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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 SKATER Drainage System from 01 January 2022 to 03 May 2024 (Reporting Interval).

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. A supplemental SSCP with information for patients was not established since the Skater Drainage Catheters System is an implantable device, which patients are provided with an implant card, but the device is not intended to be used directly by patients. 

1. [bookmark: _Toc181362678]Scope of this Summary of Safety and Clinical Performance (SSCP):

[bookmark: _Toc181362679]Device Trade Name: 
SKATER Drainage Catheters and Kits
· SKATER™ Single Step Drainage Catheter Set with non-locking and locking pigtail
· SKATER™ Drainage Catheter with non-locking and locking pigtail
· SKATER™ Biliary Drainage Catheter with non-locking and locking pigtail
· SKATER™ Introducer Biliary Drainage Kit with locking pigtail
· SKATER™ Nephrostomy Catheter with non-locking and locking pigtail
· SKATER™ Nephrostomy Kit with locking and non-locking pigtail
· SKATER™ Introducer Nephrostomy Kit- Locking Pigtail
· SKATER™ All-Purpose and Nephrostomy Set with non-locking and locking pigtail
· SKATER™ Mini-Loop Drainage Set















[bookmark: _Toc181362680]Device description, Basic UDI-DI, and EU Classification:
[bookmark: _Ref160014389][bookmark: _Ref161046689][bookmark: _Toc167094032]
Table 1.2-1: Product Group and Basic UDI-DI
	[bookmark: _Hlk167000577]Product Group
	Basic UDI-DI

	SKATER™ Drainage Catheters:
· SKATER™ All-Purpose and Nephrostomy Set – Non-Locking
	0886333010002XF

	· SKATER™ All-Purpose and Nephrostomy Set – Locking
	0886333010003XH

	· SKATER™ Mini-Loop Drainage Set
	

	· SKATER™ Single-Step Drainage Catheter Set – Non-Locking
	0886333010020XH

	· SKATER™ Single-Step Drainage Catheter Set – Locking
	0886333010019XY

	· SKATER™ Drainage Catheter – Non-Locking
	0886333010008XT

	· SKATER™ Drainage Catheter – Locking
	0886333010007XR

	· SKATER™ Nephrostomy Catheter – Non-Locking
	0886333010017XU

	· SKATER™ Nephrostomy Catheter – Locking
	0886333010016XS

	· SKATER™ Biliary Drainage Catheter – Non-Locking
	0886333010005XM

	· SKATER™ Biliary Drainage Catheter – Locking
	0886333010004XK

	SKATER™ Drainage Kits:
· SKATER™ Nephrostomy Kit – Non-Locking
	0886333010018XW

	· SKATER™ Nephrostomy Kit – Locking
	0886333010000XB

	· SKATER™ Introducer Nephrostomy Kit – Locking
	0886333010001XD

	· SKATER™ Introducer Biliary Drainage Kit – Locking
	0886333010011XG


[bookmark: _Ref148341988][bookmark: _Toc167094033]
Table 1.2-2: Device description and catalogue numbers 
	[bookmark: _Hlk167000613]Device Name / Description
	Model/Catalog Number

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (6F x 20cm)
	756006020

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (6F x 25cm)
	756006025

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (7F x 20cm)
	756007020

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (7F x 25cm)
	756007025

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (8F x 20cm)
	756008020

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (8F x 25cm)
	756008025

	SKATER™ Single Step Drainage Set-Non-Locking (8F x 30cm)
	756008030

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (10F x 20cm)
	756010020

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (10F x 25cm)
	756010025

	SKATER™ Single Step Drainage Set-Non-Locking (10F x 30cm)
	756010030

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (12F x 20cm)
	756012020

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (12F x 25cm)
	756012025

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (14F x 20cm)
	756014020

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (14F x 25cm)
	756014025

	SKATER™ Single-Step Drainage Catheter Set with non-locking pigtail (16F x 25cm)
	756016025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (6F x 20cm)
	756506020

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (6F x 25cm)
	756506025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (7F x 20cm)
	756507020

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (7F x 25cm)
	756507025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (8F x 20cm)
	756508020

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (8F x 25cm)
	756508025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (8F x 30cm)
	756508030

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (10F x 20cm)
	756510020

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (10F x 25cm)
	756510025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (10F x 30cm)
	756510030

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (12F x 20cm)
	756512020

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (12F x 25cm)
	756512025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (14F x 20cm)
	756514020

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (14F x 25cm)
	756514025

	SKATER™ Single-Step Drainage Catheter Set with locking pigtail (16F x 25cm)
	756516025

