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VSD Occlusion System
Nit-Occlud® Lé VSD

pfmmedical’s unique Nitinol coil design
developed for the transcatheter occlu-

sion of Ventricular Septal Defects (VSD).

The patented coil design with poly-
ester fibres for accelerated occlusion is
intended for the closure of perimem-
branous and muscular VSDs.
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VSD Occlusion System

Nit-Occlud® Lé VSD a unique coil design for the closure of a Ventricular Septal
Defect (VSD). Both perimembranous (aneurysmatic) and muscular VSD can be

treated with the Nit-Occlud Lé VSD. Studies show a reduced risk of permanent
heart block (AV block).

Patented coil design with polyester fibres Broad range of different sizes
The coil design with securely attached polyester fibres results Nit-Occlud® Lé VSD is available in diameters 8,10,12,14
in a rapid, effective and safe VSD occlusion. and 16 mm (largest distal winding), making the implant

suitable for closing VSDs of various shapes and sizes.
Safety for the patient’s benefit
Due to its design, no permanent AV-Blocks occurred in more ~ Small Delivery Sheaths
than 350" reported cases. Nit-Occlud® Lé VSD can be deployed through small
implantation sheaths of 6 Fand 7 F.

et

» Pre-mounted in 6 Fand7F  » MR conditional » Multi-Snare® » Nit-Occlud® PDA
delivery catheter » Single-use Grasping device PDA Occlusion Device
» Used along with a 6 Fand 7 F » Repositionable prior (coil type)
implantation sheath to release » Nit-Occlud® PFO
» Radiopaque PFO Occlusion Device
(umbrella type)

Case 1: Perimembranous VSD Case 2: Perimembranous VSD Case 3: Muscular VSD

Patient: male, 10 years old Patient: female, 7 years old Patient: male, 25 years old

VSD size: g RV4mm, 0 LV 9 mm VSD size: ¢ RV 6 mm, ¢ LV 13 mm VSD size: g RV 6 mm, ¢ LV 15 mm
Distance to aortic valve: 3 mm Distance to aortic valve: 4 mm Selected coil: 14 x 8 mm

Selected coil: 10 x 6 mm Selected coil: 14 x 8 mm Clinical outcome: closed

Clinical outcome: closed Clinical outcome: closed no AV-Block or other arrhythmias
no AV-Block or other arrhythmias no AV-Block or other arrhythmias

Trials and registries:

! R. Kozlik-Feldmann (2018): Safety and Effectiveness of the Nit-Occlud Lé VSD Coil System for VSD Occlusion: Long-term Outcome in 93 Patients
(ClinicalTrials.gov ID NCT00390702)

* CEV241119ESCH1401_data_evaluation_VSD-registry



VSD Occlusion System

The principal concept of Nit-Occlud® Lé VSD is to tamponade
the VSD passageway. For that purpose, the implant has a
double coil layer at its proximal portion, one inside the other,
to fill the VSD with sufficient material.

During deployment, the inner layer is configured first (Fig. A).
To increase the amount of occluding material inside the

Fig.A

Range of Use

For the interventional occlusion of ventricular septal defects
using catheter techniques. VSD with perimembranous
(aneurysmatic) and muscular location can be treated with
Nit-Occlud® Lé VSD.

defect, reversed windings of the outer layer are added onto
the inner windings (Fig. B).

As opposed to rigid double-umbrella designs of other technol-
ogies, VSD coil occlusion has been proven to be more gentle

to the cardiac anatomy: In more than 350 Nit-Occlud® Lé VSD
implantations”” no permanent heart block has been reported.

Fig.B

Configurations

The Nit-Occlud® Lé VSD is available in the sizes 8 x6,10x 6,
12x 6,12 x 8,14 x 8,and 16 x 8 mm corresponding to the distal
and proximal diameters respectively.

The 14 x § mm and 16 x 8 mm devices have an increased axial
stiffness, which improves the adaptation to the septum and
the fixation of the coil in larger defects.

Device Selection

A coil with a distal diameter (D) of at least twice the minimal
diameter of the VSD on the right ventricular side and equal
to, or 1-2 mm greater than, the diameter of the VSD at the left
ventricular opening is appropriate and should be selected.

[E]3535; @] Further information on how the
2. implant works can be found here.

P = proximal
D = distal



http://www.youtube.com/watch?v=1gtX
H01wYEYH01wYEY
https://www.youtube.com/watch?v=1gtXH01wYEY&ab_channel=pfmmedicalgmbh

VSD Occlusion System

Ordering Information

Nit-Occlud® Lé VSD

» Content: coil, delivery system, implantation catheter

Permanent coil for the closure of perimembranous and muscular ventricular septal defects (VSD).

REF Distal Coil Proximal Coil Recommended Implantation
Diameter (D) Diameter (P)  Implantation Sheath  Catheter Length
149086V1 §mm 6 mm 6F 105cm
149106V1 10 mm 6 mm 6F 105cm
149126V1 12mm 6 mm 6F 105cm
149128V1  12mm 8§ mm 7F 105cm
149148V1 14mm 8§ mm 7F 105cm
149168V1 16 mm 8§ mm 7F 105cm

Should you have any questions our Customer
Solutions Team will be glad to advise you. B

i& service@pfmmedical.com
L +49 2236 9641-220
&) +49 2236 9641-51
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pfm medical mepro gmbh, Am Séterberg 4, 66620 Nonnweiler, Germany C € 0124

www.pfmmedical.com - Your information source for the products of pfm medical gmbh.
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