is intended for a popliteal and antecubital approach. The jugular orientation should not be used for the popliteal approach and the femoral orientation should not be used for the antecubital approach.
· Do not continue to use if any of the components are damaged during the procedure.
· Do not autoclave this product, as it may compromise its integrity and functionality.
Warnings For Optional Filter Retrieval:
· Excessive force should not be used to retrieve the filter.
· Retrieval of the filter should not be attempted if thrombus is present in the filter, IVC or deep veins.
· Retrieval of the filter is possible only from the jugular approach. Before attempting retrieval of the filter from the jugular access site, verify that the filter retrieval hook is oriented in a cephalad direction – i.e. pointed toward the jugular access site. The retrieval hook at the cephalad end of the filter is the location for endovascular snare engagement.
· Retrieval of the filter should only be performed by physicians and clinicians who are trained in percutaneous interventional techniques.
· Never redeploy a retrieved Filter.	
Precautions: 
· If strong resistance is met during any stage of the procedure, discontinue the procedure and determine the cause before proceeding.
· The Option™ ELITE Retrievable IVC Filter System has been tested and qualified with the accompanying accessories. The use of any other accessory could result in complications and/or an unsuccessful procedure.
· Anatomical variances may complicate Filter insertion and deployment. Careful attention to these Instructions for Use can shorten insertion time and reduce the likelihood of difficulties.
· Spinal deformations: It is important to exercise care when contemplating implantation in patients with significant kyphoscoliotic spinal deformations because the IVC may follow the general course of such anatomic deformations.
· The Pusher component of this device contains the following substance defined as CMR 1B in a concentration above 0.1% weight by weight: Cobalt; CAS No. 7440-48-4; EC No. 231-158-0. Current scientific evidence supports medical devices manufactured from cobalt alloys or stainless steel alloys containing cobalt do not cause an increased risk of cancer or adverse reproduction effect.
[bookmark: _Toc234919675]MR Safety
Non-clinical testing has demonstrated that the Option™ ELITE Retrievable IVC Filter System is MR Conditional. A patient with the Option™ ELITE Retrievable IVC Filter System can be safely scanned immediately after placement under the following conditions:
· Static magnetic field of 3 Tesla
· Spatial gradient magnetic field of 720 Gauss/cm
· Maximum whole body averaged specific absorption rate (SAR) of 3.0 W/kg for 15min of scanning
In non-clinical testing, the Option™ ELITE Retrievable IVC Filter System produced a temperature rise of less than or equal to 1.70 C at a maximum whole body averaged specific absorption rate (SAR) of 3.0 W/kg for 15 minutes of MR scanning in a 3.0 Tesla General Electric Healthcare MR scanner. The SAR calculated using calorimetry was 2.8 W/kg. MR image quality may be compromised if the area of interest is in the exact same area or relatively close to the position of the Option™ ELITE Filter. Therefore, it may be necessary to optimize MR imaging parameters to compensate for the presence of this metallic implant.

[bookmark: _Toc234919676]Other relevant aspects of safety, including a summary of any field safety corrective action (FSCA including FSN) if applicable
The safety profile of the Option ELITE Retrievable Vena Cava Filter System is consistent with the known risks associated with retrievable inferior Vena Cava filters, including migration, fracture, perforation, thrombosis, embolization, filter tilt, and complications associated with retrieval procedures.
A Field Safety Corrective Action (FSCA) related to the Option ELITE Retrievable Vena Cava Filter System was initiated in 2023 to address a potential device performance issue that could affect intended filter performance, which may result in pulmonary embolism. Associated Field Safety Notices (FSNs) were issued to affected customers/users in accordance with applicable regulatory requirements.
The FSCA and subsequent post-market data have been reviewed as part of ongoing post-market surveillance and vigilance activities. Based on the available data reviewed to date, no new safety signal was identified that would require additional risk control measures or modification of the current benefit-risk determination.
The overall benefit-risk profile of the Option ELITE Retrievable Vena Cava Filter System remains acceptable when used in accordance with the Instructions for Use.
5. [bookmark: _Toc234919677]Summary of clinical evaluation and post-market clinical follow-up (PMCF)