	SKATER™ Drainage Catheter with non- locking pigtail (6F x 25cm)
	751106025

	SKATER™ Drainage Catheter with non- locking pigtail (6F x 35cm)
	751106035

	SKATER™ Drainage Catheter with non- locking pigtail (7F x 25cm)
	751107025

	SKATER™ Drainage Catheter with non- locking pigtail (7F x 35cm)
	751107035

	SKATER™ Drainage Catheter with non- locking pigtail (8F x 25cm)
	751108025

	SKATER™ Drainage Catheter with non- locking pigtail (8F x 35cm)
	751108035

	SKATER™ Drainage Catheter with non- locking pigtail (10F x 25cm)
	751110025

	SKATER™ Drainage Catheter with non- locking pigtail (10F x 35cm)
	751110035

	SKATER™ Drainage Catheter with non- locking pigtail (12F x 25cm)
	751112025

	SKATER™ Drainage Catheter with non- locking pigtail (12F x 35cm)
	751112035

	SKATER™ Drainage Catheter with non- locking pigtail (14F x 25cm)
	751114025

	SKATER™ Drainage Catheter with non- locking pigtail (16F x 25cm)
	751116025

	SKATER™ Drainage Catheter with locking pigtail (6F x 25cm)
	755106025

	SKATER™ Drainage Catheter with locking pigtail (6F x 35cm)
	755106035

	SKATER™ Drainage Catheter with locking pigtail (7F x 25cm)
	755107025

	SKATER™ Drainage Catheter with locking pigtail (7F x 35cm)
	755107035

	SKATER™ Drainage Catheter with locking pigtail (8F x 25cm)
	755108025

	SKATER™ Drainage Catheter with locking pigtail (8F x 35cm)
	755108035

	SKATER™ Drainage Catheter with locking pigtail (10F x 25cm)
	755110025

	SKATER™ Drainage Catheter with locking pigtail (10F x 35cm)
	755110035

	SKATER™ Drainage Catheter with locking pigtail (12F x 25cm)
	755112025

	SKATER™ Drainage Catheter with locking pigtail (12F x 35cm)
	755112035

	SKATER™ Drainage Catheter with locking pigtail (14F x 25cm)
	755114025

	SKATER™ Drainage Catheter with locking pigtail (14F x 35cm)
	755114035

	SKATER™ Drainage Catheter with locking pigtail (16F x 25cm)
	755116025

	SKATER™ Biliary Drainage Catheter Non-Locking (8F x 40cm)
	755208040

	SKATER™ Biliary Drainage Catheter Non-Locking (10F x 40cm)
	755210040

	SKATER™ Biliary Drainage Catheter Non-Locking (12F x 40cm)
	755212040

	SKATER™ Biliary Drainage Catheter Locking (8F x 40cm)
	755308040

	SKATER™ Biliary Drainage Catheter Locking (10F x 40cm)
	755310040

	SKATER™ Biliary Drainage Catheter Locking (12F x 40cm)
	755312040

	SKATER™ Nephrostomy Catheter-Non-Locking (6F x 25cm)
	755506025

	SKATER™ Nephrostomy Catheter-Non-Locking (6F x 35cm)
	755506035

	SKATER™ Nephrostomy Catheter-Non-Locking (7F x 25cm)
	755507025

	SKATER™ Nephrostomy Catheter-Non-Locking (7F x 35cm)
	755507035

	SKATER™ Nephrostomy Catheter-Non-Locking (8F x 25cm)
	755508025

	SKATER™ Nephrostomy Catheter-Non-Locking (8F x 35cm)
	755508035

	SKATER™ Nephrostomy Catheter-Non-Locking (10F x 25cm)
	755510025

	SKATER™ Nephrostomy Catheter-Non-Locking (10F x 35cm)
	755510035

	SKATER™ Nephrostomy Catheter-Non-Locking (12F x 25cm)
	755512025

	SKATER™ Nephrostomy Catheter-Non-Locking (12F x 35cm)
	755512035

	SKATER™ Nephrostomy Catheter-Non-Locking (14F x 25cm)
	755514025

	SKATER™ Nephrostomy Catheter-Non-Locking (14F x 35cm)
	755514035

	SKATER™ Nephrostomy Catheter-Locking Pigtail (6F x 25cm)
	755606025

	SKATER™ Nephrostomy Catheter-Locking Pigtail (6F x 35cm)
	755606035

	SKATER™ Nephrostomy Catheter-Locking Pigtail (7F x 25cm)
	755607025

	SKATER™ Nephrostomy Catheter-Locking Pigtail (7F x 35cm)
	755607035

	SKATER™ Nephrostomy Catheter-Locking Pigtail (8F x 25cm)
	755608025

	SKATER™ Nephrostomy Catheter-Locking Pigtail (8F x 35cm)
	755608035

	SKATER™ Nephrostomy Catheter-Locking Pigtail (10F x 25cm)
	755610025

	SKATER™ Nephrostomy Catheter-Locking Pigtail (10F x 35cm)
	755610035

	SKATER™ Nephrostomy Catheter-Locking Pigtail (12F x 25cm)
	755612025

	SKATER™ Nephrostomy Catheter-Locking Pigtail (12F x 35cm)
	755612035

	SKATER™ Nephrostomy Catheter-Locking Pigtail (14F x 25cm)
	755614025

	SKATER™ Nephrostomy Catheter-Locking Pigtail (14F x 35cm)
	755614035

	SKATER™ Nephrostomy Kit- Locking Pigtail (6F x 35cm)
	757306600

	SKATER™ Nephrostomy Kit- Locking Pigtail (6F x 35cm)
	757306700

	SKATER™ Nephrostomy Kit- Locking Pigtail (7F x 35cm)
	757307000

	SKATER™ Nephrostomy Kit- Locking Pigtail (8F x 35cm)
	757308000

	SKATER™ Nephrostomy Kit- Locking Pigtail (8F x 35cm)
	757308600

	SKATER™ Nephrostomy Kit- Locking Pigtail (8F x 35cm)
	757308700

	SKATER™ Nephrostomy Kit- Locking Pigtail (10F x 35cm)
	757310000

	SKATER™ Nephrostomy Kit- Locking Pigtail (12F x 35cm)
	757312000

	SKATER™ Nephrostomy Kit- Locking Pigtail (14F x 35cm)
	757314700

	SKATER™ Introducer Nephrostomy Kit- Locking Pigtail (8F x 35cm)
	767308000

	SKATER™ Introducer Nephrostomy Kit- Locking Pigtail (8F x 35cm)
	767308300

	SKATER™ Introducer Nephrostomy Kit- Locking Pigtail (10F x 35cm)
	767310300

	SKATER™ Introducer Nephrostomy Kit- Locking Pigtail (10F x 35cm)
	767310000

	SKATER™ Introducer Nephrostomy Kit- Locking Pigtail (12F x 35cm)
	767312000

	SKATER™ Introducer Biliary Drainage Kit-Locking (8F x 40cm)
	765308300

	SKATER™ Introducer Biliary Drainage Kit-Locking (10F x 40cm)
	765310300

	SKATER™ Nephrostomy Kit- Non- Locking Pigtail (8F x 35cm)
	750308000

	SKATER™ Nephrostomy Kit- Non- Locking Pigtail (8F x 35cm)
	750308100

	SKATER™ Nephrostomy Kit- Non- Locking Pigtail (10F x 35cm)
	750310000

	SKATER™ Nephrostomy Kit- Non- Locking Pigtail (12F x 35cm)
	750312000

	SKATER™ Nephrostomy Kit- Non- Locking Pigtail (14F x 35cm)
	750314000

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (6F x 15cm)
	756106015

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (6F x 20cm)
	756106020

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (6F x 25cm)
	756106025

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (7F x 20cm)
	756107020

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (7F x 25cm)
	756107025

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (8F x 20cm)
	756108020

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (8F x 25cm)
	756108025

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (8F x 30cm)
	756108030

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (10F x 20cm)
	756110020

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (10F x 25cm)
	756110025

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (10F x 30cm)
	756110030

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (12F x 20cm)
	756112020

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (12F x 25cm)
	756112025

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (14F x 20cm)
	756114020

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (14F x 25cm)
	756114025

	SKATER™ All-Purpose and Nephrostomy Set – Non-Locking (16F x 25cm)
	756116025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (6F x15 cm)
	756606015

	SKATER™ All-Purpose and Nephrostomy Set – Locking (6F x 20cm)
	756606020

	SKATER™ All-Purpose and Nephrostomy Set – Locking (6F x 25cm)
	756606025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (6F x 35cm)
	756606035

	SKATER™ All-Purpose and Nephrostomy Set – Locking (7F x 15cm)
	756607015

	SKATER™ All-Purpose and Nephrostomy Set – Locking (7F x 20cm)
	756607020

	SKATER™ All-Purpose and Nephrostomy Set – Locking (7F x 25cm)
	756607025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (8F x 15cm)
	756608015

	SKATER™ All-Purpose and Nephrostomy Set – Locking (8F x 20cm)
	756608020

	SKATER™ All-Purpose and Nephrostomy Set – Locking (8F x 25cm)
	756608025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (8F x 30cm)
	756608030

	SKATER™ All-Purpose and Nephrostomy Set – Locking (8F x 35cm)
	756608035

	SKATER™ All-Purpose and Nephrostomy Set – Locking (8F x 45cm)
	756608045

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 15cm)
	756610015

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 20cm)
	756610020

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 25cm)
	756610025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 30cm)
	756610030

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 35cm)
	756610035

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 45cm)
	756610045

	SKATER™ All-Purpose and Nephrostomy Set – Locking (10F x 60cm)
	756610060

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 15cm)
	756612015

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 20cm)
	756612020

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 25cm)
	756612025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 30cm)
	756612030

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 35cm)
	756612035

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 45cm)
	756612045

	SKATER™ All-Purpose and Nephrostomy Set – Locking (12F x 60cm)
	756612060

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 15cm)
	756614015

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 20cm)
	756614020

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 25cm)
	756614025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 30cm)
	756614030

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 35cm)
	756614035

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 45cm)
	756614045

	SKATER™ All-Purpose and Nephrostomy Set – Locking (14F x 60cm)
	756614060

	SKATER™ All-Purpose and Nephrostomy Set – Locking (16F x 25cm)
	756616025

	SKATER™ All-Purpose and Nephrostomy Set – Locking (16F x 30cm)
	756616030

	SKATER™ All-Purpose and Nephrostomy Set – Locking (16F x 35cm)
	756616035

	SKATER™ All-Purpose and Nephrostomy Set – Locking (16F x 45cm)
	756616045

	SKATER™ All-Purpose and Nephrostomy Set – Locking (16F x 60cm)
	756616060

	SKATER™ Mini-Loop Drainage Set (6F x 15cm)
	758606015

	SKATER™ Mini-Loop Drainage Set (6F x 20cm)
	758606020

	SKATER™ Mini-Loop Drainage Set (6F x 25cm)
	758606025

	SKATER™ Mini-Loop Drainage Set (7F x 15cm)
	758607015

	SKATER™ Mini-Loop Drainage Set (7F x 25cm)
	758607025

	SKATER™ Mini-Loop Drainage Set (8F x 15cm)
	758608015

	SKATER™ Mini-Loop Drainage Set (8F x 25cm)
	758608025

	SKATER™ Mini-Loop Drainage Set (10F x 15cm)
	758610015

	SKATER™ Mini-Loop Drainage Set (10F x 25cm)
	758610025

	SKATER™ Mini-Loop Drainage Set (12F x 15cm)
	758612015

	SKATER™ Mini-Loop Drainage Set (12F x 25 cm)
	758612025

	SKATER™ Mini-Loop Drainage Set (14F x 25 cm)
	758614025



[bookmark: _Ref166623619][bookmark: _Toc167094031]Table 1.2-3: EU classification GMDN and EMDN Codes
	Product Group
	GMDN
	EMDN
	EU Classification

