Surfacer System Post-Market, International Registry Demonstrates Safe and Effective Performance
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Background

Fig. 1. The Surfacer® System

Placement of devices for central venous access is one of
the most commonly performed procedures in medicine
enabling treatment of patients with both acute and
chronic illnesses. There are currently few options for
patients with limited or diminishing upper body venous
access or pathology impeding standard access
methods.

Fig. 2. The Inside-Out® Procedure
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- the mean time for the advancement of Surfacer
device to the time when the Needle Wire exited was
5 minutes (range 1 to 5 minutes).

The Surfacer® Inside-Out® Access Catheter System
(Bluegrass Vascular Technologies, San Antonio, Texas) is
a novel device designed to facilitate reliable and
repeatable right-sided central venous access for
patients with upper body venous occlusions or other
conditions that preclude central venous access by
conventional methods.

Device advanced from right femoral
vein through interior vena cava.
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Device advanced through obstruction
to the base on neck.
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Introduction

Conclusions
Device tip rotated to align with
external with Exit Target and needle
wire advanced through target.

Materials and Methods

The Surfacer System is comprised of four components:
1) a Workstation Sheath (Fig. 1A), which is a lumen
designed for the safe advancement of the Surfacer
Device via the femoral vein and the prevention of injury
during this step;
2) the Surfacer Device (Fig. 1B) consisting of a needle
guide, needle wire, and a handle;
3) an Exit Target, a radiopaque marker used to indicate
the desired exit site for the needle wire at the
subclavicular exit location using fluoroscopy; and

An increasing complication associated with the repeated
insertion or prolonged use of central venous catheters is
the development of thoracic central venous obstruction
(TCVO).2
The results we obtained for patients enrolled within the
SAVE Registry demonstrate that the Surfacer System
and the Inside-Out procedure confirm safety and efficacy
of the device when used for the placement of right-sided
central venous access in patients with TCVO.
The Surfacer System offers an effective approach for
repeated venous access in patients with upper central
venous occlusion where right-side access is preferred or
in patient who have exhausted all upper venous access
options.

A needle wire within the device is aimed at a skin exit
site target above the clavicle and externalized (Fig. 2C).
A Peelable Introducer is inserted over the externalized
wire (Fig. 2D), pulled through the skin and chest until
the tip has passed well beyond the point of occlusion.
A tunneled catheter is then inserted through the sheath
in standard fashion.
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Results
Patient Demographics

Procedure Results
Of patients enrolled in the registry, central venous
catheters were placed according to labeled indications in
29 of 30 patients (97%) with a 100% success in achieving
patency and access. All primary safety and device
performance endpoints were met for these 29 patients.
The procedure was aborted in one patient (3%) due to a
significant vascular anatomical tortuosity (Fig. 2A).

4) a Peelable Introducer, which incorporates a valve and
dilator, that is intended to provide percutaneous access
to the venous system over the externalized Surfacer
Needle Wire.

The Surfacer System is used to gain right-sided central
venous access in patients with obstructed thoracic veins
via the Inside-Out® procedure.1 The device is inserted via
the right femoral vein (Fig. 2A through the interior vena
cave and advanced through the obstruction to the base
of the right neck (Fig. 2B).

Peelable Introducer then inserted over
externalized wire.

Fig. 3. Location of Venous Occlusion

The SAVE Registry enrolled 30 subjects with venous
occlusions between February 2017 and September
2018. Following informed consent, demographic
information and baseline medical histories were
obtained for all patients. Procedural data associated
with the use of the Surfacer System and the associated
access placement procedure was also obtained.

The Surfacer System

Procedure times decreased over time with patient
enrollment due to increased user familiarity with the
device and procedural steps.
The mean flourscopy time from these patients was 6.8
minutes and the average volume of contrast used was
29.7 cc.

We report results from the prospective, multicenter,
post-CE Mark, SAVE (Surfacer System to Facilitate
Access in VEnous Occlusions) Registry study designed
to assess Surfacer System clinical outcomes during
clinical routine use according to approved commercial
indications for the device.

®

For the 29 patients who successfully completed the
Surfacer procedure:
- the mean time from insertion of the Surfacer
Workstation Sheath to removal and the time from
insertion was 23 minutes (range 6 to 35 minutes).

Patients presented with a variety of occlusion types (Figure 3).

There were no device-related adverse events or postprocedural complications reported for any of the patients
enrolled in the registry.
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