[bookmark: _Toc234919678]Summary of clinical data related to equivalent device, if applicable 

No clinical data from an equivalent device was used as primary evidence to support the safety and clinical performance of the Option ELITE Retrievable Vena Cava Filter System. Clinical evaluation is based on device-specific clinical data, supported by state-of-the-art literature for inferior vena cava (IVC) filters and relevant post-market surveillance data.

The Option ELITE device is a retrievable IVC filter with established clinical history and longstanding clinical use. Where appropriate, published literature on similar retrievable IVC filters was reviewed in the clinical evaluation to contextualize safety and performance outcomes within current medical practice; however, no formal demonstration of equivalence was relied upon for conformity assessment.

[bookmark: _Toc234919679]Summary of clinical data from conducted investigations of the device before the CE-marking, if applicable 
Not applicable. No clinical investigations of the Option ELITE Retrievable Vena Cava Filter System conducted before CE marking were identified. 
[bookmark: _Toc234919680]Summary of clinical data from other sources, if applicable 
Additional clinical evidence supporting the safety and clinical performance of the Option ELITE Retrievable Vena Cava Filter System is derived from subject-device published literature, state-of-the-art literature for retrievable IVC filters, post-market surveillance, vigilance data, and planned post-market clinical follow-up activities. These sources support contextual interpretation of the device-specific clinical evidence and help confirm that the known safety and performance profile remains appropriately monitored throughout the device lifecycle.
Subject-device literature and comparator-device literature are reviewed as separate, non-pooled contextual evidence streams. Comparator-device literature is used to describe the current state of the art and expected clinical patterns for retrievable IVC filters, while subject-device literature is used to assess consistency with published experience for the Option ELITE device. These literature sources do not define acceptance criteria, do not replace device-specific clinical evidence, and do not independently determine conformity.
Published literature and registry-based evidence describe clinical use of retrievable IVC filters in patient populations with venous thromboembolism risk, contraindications to anticoagulation, failed anticoagulation, or a continued need for pulmonary embolism protection. These data provide context for expected outcomes such as PE occurrence, DVT, retrieval success, placement success, filter-related complications, and mortality, while recognizing differences in study design, patient risk, follow-up duration, endpoint definitions, and dwell-time reporting.
Post-market surveillance and vigilance data are also reviewed as part of ongoing clinical and post-market monitoring. These sources include complaint trending, vigilance reporting, field safety corrective action review, regulatory database monitoring, and other post-market surveillance outputs. The available post-market surveillance and vigilance evidence did not identify new or emerging safety signals beyond the known and foreseeable risks associated with retrievable IVC filters.
Planned post-market clinical follow-up activities include general follow-up methods and a targeted, prospective Level 4 survey-based activity. The survey is observational and non-interventional and is intended to collect structured follow-up information under routine clinical use, including dwell duration, retrieval status, filter-related safety outcomes, and key clinical outcomes. These activities are designed to support continued lifecycle monitoring and signal detection and are not intended to establish separate long-term performance claims.
The overall quantitative safety and performance outcomes from device-specific clinical investigation and post-market clinical follow-up datasets are summarized in Section 5.4. Section 5.3 is therefore limited to the role of other clinical data sources and ongoing post-market evidence generation in supporting contextual interpretation and continued confirmation of the benefit-risk profile.

[bookmark: _Toc234919681]An overall summary of clinical performance and safety 

The clinical evaluation of the Option ELITE Retrievable Vena Cava Filter System is based on the totality of available clinical evidence, including device-specific clinical investigation data, post-market clinical follow-up registry data, subject-device published literature, state-of-the-art comparator literature, post-market surveillance, and vigilance data.
Across the device-specific clinical investigation and post-market clinical follow-up datasets summarized for this device, the following quantitative outcomes support clinical performance and safety:
	Clinical endpoint
	Quantitative result
	Interpretation

	Placement/technical success
	99.9% pooled; 95% CI 99.3–100
	Supports successful filter placement under clinical use conditions.