	SKATER™ Drainage Catheters:
· SKATER All Purpose and Nephrostomy Drainage Catheters
· SKATER Mini-Loop Drainage Sets 
	47796
	[bookmark: _Hlk157447155]A060201
U040203
	


IIb

	· SKATER Single Step Drainage Set 
· SKATER Drainage Catheter
	35824
11305
	A060201
	

	· SKATER Nephrostomy Catheter 
	10735
	U040203
	

	SKATER™ Drainage Kits:
· SKATER Nephrostomy Kit 
· SKATER Introducer Nephrostomy Kit 
	35824
10735
	A060299
U040203
	

	· SKATER Biliary Drainage Catheter 
· SKATER Introducer Biliary Drainage Kit 
	10696
35824
	G02060299
	





[bookmark: _Toc181362681]Year when the first certificate (CE) was issued covering the device: 

SKATER Drainage Catheters were first released to market in the EU and obtained the initial CE mark in 1998 by PBN Medical. Subsequently, SKATER Drainage Catheters were marketed in the United States in 1999 by Angiotech/Medical Device Technologies.
In 2013, Argon Medical Devices, Inc. acquired the product line with the acquisition of Angiotech/Medical Device Technologies which is currently sold in the EU under CE mark CE 565719 and NB 2797. These devices were previously CE marked under MDD as Class IIb devices according to Annex IX, Rule 8 of MDD 93/42/EEC. The historical technical file number for SKATER Drainage Catheters and Kits was TF-82238. The SKATER Drainage Catheters and Kits will remain Class IIb devices upon application of the criteria given in Annex VIII, Chapter III of the 2017/745 EU MDR, Rule 8.

[bookmark: _Toc181362682] 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: _Toc181362683]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: _Toc181362684]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: _Toc181362685]Intended use of the device 

[bookmark: _Toc181362686][bookmark: _Toc100654495] Intended Use/Purpose
The Skater Drainage System is intended for use in any person requiring percutaneous drainage or aspiration of abscesses and abnormal fluid collections for diagnostic and therapeutic treatment for a wide variety of fluid collections.

[bookmark: _Toc181362687]Indications
The product is for percutaneous drainage in a variety of drainage applications (e.g., cysts, abscesses, hematomas, pleural exudates, ascites, gall bladders, nephrostomy, abscess and biliary system).
[bookmark: _Toc181362688]Target Population
Patients may range in age from adolescent to elderly adults, any gender, race, or ethnicity, and fitness levels may range from active and athletic to obese and sedentary.
[bookmark: _Toc181362689]Contraindications
There are no known contraindications 
3. [bookmark: _Toc181362690]Device Description

[bookmark: _Toc181362691]Description of the device 
Skater Drainage Catheter:
The Skater Drainage Catheters are designed to promote maximum drainage flow with large lumen and large drainage holes. They are made of soft polyurethane for patient comfort, optimal kink-resistance, ease of insertion and radiopacity. Visual position markers confirm catheter position after placement. The catheters are coated with SLIP-COAT™ hydrophilic coating for minimal friction during insertion. 
The various configurations offer locking or non-locking pigtail, from 6F to 16F and 15cm to 60cm, with metal stiffener, flexible stiffener (for catheters ≥ 8F) and/or Choice Lock™ trocar stylet.

The Skater Mini-loop Drainage Catheters has a small pigtail for percutaneous drainage in small cavities.

The Skater Biliary Drainage Catheter feature radiopaque marker band that provides clear view of the most proximal drainage hole for accurate placement in the biliary tract and additional drainage holes for biliary duct to duodenum drainage.
The device is supplied sterile and intended for single use.

The SKATER Drainage Catheter representing the various parts and Skater Drainage with Choice Lock Trocar Stylet.
Skater Drainage Kits:
The Skater Introducer Biliary Drainage Kit consists of a fine trocar needle, access guidewire and co-axial dilator that provides atraumatic placement for 0.035” or 0.038” guidewire. The product features large oval drainage holes and large lumen for maximal drainage capacity.

Skater Nephrostomy Kits and Skater Introducer Nephrostomy Kits offer metal or flexible stiffening cannula. The product features SLIP-COAT™ hydrophilic coating at the distal tip for easy insertion, large lumen and large oval drainage holes designed for maximal drainage capacity.

Duration / Lifetime for these devices is up to 12 weeks.
Possible complications may include, but are not limited to, hemorrhage/hematoma, infection/sepsis, and catheter occlusion and/or dislodgment.
As with any draining procedure, there is risk when used as intended by a physician, the benefits of using the Skater Drainage Catheter outweigh the risks associated with the use of the device. 
Clinical benefit of the device provides removal of infected fluid or fluid accumulation from body cavities. Resolution of patient symptoms due to infected fluid or fluid accumulation. Lower complications and risks compared to surgical intervention.
Lifetime/Duration is up to 12 weeks.

[bookmark: _Toc181362692]Previous Variants and their Differences
This section is not applicable (N/A). 
[bookmark: _Toc181362693]Accessories, Compatible Devices, and Other Products Used in Combination
SKATER Introducer Sets
The SKATER Introducer Set provides easy, accurate and atraumatic placement of up to an .038” guidewire in non-vascular procedures.
Introducer Sheaths/Needles (ISN)
The ISN quickly and smoothly provides access for placement of up to an .038 guidewire in non-vascular procedures.
Hawkins™ Blunt Needle Access System
Hawkins Blunt Needles offer sharp and blunt stylets for controlled access in percutaneous drainage procedures.
Drainage Bags
Drainage Bags are designed for efficient fluid collection during drainage procedures.

4. [bookmark: _Toc181362694]Risks and Warnings

[bookmark: _Toc181362695]Residual Risks and Undesirable Side Effects
The Argon Risk Management process is conducted in accordance with EN ISO 14971:2019. Individual residual risk summary and assessment was conducted by review of clinical literature on the subject device and state of the art (SOA) in CER-031 Rev C. Presented in the table below are only the most clinically relevant risks (events with patient involvement) identified from the clinical evaluation. 
Table 4.1-1: Risk-benefit-profile for the product (PMCFP-0030 Rev E)
	[bookmark: _Hlk173762545]Risk ID
	Residual Risk

	R1
	Bleeding (Hemorrhage/ Hematoma)

	R2
	Infection/Sepsis

	R3
	Pneumothorax

	R4
	Bilomas

	[bookmark: _Hlk171429631]Benefit ID
	Clinical Benefit

	B1
	Removal of fluid accumulation from body cavities

	B2
	Resolution of patient symptoms due to infected fluid or fluid accumulation

	B3
	Lower complications and risks compared to surgical intervention

	B4
	Facilitating percutaneous access for catheter placement

	B5
	Prevent catheter dislodgement and migration thereby minimizing the risk of additional procedures or exchanges



Table 4.1-2: Benefits Assessment (RMR-0022 Rev H)
	Benefits
	BEN
	OCCt
	BPN
(BEN*OCCt)

	Removal of fluid accumulation from body cavities 
	4
	6
	24

	Resolution of patient symptoms due to infected fluid or fluid accumulation 
	4
	6
	24

	Lower complications and risks compared to surgical intervention 
	4
	6
	24

	Facilitating percutaneous access for catheter placement 
	4
	6
	24

	Prevent migration of catheter 
	4
	6
	24

	Worst case BPN:
	4
	6
	24


 OCCt is based on data from CER-031 Rev. C
The OCCt (likelihood of occurrence of the benefit of the treatment/outcome).