	Retrieval success among cases with at least one retrieval attempt
	98.2% pooled; 95% CI 96.2–99.3
	Supports high retrieval success when retrieval is clinically indicated and attempted.

	Recurrent pulmonary embolism (PE)
	3.1% pooled; 95% CI 2.0–4.6
	Below the predefined acceptance criterion of ≤6%.

	New or worsening deep vein thrombosis (DVT)
	8.7% pooled; 95% CI 7.0–10.8
	Interpreted in context because the predefined numeric criterion applies to access-site occlusive thrombosis ≤3%, while this pooled endpoint captures broader new or worsening DVT events.

	Filter-related complications
	1.1% pooled; 95% CI 0.8–1.5
	Consistent with the defined filter-related complication endpoint, including migration, fracture, tilt >15°, caval perforation, caval thrombosis/occlusion, and retrieval-related complications.



Mortality was evaluated in the clinical evaluation as a clinically significant safety outcome and is included in planned PMCF activities for continued benefit-risk monitoring. All-cause mortality is interpreted in the context of the underlying high-risk thromboembolic patient population, comorbidities, and variability in follow-up, and is not presented as a device performance endpoint or clinical benefit claim. The predefined safety criterion applies to device- or procedure-related mortality rather than all-cause mortality. Based on the available clinical evidence, PMS, and vigilance data, no device-specific mortality signal was identified.
The pooled results were supported by consistent findings from the PRESERVE study and the Indiana University retrospective registry, including high placement and retrieval success and PE incidence below the predefined performance and safety criterion. The DVT findings were interpreted in clinical context because the numeric criterion applies to access-site occlusive thrombosis rather than all DVT outcomes, and the filter-related complication rate remained consistent with the known risk profile for retrievable IVC filters.
The observed safety profile is consistent with the known and foreseeable risks for retrievable inferior vena cava filters. Reported component-level events included perforation, migration, fracture, caval thrombosis/occlusion, and retrieval-related complications. No unexpected clustering, time-dependent mechanical degradation, or new device-specific safety signal was identified in the clinical evidence, PMS, or vigilance data.
These findings support the intended clinical benefit of reducing the risk of clinically significant pulmonary embolism by preventing thrombus migration in the inferior vena cava in appropriately selected patients when used in accordance with the Instructions for Use. No clinical benefit, superiority, or independent long-term performance claims are made beyond the intended purpose.
Dwell-time stratified analyses were used to further characterize outcomes across clinically relevant implantation durations. Retrieval success remained high within and beyond 175 days. Some PE, DVT, caval thrombosis, and caval occlusion findings were numerically higher in longer-dwell strata; however, these findings were interpreted in the context of known time-dependent risk patterns for retrievable IVC filters and underlying patient risk. They do not, in isolation, adversely affect the overall benefit–risk profile.
Based on the available quantitative clinical evidence, planned and ongoing post-market clinical follow-up activities, and continued post-market monitoring, the overall benefit–risk profile of the Option ELITE Retrievable Vena Cava Filter System remains favorable and acceptable for its intended purpose when used in appropriately selected patients in accordance with the Instructions for Use.

[bookmark: _Toc234919682]Ongoing or planned post-market clinical follow-up

Post-market clinical follow-up activities for the Option ELITE Retrievable Vena Cava Filter System are conducted to continuously confirm the safety and clinical performance of the device throughout its lifecycle and to ensure that the benefit–risk profile remains acceptable.
PMCF activities include general PMCF methods, such as systematic and periodic reviews of relevant published scientific literature, as well as continuous collection and evaluation of post-market data derived from complaints, vigilance reporting, field safety corrective actions, and corrective and preventive actions. Relevant national and international vigilance databases are also monitored to support signal detection and trend analysis.
In addition to general PMCF methods, a targeted, prospective Level 4 PMCF survey will be conducted for the Option ELITE device. The survey is observational and non-interventional, will be completed by treating physicians or clinical sites using routine follow-up or medical-record data, and is intended to further characterize safety and performance under routine clinical use, including extended dwell duration cases.
The survey will include adult patients implanted in accordance with the Instructions for Use and will collect the following clinical endpoints and contextual variables:
· Placement/technical success, including successful filter placement under routine clinical use
· Retrieval status and retrieval success among cases with at least one retrieval attempt
· Recurrent pulmonary embolism (PE)
· New or worsening deep vein thrombosis (DVT)
· Mortality, where known
· Filter-related complications, including migration, fracture, tilt greater than 15 degrees, caval perforation, caval thrombosis or occlusion, and retrieval-related complications
· Dwell duration, including extended dwell duration cases
A target sample size of 300 subjects is planned to support descriptive assessment, signal detection, trend monitoring, and representation across expected dwell-time distributions.
Survey findings will be analyzed descriptively and interpreted using predefined clinical performance and safety criteria, state-of-the-art benchmarks, and observed trends. No separate acceptance criteria are defined for extended dwell cases because these represent a foreseeable variation in clinical practice rather than a separate intended performance condition.
The survey is expected to begin after activity finalization and implementation, with enrollment over approximately 12 to 24 months and initial data availability approximately 12 months after survey initiation. Results will be evaluated as part of ongoing clinical and post-market monitoring and used to support continued assessment of safety, performance, benefit–risk, risk control effectiveness, and endpoint traceability, as applicable.
The Level 4 survey is a proportionate, confirmatory lifecycle activity and is not being conducted because of an identified deficiency in the clinical evidence base. Additional PMCF actions may be initiated if new information or emerging trends indicate a potential change in device safety or performance.
Information from registries, multicenter studies, and retrospective analyses is also reviewed, where available, to provide additional context on device performance and clinical outcomes in routine clinical practice.

6. [bookmark: _Toc234919683]Possible Diagnostic or Therapeutic Alternatives 

Several diagnostic and therapeutic options are available for the prevention and management of venous thromboembolism, depending on the patient’s clinical condition. Pharmacologic anticoagulation remains the standard first-line therapy but may be contraindicated in certain patients.

In selected cases, alternative interventions such as thrombolysis or surgical or mechanical thrombectomy may be considered, particularly in severe or life-threatening situations. Other inferior vena cava filters are also available and may differ in design and clinical use characteristics.

Inferior vena cava filters, including the Option ELITE device, are used in selected patients when anticoagulation therapy is contraindicated, has failed, or must be discontinued. Device selection and use are based on individual patient assessment and clinical judgment.

7. [bookmark: _Toc234919684]Suggested profile and training for users
The Option ELITE Retrievable IVC Filter System should only be used by physicians or clinicians who are trained in diagnostic and interventional techniques, such as placement of vena cava filters. 


8. [bookmark: _Toc234919685]Harmonized Standards / Common Specifications

The documents listed below include applicable harmonized standards, other applied standards, and guidance used to support conformity with relevant MDR requirements. Not all listed documents are harmonized standards or Common Specifications. No applicable Common Specifications under Regulation (EU) 2017/745 were identified for this device. Legacy MEDDEV guidance and applicable MDCG guidance are included where used to support clinical evaluation, post-market clinical follow-up, post-market surveillance, and vigilance processes.

	Category
	Standard / Guidance
	Scope and Relevance

	Labelling and Information Supplied
	EN ISO 15223-1:2021 + A1:2025
	Specifies symbols used on medical device labelling to support clear and consistent communication of safety and regulatory information.

	
	EN ISO 20417:2021
	Defines requirements for information supplied by the manufacturer to ensure safe and effective use of the device throughout its lifecycle.