Table 4.1.-3: Adverse Events Reported in the Literature (CER-031 Rev C)
	Adverse Events

	Adverse Event
	Reported Rate (Range, %)
	Suggested Threshold (%)

	Major complications
	7.2% (4.5%–9%)
	10.0%

	Minor complications
	22.2% (1.6%–37.6%)
	45.2%

	Death
	1.1% (0%–3.7%)
	3.3%

	Sepsis
	2.3% (0.4%–26.4%)
	15.2%

	Hemorrhage
	1.7% (0.3%–9.3
	5.7%

	Inflammatory/infectious (abscess, peritonitis,cholecystitis, pancreatitis)
	3.6% (0.4%–28.4%)
	18.4%

	Catheter dislodgment
	7.9% (3.6%–14%)
	17%

	Pericatheter leakage
	2.2% (0.4%–10%)
	8.3%

	Stone removal
	
	

	· Cholangitis
	2% (1.8%–2.7%)
	3%

	· Hemobilia
	1%
	2%

	· Minor complications
	8% (5.7%–8.8%)
	2%



The clinical benefit and any identified or residual risks to the patient identified in the clinical data have been assessed. Using applicable clinical safety and performance objectives that are relevant to the intended clinical benefit, the acceptability of the benefit-risk ratio was determined based on the SOA in the medical field. 
The hazards associated with the use of SKATER Drainage System do not present an unreasonable risk to the user, patient, or environment. As a result, the clinical benefits of SKATER Drainage System have been determined to outweigh its overall residual risk. The clinical data evaluation identified no new risks for SKATER Drainage System.

[bookmark: _Toc181362696]Warnings and Precautions
Table 4.2.-1: IFU references for Warnings and Precautions 
	Device/System Component
	IFU

	SKATER Drainage Catheters 
	IFU7000M Rev B

	SKATER Drainage Kits
	IFU7653M Rev B



Warnings
· [bookmark: _Hlk16237650]This device should not be re-sterilized, reused, or reprocessed
· Do not use if the package is open, the device is damaged, or if the expiration date has been exceeded. 
· During insertion and placement of the catheter, avoid contact with bone, cartilage, and scar tissue which can damage the catheter tip.
Precautions
· Be sure to activate the hydrophilic coating on the catheter with sterile water or saline before use.
· Ensure the drain is secured and the system is intact to prevent dislodgement. Secure with a catheter fixation device, suture, or tape.
· Assess drain insertion site for signs of leakage, redness, or oozing. These signs may indicate an infection or irritation of the surrounding skin.
· Monitor changes in character or volume of fluid or bleeding.
· It is recommended affixing the catheter in a straight line and that any curvature be applied to the connecting tube.
· If a locking pigtail catheter is to be removed in another department, it is recommended that these guidance notes accompany the patient’s case notes to ensure that the relevant personnel are aware of the presence of a locking catheter. It is also advisable to inform the patient.
· The introducer needle has a hub to help prevent fingers from contacting/pulling wire. Do not pull guidewire through needle. (for SKATER Drainage Kits)

[bookmark: _Toc181362697]Other relevant aspects of safety, including a summary of any field safety corrective action (FSCA including FSN) if applicable.
There were no FSCAs for the reporting period.

5. [bookmark: _Toc181362698][bookmark: _Hlk176256981]Summary of clinical evaluation and post-market clinical follow-up (PMCF)

Summary of Clinical Evaluation Report CER-031 Rev C:
This clinical evaluation was performed to evaluate the safety and performance of SKATER Drainage System data held by the manufacturer as well as the data retrieved from external sources were evaluated in this report.
· SKATER Drainage System are legacy products with a long history on the market. This clinical evaluation demonstrated that the overall technical, biological, and clinical characteristics were similar for the devices. 
· Non-clinical safety and performance testing, and the biocompatibility evaluation support the performance and safety of SKATER Drainage System, when in clinical use. This includes, but is not limited to simulation tests, device functionality tests, performance tests, accelerated aging test, particulate generation test, packaging tests, dimensional and visual inspections, leakage tests, product integrity tests, and tensile strength tests. The devices were also demonstrated to be compliant with the applicable standards and guidelines.
· Based on the SOA review performed on the literature available on drainage systems for drainage applications, and evaluation of alternative devices and techniques available on the market, SKATER Drainage System can be considered state-of-the-art for the intended purpose.
· [bookmark: _Hlk169706695]From the review of PMS data or data from external medical device databases during the date range from 01May2019 through 30Apr2024. The EU complaints reported for SKATER Drainage Catheters and SKATER Drainage Kits were 225 with a percentage of 0.035% for EU 6,37,771 units during the reported period. The EU complaints reported for SKATER Introducer Set were 11 with a percentage of 0.043% for 25,329 units sold for EU during the reported period. The EU complaints reported for SKATER FIX were 2 with a percentage of 0.0003% for 7,24,513 units sold for EU during the reported period. Thus, the complaints reported were low relative to the units sold for all drainage units. No new risks were identified from the review of complaints, CAPAs, or Field Actions within the date range under consideration. Adverse events reported on similar devices from the safety databases were not new risks and are already addressed in the risk documentation of the subject devices which are mitigated to acceptable levels.
· Systematic Literature Review performed to evaluate the safety and performance of SKATER Drainage System did not identify any events related to safety regarding the use of the devices. Additionally, there were no new risks or an increase in trends of known risks identified with the use of these devices.
· Data reviewed during this clinical evaluation confirms that the beneficial effects of SKATER Drainage System outweigh the risks associated with the use of the devices.
· Under normal conditions of use and when used as per the manufacturer's instructions, clinical performance requirements for the device have been met, and the device performs as claimed and intended.
· Hazards identified in FMEAs for the devices have been acceptably mitigated, and the identified residual risks and side effects are acceptable when weighed against the intended benefits of the devices.
· The report confirms that the use of SKATER Drainage System is compatible with a high level of protection of health and safety. All risks and events reported for the devices are adequately addressed in the risk documents. The levels of severity and occurrence of all potential risks were found to be within acceptable limits.
· Argon Medical Devices has demonstrated that the subject device, SKATER Drainage System, complies with the relevant GSPRs on safety and performance (GSPR 1, 2, 6, and 8). Therefore, the requirements have been met for clinical evaluation.
Summary post-market clinical follow-up:
PMCF will be evaluated as part of the PMCF Plan-0030, which is part of the PMS Plan, which will be updated based on the results of this PMCF and in accordance with MEDDEV 2.12/2 Rev.
The PMCF Report will include:
The findings of the PMCFR-0030 activities will be analyzed and documented in a PMCF Evaluation Report. The PMCF evaluation report will be part of the clinical evaluation report and the technical documentation. 
The following will be included in the PMCF Report:
· Patient population: The population included in the PMCF activities (as relevant) and the total patient population impacted by the device.
· Any inclusion / exclusion criteria for the data gathered.
· Data Summary: The data inputs identified above shall be summarized. If there is no new data to report, this will be stated in the summary. If there is a large amount of similar data, a statistical analysis of that data may be presented. 
· Discussion of Data: In this section, data from each PMCF input source will be discussed separately. The discussion will state which input sources identified significant new data or changes in data trends and will state any changes associated with the severity of harm caused by device malfunction changes or frequency of incidents.
· Conclusions: The conclusion of the summary of each PMCF input will state conclusions drawn. Any new risks, changes to risks or changes to frequency of occurrences should be noted and should trigger either an update to the Clinical Evaluation Report, the Design / Usability Risk Analysis or both. The conclusion will identify any risks, changes to risks, or other signals that require preventative or corrective measures. The conclusion will include whether any additional PMCF activities are required, and the PMCF Plan will be updated accordingly.