	Sterilization and Microbiological Safety
	EN 556-1:2024
	Establishes requirements for devices labelled as sterile and supports verification of terminal sterilization.

	
	EN ISO 11135:2014 + A1:2019
	Specifies validation and routine control requirements for ethylene oxide sterilization processes.

	
	EN ISO 11737-1:2018
	Describes methods for determining the microbial population on medical devices prior to sterilization.

	
	EN ISO 10993-7:2022
	Provides guidance on allowable limits and evaluation of ethylene oxide sterilization residuals.

	
	AAMI ST72:2019
	Other applied standard addressing bacterial endotoxin testing to support pyrogen safety for applicable devices.

	
	ISO 14644-1:2015
	Specifies cleanroom and controlled-environment classification by particle concentration where applicable to manufacturing controls.

	
	ISO 14644-2:2015
	Specifies monitoring requirements for cleanroom performance where applicable to controlled manufacturing environments.

	Quality Management and Risk Management
	EN ISO 13485:2016 + A11:2021
	Defines requirements for a quality management system applicable to medical device design, manufacture, and post-market activities.

	
	EN ISO 14971:2019 + A11:2021
	Establishes a systematic process for identifying, evaluating, controlling, and monitoring risks associated with medical devices.

	Intravascular Catheters and Vascular Implants
	EN ISO 10555-1:2023
	Specifies general requirements for sterile, single-use intravascular catheters where applicable to delivery system components.

	
	EN ISO 11070:2014/Amd 1:2018
	Specifies requirements for sterile single-use intravascular introducers, dilators, and guidewires where applicable to device introduction components.

	
	EN ISO 25539-1:2017
	Addresses endovascular device requirements relevant to vascular implant safety and performance considerations.

	
	EN ISO 25539-3:2011
	Addresses vena cava filter requirements relevant to design, performance, and safety evaluation.

	
	EN ISO 80369-7:2021
	Specifies requirements for small-bore connectors for intravascular or hypodermic applications where applicable.

	
	EN ISO 80369-20:2024
	Specifies common test methods for small-bore connectors used in healthcare applications where applicable.

	Biological Safety
	EN ISO 10993-1:2025
	Provides a framework for biological evaluation of medical devices based on nature and duration of body contact.

	
	EN ISO 10993-5:2009 + A11:2025
	Specifies test methods for assessing in vitro cytotoxicity.

	
	EN ISO 10993-10:2023
	Addresses evaluation of irritation and sensitization potential.

	
	EN ISO 10993-11:2018
	Defines requirements for systemic toxicity testing.

	
	EN ISO 10993-4:2017 + A1:2025
	Addresses selection of tests for interactions with blood, including hemocompatibility considerations for blood-contacting medical devices.

	
	EN ISO 10993-12:2021 + A1:2025
	Specifies requirements for sample preparation and reference materials used in biological evaluation testing.

	
	EN ISO 10993-17:2023 + A1:2025
	Provides principles for toxicological risk assessment of medical device constituents to support biological safety evaluation.

	
	EN ISO 10993-18:2020 + A1:2023
	Addresses chemical characterization of medical device materials within a biological risk-management process.

	Clinical Evaluation
	MEDDEV 2.7/1 Rev. 4
	Guidance used to support the clinical evaluation methodology.

	
	MDCG 2020-6
	Provides guidance on sufficient clinical evidence for legacy devices under Regulation (EU) 2017/745.

	SSCP / PMCF Guidance
	MDCG 2019-9 Rev.1
	Provides guidance on preparation, validation, and public availability of the Summary of Safety and Clinical Performance.

	
	MDCG 2020-7
	Provides guidance for the post-market clinical follow-up plan template.

	
	MDCG 2020-8
	Provides guidance for the post-market clinical follow-up evaluation report template and continued evaluation of clinical safety and performance.

	Usability Engineering
	EN IEC 62366-1:2015 + AC:2016 + A1:2020
	Specifies a usability engineering process to identify and mitigate use-related risks.

	Packaging and Shelf Life
	EN ISO 11607-1:2020 + A1:2023
	Defines requirements for materials, sterile barrier systems, and packaging systems.

	
	EN ISO 11607-2:2020 + A1:2023
	Specifies requirements for validation of packaging processes.

	
	ASTM F1980-2021
	Other applied standard providing guidance on accelerated aging studies to support shelf-life claims.

	Post-Market Surveillance / PMCF
	MEDDEV 2.12/2 Rev. 2
	Guidance used to support post-market clinical follow-up activities to confirm continued safety and performance.

	Vigilance
	MEDDEV 2.12/1 Rev. 8
	Guidance used to support medical device vigilance processes and reporting of serious incidents and field safety corrective actions.
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9. [bookmark: _Toc234919686]B. Summary of safety and performance for patients/lay persons

Device name: Option ELITE Retrievable Vena Cava Filter System
Document: Summary of Safety and Clinical Performance
Date of issue: 25 August 2026

Why This Summary Is Written
This summary explains what the Option ELITE filter is used for and what is known about its safety. It is written for patients and the public in plain language.
This summary does not replace advice from your doctor. Talk to your doctor if you have questions about your health or treatment.

Device Information

Device name:
Option™ ELITE Retrievable Vena Cava Filter System
Manufacturer:
Argon Medical Devices, Inc.
1445 Flat Creek Rd
Athens, Texas 75751
USA
First CE marked in Europe:
June 2016

The table below lists the device names, part numbers, and device identification codes.
	Device Name / Description
	Model/ Catalog Number
	GMDN Code
	EMDN Code
	EU MDR Device Class/Rule
	Basic UDI-DI
	UDI-DI

	Option Elite Retrievable Vena Cava Filter System
(70 cm)
	352506070E
	
44864


	
C01050101


	III/Rule 8 

	08863332800012P

	
00886333217151


	Option Elite Retrievable Vena Cava Filter System (100 cm)
	352506100E
	
	
	
	
	
00886333222346





What Is the Device Used For?

The Option ELITE filter helps lower the chance that a blood clot will travel to the lungs. A blood clot in the lungs is called a pulmonary embolism, or PE. PE can be very serious.
The filter is placed in a large vein in the belly. This vein is called the inferior vena cava, or IVC. The IVC carries blood from the legs back to the heart.
The filter works like a small net. It catches blood clots but still lets blood flow through the vein.

When Is the Device Used?
The filter may be used when blood-thinning medicine cannot be used safely, does not work as expected, or must be stopped for medical reasons. It may also be used when emergency treatment is needed after massive pulmonary embolism, and the expected benefit of standard treatment is reduced.
Only a doctor can decide if this filter should be used.

Who Is the Device For?
The Option ELITE filter may be used in adults who have blood clots that could travel to the lungs. It may be used when blood-thinning medicine cannot be used safely, does not work well enough, or must be stopped. It may also be used in an emergency after a large blood clot reaches the lungs, when usual treatment may not work well enough.

When Should the Device Not Be Used?
The filter should not be used if:
· The large vein, called the IVC, is too wide for the filter to fit safely
· The patient has a blood infection or is at risk for infected clots traveling in the blood
· The patient is allergic to nickel or titanium, which are metals in the filter
· The patient is pregnant and X-rays could harm the unborn baby
Your doctor will decide if this device is right for you.

What Is the Device and How Does It Work?
The Option ELITE filter is a small metal device. It is placed into a large vein using a small tube. Surgery is not needed.
It is made from a flexible metal called nickel-titanium. This helps the filter open and stay in place inside the vein.
The filter catches blood clots so they do not travel to the lungs. In some patients, the filter can be removed later when it is no longer needed. If the filter is no longer needed and removal is safe and appropriate, doctors should consider removing it within the recommended retrieval period described in the Instructions for Use.
The device does not contain medicine. It works by physically stopping clots.