[bookmark: _Toc181362699]Summary of clinical data related to equivalent device, if applicable 
[bookmark: _Toc146710755]	
Equivalence Strategy for SKATER Drainage System External Catheters Per CER-031 Rev C Section 6.1

Argon Medical is implementing a formal equivalence strategy for the external drainage catheters within the SKATER Drainage System, which are marketed under the following tradenames:
· SKATER™ All-Purpose and Nephrostomy Drainage Set
· SKATER™ Mini-Loop Drainage Set
· SKATER™ Single Step Drainage Set
· SKATER™ Drainage Catheter
· SKATER™ Nephrostomy Catheter
There are no differences in the clinical and biological characteristics of the external drainage catheters included in the aforementioned tradename sets. While there are variations in the technical characteristics such as design, specifications, and deployment methods, these differences are not clinically significant and do not impact the safety or performance of the devices when used as intended.
The choice of design, specifications, and deployment methods may vary depending on the patient’s needs or the physician's training and preferences. To accommodate these variables, the SKATER Drainage System is available in a range of configurations tailored to different patients and physician-selected techniques.
Most catheter sets include accessories that support both deployment methods:
· Direct Stick: Using the Choice Lock trocar stylet
· Over-the-Wire: Using metal or plastic stiffeners
The selection of the deployment method is based on the location of the target fluid collection, with the aim of identifying the safest path that minimizes the risk of unintended perforation of organs or vessels during percutaneous placement.
The catheter sets marketed under the aforementioned tradenames are available in various sizes and lengths to suit different patient body types and fluid viscosities. It is crucial that trained physicians and clinicians select the appropriately sized catheter based on the patient’s body habitus and the distance between the skin and the target fluid collection.

[bookmark: _Toc181362700]Summary of clinical data from conducted investigations of the device before the CE-marking, if applicable 
Not applicable. There were no clinical investigations prior to CE marking.
[bookmark: _Toc181362701]Summary of clinical data from other sources, if applicable 
Clinical data supporting the Skater Drainage System have been derived from the following sources CER-031 Rev C:
SOA Literature (CER-031 Rev C section 3):
This section evaluates the current knowledge and state-of-the-art practices in the drainage of fluid collections, abscesses, or accumulations from body cavities. The literature was reviewed to gather information on the target population, the indications for the procedure based on available alternatives, and a landscape analysis of competitor or benchmark devices.
Percutaneous Catheter Drainage (PCD) is increasingly utilized as a minimally invasive medical procedure for the drainage of abscesses or fluid collections. Typically performed under imaging guidance, this procedure is primarily adopted by interventional radiologists and similarly trained healthcare providers.
The need for drainage arises when an abscess develops in any part of the body. While some cases can be managed with a simple incision and drainage, more complicated conditions may require advanced intervention. Historically, open surgical procedures were the standard approach for these cases. However, PCD now serves as an intermediate option, bridging the gap between non-invasive treatments and more invasive surgery.
Studies have demonstrated that image-guided PCD, particularly with the use of pigtail catheters, is highly effective in draining various fluid collections. This technique boasts a high success rate and low complication rates, making it a preferred option in many clinical scenarios (Mukthinuthalapati et al., 2020; Rai et al., 2022).
By establishing safety and performance outcomes from the current knowledge and state-of-the-art practices in the field, as well as reviewing published literature on competitor devices, acceptance criteria were defined. These criteria were then used to compare the outcomes of the subject devices to ensure they meet the required standards of safety and efficacy.
Data Retrieved from Literature (CER-031 Rev C section 7.5):
A comprehensive search for clinical data on the Argon Medical SKATER drainage products was conducted between January 1, 2022, and May 3, 2024. This search identified 4 relevant articles. An earlier search covering the period from January 1, 2009, to July 31, 2022, had identified 19 articles. In total, 23 articles have been included in this Data on Use (DUE) evaluation.
Safety Outcomes
The safety outcomes from the subject devices and DUE publications were assessed against pre-established acceptance criteria, derived from literature on similar devices. The analysis revealed the following:
· Bleeding Incidence: Low incidences were observed, with 0.28% (95% CI: 0.271-0.290) for general/all-purpose drainage applications and 0.86% (95% CI: 0.835-0.886) for biliary-related applications.
· Infection Rates: Infection incidences were 0% (95% CI: 0-0) and 1.56% (95% CI: 1.500-1.622) for nephrostomy and biliary-related applications, respectively.
· Mortality Rates: Mortality was reported at 0.32% and 0.8% for general/all-purpose and biliary-related applications, respectively.
· Overall Complication Rates: 6.19% (95% CI: 5.893-6.499) for general/all-purpose applications, 0% (95% CI: 0-0) for nephrostomy-related applications, and a higher rate of 9.95% (95% CI: 9.645-10.245) for biliary-related applications.
The overall complication rate criterion was not met when considering the weighted average from DUE data. However, the sample size for DUE (1,863 patients) was larger than that used for the acceptance criteria from the State of the Art (SOA) (1,289 patients), suggesting that the observed rate may better represent the true population.
Performance Outcomes
Performance measures focused on catheter failure rates, including:
· Catheter Occlusion: Reported at 0.47% for general/all-purpose and biliary-related applications.
· Catheter Migration/Dislodgement: Occurred at a rate of 2.2% for general/all-purpose and biliary-related applications.
· Catheter Break/Fracture: Reported for nephrostomy-related applications.
Technical success rates were notably high across all applications:
· General/All-Purpose: 99.86% (95% CI: 99.858-99.866)
· Biliary-Related: 97.92% (95% CI: 97.823-98.023)
· Nephrostomy-Related: 100%
Clinical success rates were also strong:
· General/All-Purpose: 87.16% (95% CI: 85.644-88.676)
· Biliary-Related: 87.44% (95% CI: 86.903-87.986)
· Nephrostomy-Related: 97.90% (95% CI: 97.605-98.206)
The performance outcomes met the acceptance criteria for all three types of drainage applications. Some endpoints were not reported for certain parameters, and these will be reviewed in the next clinical evaluation. 

Conclusion
Based on the analysis, the Argon Medical SKATER Drainage products have demonstrated that they are safe for use and perform as intended.	
PMS Data (CER-031 Rev C section 8):
A review of Post-Market Surveillance (PMS) data, including information from external medical device databases, was conducted for the period from May 1, 2019, through April 30, 2024. The findings for the SKATER Drainage System products are as follows:
SKATER Drainage Catheters and Kits:
· EU Complaints: 225
· Percentage of Units Sold: 0.035%
· Total Units Sold in EU: 637,771
The complaints reported for all SKATER drainage units were low relative to the number of units sold. The review of complaints, Corrective and Preventive Actions (CAPAs), and Field Actions identified no new risks within the period under consideration. Additionally, adverse events reported in safety databases for similar devices did not reveal any new risks; these risks are already documented and mitigated to acceptable levels in the risk management files of the subject devices.
Systematic Literature Review performed to evaluate the safety and performance of SKATER Drainage System did not identify any events related to safety regarding the use of the devices. Additionally, there were no new risks or an increase in trends of known risks identified with the use of these devices.
[bookmark: _Toc181362702]An overall summary of clinical performance and safety  

Per CER-031 Rev C, section 4, the safety and performance outcome measures and time points were identified based on a review of SOA, competitor device, and subject device literature consistent with the intended use of SKATER Drainage System.
The analysis of SOA and competitor device literature informed on the current landscape of devices commonly used for drainage of abscesses or fluid collections or accumulation from the body cavities. Safety and performance measures have been established for the SKATER Drainage System.
Safety and Performance acceptance criteria are established from the SOA literature analysis and competitor analysis. The criteria were formulated by calculating weighted averages.
[bookmark: _Toc173769741]Table 5.4-1: Safety and Performance Measures
	Measure Type
	Clinical Endpoint(s)
	Definition

	Safety
	Complication Rate
	Frequency of complication and risks (bleeding, infection, recurrence, and death) associated with the use of the device

	Performance
	Catheter Failure Rate
	Frequency of catheter occlusion, migration/dislodgement, kinking, break and leakage

	Performance
	Technical Success Rate
	Placement of the drainage catheter into the body cavities for infected or accumulated fluid drainage.

	Performance
	Clinical Success Rate
	Ability to attain resolution of patient symptoms due to infected/accumulation of fluids.



Intended Clinical Benefits
The SKATER Drainage System contains a portfolio of devices that present direct and indirect clinical benefits to the patient measured through various clinical outcome measures.

[bookmark: _Ref170796748][bookmark: _Toc173769758]Table 5.4-2: Clinical Benefits and Endpoints Associated with SKATER Drainage System
	ID No.
	Clinical Benefits
	Clinical Endpoint(s)

	1
	Removal of fluid accumulation from body cavities
	Technical Success Rate

	2
	Resolution of patient symptoms due to infected fluid or fluid accumulation
	Clinical Success Rate

	3
	Lower complications and risks compared to surgical intervention
	Complication Rate

	4
	Facilitating percutaneous access for catheter placement
	Technical Success Rate

	5
	Prevent catheter dislodgement and migration thereby minimizing the risk of additional procedures or exchanges.
	Complication Success Rate


These devices provide the following direct clinical benefits in patients undergoing percutaneous drainage or fluid aspiration of fluid collections:
· Removal of fluid accumulation from body cavities. 
· Resolution of patient symptoms due to infected fluid or fluid accumulation. 
· [bookmark: _Ref139548872][bookmark: _Toc173769790]Lower complications and risks compared to surgical intervention.

[bookmark: _Hlk138931070][bookmark: _Hlk170340850]Table 5.4-3: Safety and Performance Acceptance Criteria Reported from Subject Device Analysis – General/All Purpose Drainage Applications
	Endpoint 
(Objectives)
	Acceptance Criteria from SOA and Competitor Analysis (%)
	Rate Reported from DUE 
(%)
	Acceptance Criteria Met?

	Safety

	Bleeding Rate 
	≤4.97%
	[bookmark: _Hlk170341827]Weighted average: 0.28%;
95% CI (0.271, 0.290)
	Yes, the established acceptance criterion was met.

	Infection Rate
	≤2.17%
	Weighted average: 0%;
95% CI (0, 0)
	Yes, the established acceptance criterion was met.

	Recurrence Rate
	≤10.42%
	NR
	The established acceptance criterion can be considered as met.

	Mortality Rate
	≤5.84%
	[bookmark: _Hlk170342241]Weighted average: 0.32%;
95% CI: NA (Data was reported from one article, hence, CI is not applicable)
	Yes, the established acceptance criterion was met.

	Overall Complication Rate
	≤13.72%
	[bookmark: _Hlk170342335]Weighted average: 6.19%;
95% CI (5.893, 6.499)
	Yes, the established acceptance criterion was met.

	Performance

	Catheter Failure Rate:

· Catheter Occlusion
	
≤5.23%
	

[bookmark: _Hlk170343238]Weighted average: 0.47%;
95% CI: NA (Data was reported from one article, hence, CI is not applicable)
	

Yes, the established acceptance criterion was met.

	· Catheter Migration/Dislodgement
	≤5.4%
	Weighted average: 2.2%;
95% CI: NA (Data was reported from one article, hence, CI is not applicable)
	Yes, the established acceptance criterion was met.

	· Catheter Kinking
	≤3%
	NR
	The established acceptance criterion can be considered as met.

	· Catheter Break 
	≤1.8%
	NR
	The established acceptance criterion can be considered as met.

	Technical Success Rate 
	≥93.22%
	[bookmark: _Hlk170340907]Weighted average: 99.86%;
95% CI (99.858, 99.866)
	Yes, the established acceptance criterion was met.

	Clinical Success Rate
	≥80.95%
	[bookmark: _Hlk170341314]Weighted average: 87.16%;
95% CI (85.644, 88.676)
	Yes, the established acceptance criterion was met.


NR: Not Reported 
[bookmark: _Toc173769791]
Table 5.4-4: Safety and Performance Acceptance Criteria Reported from Subject Device Analysis – Biliary-Related Drainage Applications
	Endpoint (Objectives)
	Acceptance Criteria from SOA and Competitor Analysis (%)
	Rate Reported from DUE 
(%)
	Acceptance Criteria Met?

	Safety

	Bleeding Rate 
	≤3.1%
	[bookmark: _Hlk170341846]Weighted average: 0.86%;
95% CI (0.835, 0.886)
	Yes, the established acceptance criterion was met.

	Infection Rate
	≤5.13%
	[bookmark: _Hlk170341976]Weighted average: 1.56%;
95% CI (1.500, 1.622)
	Yes, the established acceptance criterion was met.

	Recurrence Rate
	≤9.61%
	NR
	The established acceptance criterion can be considered as met.

	Mortality Rate
	≤1.54%
	Weighted average: 0.8%;
95% CI: NA (Data was reported from one article, hence, CI is not applicable)
	Yes, the established acceptance criterion was met.

	Overall Complication Rate
	≤9.24%
	[bookmark: _Hlk170342554]Weighted average: 9.95%;
95% CI (9.645, 10.245)
	No, the established acceptance criterion was not met. 

The criterion from SOA was formulated using only publications having 1289 patients, while the articles from DUE evaluated a total of 1863 patients. Hence, the sample size considered for the formulation of acceptance criteria from SOA was lower compared to the sample size for DUE. Therefore, the observed rate is expected to be a true representation of the population.

	Performance

	Catheter Failure Rate:
· Catheter Occlusion
	≤4.38%
	NR
	The established acceptance criterion can be considered as met.

	· Catheter Migration/Dislodgement
	9.0%
	NR
	The established acceptance criterion can be considered as met.

	· Catheter Kinking
	0%
	NR
	The established acceptance criterion can be considered as met.

	· Catheter Break 
	NR
	NR
	The established acceptance criterion can be considered as met.

	· Peri-catheter leak/Leakage
	≤2.83%
	NR
	The established acceptance criterion can be considered as met.

	Technical Success Rate 
	≥94.02%
	[bookmark: _Hlk170341017]Weighted average: 97.92%;
95% CI (97.823, 98.023)
	Yes, the established acceptance criterion was met.

	Clinical Success Rate
	≥87.41%
	[bookmark: _Hlk170341375]Weighted average: 87.44%;
95% CI (86.903, 87.986)
	Yes, the established acceptance criterion was met.


     NR: Not Reported

[bookmark: _Toc173769792]Table 5.4-5: Safety and Performance Acceptance Criteria Reported from Subject Device Analysis – Nephrostomy-Related Drainage Applications
	Endpoint (Objectives)
	Acceptance Criteria from SOA and Competitor Analysis (%)
	Rate Reported from DUE                                  (%)
	Acceptance Criteria Met?

	Safety

	Bleeding Rate 
	≤15%
	NR
	The established acceptance criterion can be considered as met.

	Infection Rate
	≤1.05%
	NR
	The established acceptance criterion can be considered as met.

	Recurrence Rate
	≤2.6%
	NR
	The established acceptance criterion can be considered as met.

	Mortality Rate
	≤0.37%
	NR
	The established acceptance criterion can be considered as met.

	Overall Complication Rate
	≤5.94%
	Weighted average: 0%;
95% CI: (0, 0)
	Yes, the established acceptance criterion was met.

	Performance

	Catheter Failure Rate:
· Catheter Occlusion
	≤4.0%
	NR
	The established acceptance criterion can be considered as met.

	· Catheter Migration/Dislodgement
	≤4.47%
	NR
	The established acceptance criterion can be considered as met.

	
· Catheter Break 
	NR
	Weighted average: 1.7%;
95% CI: NA (Data was reported from one article, hence, CI is not applicable)
	The established acceptance criterion can be considered as met.

	· Peri-catheter leak/Leakage
	≤4.7%
	NR
	The established acceptance criterion can be considered as met.

	Technical Success Rate
	≥97.48%
	[bookmark: _Hlk170341138]Weighted average: 100%;
95% CI: NA (Standard Deviation value is null, hence CI cannot be calculated)
	Yes, the established acceptance criterion was met.

	Clinical Success Rate
	≥84.7%
	[bookmark: _Hlk170341397]Weighted average: 97.90%;
95% CI (97.605, 98.206)
	Yes, the established acceptance criterion was met.