What Materials Touch the Body?
The filter is made from nickel-titanium metal. It also has parts that help doctors see it on X-rays.

How Is the Device Used Safely?
Only trained doctors place and remove the filter.
Doctors use special X-ray equipment to guide the filter to the right place.
Patients do not need to bring any equipment. Follow your doctor’s instructions before and after the procedure.

Risks and Warnings
All medical treatments have some risks. Possible problems with vena cava filters may include:
· The filter moving, tilting, or being positioned incorrectly
· Damage to the filter, including breakage, shape change, or trouble removing it
· Blood clots forming in or around the filter, in the legs, or in the large vein where the filter is placed
· Pain, bruising, bleeding, or infection where the filter is placed or removed
· Injury to the vein or nearby organs, which may need medical treatment, surgery, or another procedure
· Allergic reaction to contrast dye, medicine, anesthesia, nickel, or titanium
· Serious events, such as breathing problems, heart problems, stroke-like symptoms, kidney problems, or death
Not every patient will have these problems. Some problems can be serious. Your doctor will watch for them and help if needed.
Call your doctor if you notice unusual symptoms or feel unwell after the procedure.

Important Safety Information
Tell your doctor if:
· You are allergic to metals like nickel or titanium
· You have a blood infection
· You are pregnant or think you might be pregnant
Your doctor may ask you to limit some activities for a short time after the filter is placed.
You may be able to have a magnetic resonance imaging scan, also called an MRI scan, with this filter, but only if certain safety rules are followed. Before any MRI scan, tell your doctor or the MRI staff that you have an Option ELITE filter.

Has There Been a Safety Action?
Yes. In 2023, the company took a safety action because a possible device performance issue could affect how the filter works as intended and could increase the risk that a blood clot travels to the lungs. The company reviewed the issue and continues to monitor safety information after the device is sold. Based on the information reviewed to date, no new safety concern was found.

This event has been reviewed as part of ongoing safety monitoring. Based on the information available, the benefits and risks of the Option ELITE filter remain acceptable when it is used as intended.

Your doctor can give you more details if needed.

How Do We Know the Device Is Safe and Works?
Information about the safety and use of the Option ELITE filter comes from:
· Laboratory testing
· Use in patients
· Medical studies of this filter and similar filters
· Complaints, reported problems, and ongoing safety checks after the device is sold
These sources show that the device works as expected when used correctly. Clinical information showed high success with placing and removing the filter. Complaints, reported problems, and ongoing safety checks after the device is sold did not find a new safety concern based on the information reviewed to date.

How Is Safety Checked Over Time?
The manufacturer continues to watch the safety of the device after it is sold. This includes reviewing complaints, reported problems, medical studies, safety actions, and follow-up information from doctors or clinical sites when available.
· Reviewing complaints and reported problems
· Reviewing medical studies
· Taking action if safety concerns arise
· Doctors may also provide follow-up information about patients who received the filter.
These activities help keep safety information up to date. They also help confirm that the device continues to work as intended.

What Other Treatments Are Available?
Doctors usually try blood-thinning medicine first to treat blood clots.
If blood thinners cannot be used, other options may include:
· Medicines that break up clots in emergencies
· Special procedures or surgery in some cases
Your doctor will explain which option is best for you.

Who Uses the Device?
The Option ELITE filter is used only by trained doctors. Patients do not place or remove the filter themselves.

10. [bookmark: _Toc234919687]Revision History

	Revision
	Date Issued
	Change Description
	Revision validated by the Notified Body?

	A
	10 August 2021
	Initial SSCP release.
	No; initial release prior to Notified Body validation.

	B 
	25 August 2026
	Final SSCP released for public availability 
	☒ Yes
Language Validation:
English 

Validated by the Notified Body in English in accordance with MDCG 2019-9 Section 9 recommendations.
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