    NR: Not Reported
[bookmark: _Toc181362703]Ongoing or planned post-market clinical follow-up.
Table 5.5-1: General Method for PMCF Data Collection: Scientific Literature & Post Market Surveillance Reports (PMCFP-0030 Rev E)
	Activity ID
	Description
	Aim of the Activity
	Rationale and Known Limitations of Activity
	Timeline of the Activity

	01
	Devices under evaluation (DUE) literature search 
 
	To evaluate scientific literature including case reports and non-peer-reviewed articles such as conferences abstracts/ letters to editors for the subject devices under evaluation (DUE) to:
· Confirm safety/performance of the SKATER Drainage System
· Identify previously unknown side effects (related to the procedures or to the medical devices)
· To monitor identified side effects and contraindications and ensure the continued acceptability of the risk/benefit ratio
· Identify and analyze emergent risks
· Identify possible systematic misuse or off-label use of the device
	Rationale:
Evaluation of scientific literature captures available clinical data from device use in humans, as reported globally, and as presented in peer-reviewed publications. The scientific literature review is designed to provide data relating specifically to clinical safety and performance of the device of interest or equivalent devices.
Known Limitations:
· Lack of studies focusing on the device of interest or specific application.
· Inadvertent exclusion of relevant articles based on inadequacy of search terms 
	[bookmark: _Hlk159757727]The reporting interval is based upon highest device risk class as documented in the PMS Plan for Skater Catheter Systems, PMSP-0017. As such, this activity will be performed annually.
The gap search will be based on the date the last literature search was performed which was 03 May 2024.


	02
	State of the art (SOTA) literature search
	A systematic literature review for the SOTA landscape including previously identified similar devices will be conducted to evaluate clinical data relative to the following questions:
· What are the common outcomes and complication rates for percutaneous drainage or fluid aspiration procedures?
· What data are available for devices with similar technical, clinical, and biological characteristics? How do they compare with the overall rates?
· What are the common outcomes and complication rates for the alternative treatment (open surgical drainage)?

	Rationale:
Evaluation of scientific literature captures available clinical data from device use in humans, as reported globally, and as presented in peer-reviewed publications. The scientific literature review is designed to provide clinical data relating to similar devices within the same landscape.
Known Limitations:
· Lack of studies focusing on devices of interest or specific applications. 
· Non peer reviewed articles may not be a good source of support for safety and performance.
	The reporting interval is based upon highest device risk class as documented in the PMS Plan for Skater Catheter Systems, PMSP-0017. As such, this activity will be performed annually.
The SOTA search will cover up to 5 years inclusive of the year in which the literature search is performed. 

	Post Market Surveillance Reports

	03
	Post market surveillance reports, including vigilance reports and trend reports.
	· Confirming the safety of the medical device
· Confirming the performance of the medical device
· Identifying previously unknown side effects (related to the procedures or to the medical devices)
· Monitoring the identified side effects and contraindications
· Identifying and analyzing emergent risks
· Ensuring the continued acceptability of the risk/benefit ratio
Identifying possible systematic misuse or off-label use of the device
	Rationale:
Evaluation of data may identify potential correlations between post-market events and safety and/or performance concerns.
Known Limitations:
Limitations of field action assessments may include under-reporting of events, incomplete follow-up, missing data, etc.
	Monitoring related to market actions and CAPAs is continuous.

The reporting interval is based upon highest device risk class as documented in the PMS Plan for Skater Catheter Systems, PMSP-0017. As such, this activity will be performed annually.
The PMS reports used for the latest clinical evaluation covered 01 May 2019 through 30 Apr 2024. 

	04
	Adverse event database search (e.g. MAUDE, Vigilance report databases) for subject or equivalent devices.
	· Confirming the safety of the medical device
· Identifying and analyzing emergent risks
· Ensuring the continued acceptability of the risk/benefit ratio
· Monitoring the identified side effects and contraindications
	Post market safety data collection and clinical risk assessment based on observational data are critical for evaluating and characterizing a product’s risk profile and for making informed decisions on risk minimization. This also facilitates collection and interpretation of data from a large and varied patient population which is not the case in controlled trials, thus ensuring safety in all populations is verified. 
Limitations include inability to truly calculate rate of events reported or determine true causality.
	Monitoring related to market actions and CAPAs is continuous.

The reporting interval is based upon highest device risk class as documented in the PMS Plan for Skater Catheter Systems, PMSP-0017. As such, this activity will be performed annually.
The PMS reports used for the latest clinical evaluation covered 01 May 2019 through 30 Apr 2024. 

	05
	Adverse event database search (e.g. MAUDE, Vigilance report databases) for similar devices.
	· Identifying and analyzing emergent risks
· Monitoring the identified side effects and contraindications
	Post market safety data collection and clinical risk assessment based on observational data are critical for evaluating and characterizing a product’s risk profile and for making informed decisions on risk minimization. This also facilitates collection and interpretation of data from a large and varied patient population which is not the case in controlled trials, thus ensuring safety in all populations is verified. 
Limitations include inability to truly calculate rate of events reported or determine true causality.


	Monitoring related to market actions and CAPAs is continuous.
The reporting interval is based upon highest device risk class as documented in the PMS Plan for Skater Catheter Systems, PMSP-0017. As such, this activity will be performed annually.
The PMS reports used for the latest clinical evaluation covered 01 May 2019 through 30 Apr 2024. 

	PMCF Survey

	06
	A high-quality survey will be sent to current customers that use the SKATER Drainage System products. The target will be to obtain at least 100 surveys from clinical cases.
Internal sales and distribution records will be reviewed to identify physicians who use the subject devices. 
	The objective of this survey is to proactively gather clinical data with a focus on the following products that have been identified to have minimal clinical evidence:
· Skater Drainage Catheters
· Skater Centesis Catheters
· Skater Introducer Sets
For each clinical case, the survey will collect information on
· Application category
· Indication
· Duration of use in the procedure
· Clinical outcomes relative to safety and performance

	The use of physician surveys provides active PMS with direct feedback from physicians using products within the SKATER Drainage System portfolio in a clinical setting and who have technical knowledge and expertise regarding the device and associated procedures. 
Limitations of physician surveys may include lack of controls, incomplete assessment, etc. 

	The goal will be to complete the survey including data aggregation and analysis by Q3 2029 prior to the next certification period.
Target key milestones for this activity is as follows:
· Finalize protocol and survey form by Q3 2025.
· Launch survey and data collection period by Q1 2026
· Initial data collection period: Q2 2026 through Q2 2027
· Data analysis complete by Q4 2027
· Final report by Q2 2028
If the minimum target of surveys is not obtained by Q2 2027, the data collection period may be extended.




6. [bookmark: _Toc181362704]Possible Diagnostic or Therapeutic Alternatives 
In the past three decades, percutaneous fluid drainage has had a profound effect on the management of a critically ill patient population and is arguably the most important procedure performed by radiologists. This procedure markedly reduces morbidity and mortality compared with open surgical drainage by offering precise noninvasive localization of fluid collections, minimally invasive therapeutic techniques, avoidance of general anesthesia in most cases, and shortening of the hospital stay. Open surgical drainage is now reserved for cases where percutaneous drainage fails to control sepsis, fails to close fistulae, or is impossible due to the presence of interposed structures such as bowel. Technical success is immediately apparent by aspiration of contents and is nearly always achieved, with rates exceeding 90%.
7. [bookmark: _Toc181362705]Suggested profile and training for users
[bookmark: _Hlk167001763]The Skater Drainage System is intended for use by licensed physicians or clinicians trained in vascular diagnostic and interventional techniques who are familiar with the procedure.






















8. [bookmark: _Toc181362706]Harmonized Standards / Common Specifications
	[bookmark: _Toc177980920]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

	EN ISO 11070:2014/A1:2018
	Sterile, single-use intravascular catheter introducers, guidewires and dilators

	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 10993-18:2020
	Biological evaluation of medical devices — Part 19: Physico-chemical, morphological and topographical characterization of materials 

	EN ISO 10993-19:2020
	Standard Guide for Biocompatibility of Medical Device Packaging Materials

	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: _Toc181362707]B. Summary of safety and performance for patients/lay persons
Document Revision: SSCP-0002 Rev B (Draft)
Date Issued: 09/12/2024
This summary explains the safety and use of the Skater Drainage System. It is written for patients. Your doctor has a more detailed version if you need more information. This summary does not replace your doctor’s advice, so always ask your doctor if you have any questions about your health or the device.
[bookmark: _Toc181362708][bookmark: _Hlk180068460]Device identification and general information:
Manufacturer Name and Address:
Argon Medical Devices, Inc.
1445 Flat Creek Rd, Athens, Texas 75751, USA
Device Name:
Skater Drainage Catheters and Kits
(These are special tubes used by doctors to drain fluid from certain parts of the body.)
Risk Class of Device:
Class IIb (This means the device has medium risk and needs to be used by professionals.)
First Sold in the European Union countries:
1998
Types of Skater Products:
1. Skater™ All-Purpose and Nephrostomy Set – Non-Locking
ID: 0886333010002XF
2. Skater™ All-Purpose and Nephrostomy Set – Locking
ID: 0886333010003XH
3. Skater™ Mini-Loop Drainage Set
4. Skater™ Single-Step Drainage Catheter Set – Non-Locking
ID: 0886333010020XH
5. Skater™ Single-Step Drainage Catheter Set – Locking
ID: 0886333010019XY
6. Skater™ Drainage Catheter – Non-Locking
ID: 0886333010008XT
7. Skater™ Drainage Catheter – Locking
ID: 0886333010007XR
8. Skater™ Nephrostomy Catheter – Non-Locking
ID: 0886333010017XU
9. Skater™ Nephrostomy Catheter – Locking
ID: 0886333010016XS
10. Skater™ Biliary Drainage Catheter – Non-Locking
ID: 0886333010005XM
11. Skater™ Biliary Drainage Catheter – Locking
ID: 0886333010004XK
Skater Drainage Kits:
1. Skater™ Nephrostomy Kit – Non-Locking
ID: 0886333010018XW
2. Skater™ Nephrostomy Kit – Locking
ID: 0886333010000XB
3. Skater™ Introducer Nephrostomy Kit – Locking
ID: 0886333010001XD
4. Skater™ Introducer Biliary Drainage Kit – Locking
ID: 0886333010011XG
[bookmark: _Toc181362709][bookmark: _Hlk180068775]Reason to use this device:
What Is This Device For?
The Skater Drainage System helps remove extra fluid from your body. The fluid might be due to an infection, surgery, or other medical condition. It can help reduce discomfort, prevent infections, and let doctors see how the fluid is being removed.
When Might You Use It?
Your doctor may use this device if you have:
· An abscess (a pocket of infected fluid)
· Fluid buildup after surgery
· Pleural effusion (fluid around your lungs)
· Ascites (fluid in your belly)
· Cysts or other fluid-filled areas
When Shouldn’t You Use It?
You should not use this device if:
· You have trouble with blood clotting
· The fluid cannot be safely drained
· You are allergic to the catheter materials
· Your doctor will decide if the Skater Drainage System is safe for you.
[bookmark: _Toc181362710] Device description:
[bookmark: _Hlk177390880]What Is the Device?
The Skater Drainage System is a soft, flexible tube (called a catheter) used to drain fluid from your body. It is inserted through a small cut in your skin, and the fluid drains into a bag.
How Does It Work?
Doctors place the catheter using a small procedure called percutaneous drainage. They use tools like an ultrasound or CT scan to guide the catheter to the right spot. Once the catheter is in place, the fluid drains into a collection bag.
[bookmark: _Toc181362711]Risks and Warnings
Call your doctor if you have any unusual symptoms or concerns while using this device.
What Side Effects Could Happen?
While rare, side effects may include:
· Infection where the tube was inserted
· Minor bleeding or bruising
· Pain or discomfort where the tube is
· Damage to nearby tissues or organs
· The tube moving or getting blocked
Your healthcare team will monitor these issues and give you instructions to avoid them.
Extra Care
Follow your doctor’s instructions to care for the catheter. Keep the area clean and dry. Call your doctor if you see signs of infection, like fever, redness, swelling, or bad-smelling fluid.
Recalls
There have been no recalls for the Skater Drainage System. Your doctor will inform you of any updates.
[bookmark: _Toc181362712]Summary of clinical evaluation and post-market clinical follow-up
Clinical background of the device
SKATER Drainage System is a safe and effective tool for removing extra fluids from the body. It has been tested many times in the lab and in real-life situations to prove that it works well and meets important safety standards. The system is made from safe materials, and the chances of problems are very low.
Doctors and healthcare providers trust the SKATER Drainage System because it helps patients feel better by relieving fluid build-up, and it does so with minimal risks. Overall, the benefits of the SKATER Drainage System are much greater than the risks, making it a reliable choice for patients who need drainage treatment.
The clinical evidence for the CE-marking
The SKATER Drainage System has earned CE-marking, which means it meets strict safety and performance rules in Europe. To get this approval, the system had to go through a lot of tests and reviews to show that it works well and is safe for patients. 
How was the SKATER Drainage System tested?
1. Non-clinical tests: Before being used on patients, the system went through many tests in the lab to make sure it works properly. These tests looked at how well the system works overtime, how it holds up, and how safe it is for use inside the body. Tests included:
· Functionality tests (how well it works)
· Packaging tests (to make sure it's safe before use)
· Leakage and strength tests (to check for any weaknesses)
2. Biocompatibility testing: These tests checked that the materials used in the system are safe for use inside the human body. The results showed that the materials are safe and won’t cause harm to patients.
3. Literature Review: Medical experts reviewed research and other devices similar to the SKATER Drainage System to compare their safety and performance. The results showed that the SKATER system works just as well, if not better, than other drainage systems available.
4. Post-Market Data: After the system was sold and used by doctors, the manufacturer continued to collect data on how well it worked and whether any problems occurred. The results showed that the number of complaints was very low compared to the number of devices used, meaning that it performs safely and effectively in real-life situations.
Why is the SKATER Drainage System safe?
1. Thorough Testing: Before the SKATER Drainage System was allowed to be used, it went through many tests to check how well it works and how safe it is. These tests made sure that the system does not break, leak, or cause problems when it’s used inside the body.
2. Safe Materials: The system is made from materials that are safe for the human body. This means the system won’t cause bad reactions or harm when it’s used to drain fluids.
3. Low Risk of Problems: Even though all medical devices have some risk, the SKATER Drainage System has a very low number of reported problems. In fact, less than 1% of the devices used have had any issues. This shows that it is reliable and safe when used correctly.
4. Continued Monitoring: After the device is sold and used by doctors, the company keeps track of how it performs. This helps them make sure the system stays safe for future patients. If any problems do happen, they are quickly reviewed and fixed.
Proven Safety and Success
The SKATER Drainage System has been used for many years, and it has gone through a lot of testing to make sure it is both safe and effective. Doctors rely on it because it works well and has a low risk of problems. It has become one of the most trusted tools for fluid drainage in hospitals around the world.
Overall, the SKATER Drainage System is an important part of helping patients feel better by removing harmful fluid build-up in a safe and effective way.
What if something goes wrong?
Even though the SKATER Drainage System is very safe, doctors are trained to handle any problems that might happen. They know how to fix issues and make sure the patient is okay.
In Summary:
The SKATER Drainage System has been proven to be a very safe tool for draining fluids from the body. It has passed important safety tests, is made from safe materials, and has a very low risk of problems. Patients can trust that this system will work as intended to help them feel better while keeping them safe.
[bookmark: _Toc181362713]Other Treatment Options
Other ways to treat fluid buildup include:
· Surgery to drain the fluid
· Medicines to treat infections or other conditions
· Sometimes the fluid goes away on its own
Talk to your doctor to figure out what’s best for you.
[bookmark: _Toc181362714]Training for Healthcare Providers
Doctors and nurses who use this system should be trained in placing and caring for the catheter.







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

	A
	
July 22, 2021
	Initial internal release – Not validated by BSI
	☒ For Internal use only

	B 
	
September 09, 2024
September 12, 2024
October 22, 2024
	Initial submission to BSI, for review
Added patient section
Added patient section 9.5 
	☒ Yes 
This SSCP has been validated in English language by the Notified Body, in accordance with the recommendations of MDCG 2019-9
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