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CLIP® PISTON MVP STAPES PROSTHESIS
FOR MALLEOVESTIBULOPEXY

CLIP TECHNOLOGY PROVEN IN THE LONG TERM

The CliP Piston MVP is designed for malleus to footplate revision sta-
pes surgery. Long term usage shows that the CliP easily standard-
izes consistent coupling to the neck of the malleus. 

BALL JOINT PROSTHESIS FOR MALLEOVESTIBULOPEXY

The extra long dimensions with an integrated ball joint simplify 
the complicated off axis positioning of traditional malleus to foot-
plate implants. The ball joint additionally allows for the piston to 
be centered in the fenestration reducing tangential friction.

POSTOPERATIVE STABILITY

After adaptation of the implant the ball joint remains stable. The risk 
of postoperative dislocation is accordingly reduced.

Developed in close collaboration with Prof. Dr. Häusler, Bern 

University Canton Hospital, Switzerland.

LENGTH 

L (mm)

Ø 0.4 mm

REF

5.00 1006 708

5.25 1006 709

5.50 1006 710

5.75 1006 711

6.00 1006 712

6.25 1006 713

6.50 1006 714

LENGTH 

L (mm)

Ø 0.6 mm

REF

5.00 1006 758

5.25 1006 759

5.50 1006 760

5.75 1006 761

6.00 1006 762

6.25 1006 763

6.50 1006 764

CliP Piston MVP 
Material:  
Pure Titanium (ASTM F67
Medical Grade)
Diameter: 0.4/0.6 mm
Band loop width: 0.25 mm

L

ø 0.4 / 0.6 mm

The extra long dimensions with an integrated ball joint simplify 
the complicated off axis positioning of traditional malleus to foot-
plate implants. The ball joint additionally allows for the piston to 

L (mm)

Ø 0.6 mm

Diameter: 0.4/0.6 mm

LENGTH 

6.00 1006 7626.00 1006 762

Material:
Pure Titanium (ASTM F67
Medical Grade)

L (mm)

Ø 0.4 mm

6.00 1006 7126.00 1006 712
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Technical Data Overview
Product name: CliP Piston MVP Technical Drawing: Picture: 

Manufactured by: Heinz Kurz GmbH

Tübinger Strasse 3

72144 Dusslingen, Germany

CE Mark release: 30.04.2004

Medical Device Class 
according to MDD:

Class IIb 

Rule 8

Medical Device Class 
according to MDR:

Class IIb 

Rule 8

Notified Body: Dekra Certification GmbH (0124)

Medical Device Class 
Australia:

Class IIb 
Rule 3

Medical Device Class Brazil: Class III 
Rule 8

Medical Device Class 
Canada:

Class III 
Rule 1

Medical Device Class Japan: N/A not registered in Japan

Medical Device Class USA: Class II (ETB)

Technical Specification:

Material: Pure Titanium 
ASTM F67 Gr. 2, Gr. 4

Weight: 3,2 mg – 4,9 mg

Rationale for the qualification 
of the product as a medical 
device:

The product is a medical device according to Medical Device Directive 93/42/EEC Article 1 
point 2. The product qualifies as “Medical Device” under treatment, alleviation of, or 
compensation for, an injury or disability purpose per Article 2-Definition in MDR EU 2017/745

Device description: Middle ear implants for stapedioplasty

Principles of operation and 
mode of action:

Prostheses which are inserted to partially or completely replace middle ear structures involved 
in sound conduction.

Explanation of novel features: No novel features

Description, including 

non-devices intended to be 
used in combination:

There are no devices or non-devices intended to be used in combination

Human or animal tissues or 
cells:

No human or animal cells are used

Absorbable or dispersable
substances introduced into 
the human body:

No absorbable or dispensable substances are introduced into the human body

Delivery Status: Sterile

Sterilization Method: Gamma-Radiation

Shelf life: Shelf-life 6 ½ years after sterilization

Resterilization / 
Reprocessing:

The prosthesis is intended for one-time use only. Reprocessing / resterilization is not permitted.

Packaging: Prosthesis Packaging consists of:

- primary packaging: Triangular box (PP)

- sterile barrier packaging: Tyvek + GAG-PET 500 µm

- Non-sterile storage packaging including Instructions for Use and Implant Card

Storage: Store in a dry place at room temperature in the unopened original package. Each prosthesis 
bears a batch number and an expiration date and may not be used after that date.

SterileDelivery Status:

The prosthesis is intended for one-time use only. Reprocessing / resterilization is not permitted.
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Product affiliation: Productfamily A

Intended use: KURZ middle ear prostheses are intended for the partial or total surgical replacement of the 
ossicular chain of the human middle ear. The objective is the restoration of the mechanical 
transfer of sound from the tympanic membrane to the oval window of the cochlear with the least 
impairment of hearing.

Indication for use: The following underlying diseases may lead to an indication of a passive middle-ear prosthesis 
for recontraction of the human auditory ossicular chain.
- Otosclerosis / congenital stapes fixation
- Malformation of the middle ear with fixed foot plate
- Revision surgery due to inadequate hearing improvement, e. g. due to dislocation of a (previ-
ously implanted) prosthesis

Contraindications: - Allergy to titanium
- Situations where conservative treatment approaches are adequate
- Acute middle ear inflammation that can result in dislocation of the prosthesis
- Acute and chronic infectious diseases
- General wound healing impairments
- Important! Any opening-up of the inner ear (such as perforation of the footplate of the stapes,
partial or complete removal of the stapes, partial or complete removal of the stapes footplate
(stapedio-plasty)) is contraindicated in cases of inflammation in the acoustic meatus and / or
the middle ear due to the risk of inflammatory process spreading into the inner ear.

Possible Complications: Possible adverse effects / injuries may occur during or after the surgery. Fine bone structures 
are Touched and mobilized as part of the surgical procedure and this may result in surgically 
induced trauma or infection. Such damage may be irreversible or correctable only through 
revision surgery.
- Postoperative dislocation of the prosthesis
- Incus necrosis
- Recurrent or postoperative middle ear inflammation
- Vertigo
- Labyrinthine hearing loss following intraoperative trauma
- Tissue irritation, scar formation, granuloma
- Perilymphatic fistula
- Perforation of the tympanic membrane
- Inner ear damage up to and including deafness (Surditas)
- Tinnitus
- Irritation or even damage to the facial nerve up to and including paresis of the facial nerve

(e. g. intraoperative injury of the chorda Tympani)
- Incus subluxation
- Floating footplate
- Lack of hearing improvement

Warnings: The patient must be informed by the physician about the following aspects. It is not permissible 
to expose patients with metal implants to microwave radiation. Strong fluctuations of the 
ambient pressure (immersion, diving headfirst into water, explosions, fireworks, etc.), sports (e. 
g. types of contact sports), as well as sauna (during the healing phase) can damage the middle-
ear struc-tures and/or lead to disturbances of the sense of hearing and equilibrium, and are
therefore to be avoided.
Intraoperative
Unintentional bending of the implant must be absolutly avoided when removing it from the
primary packaging, since this may cause defective functioning of the implant itself. Extreme
care must be taken in the selection of the prosthesis length for the implantation to prevent later
problems such as implant dislocation or the occurrence of inner ear symptoms, such as vertigo,
for example.
Postoperative
Should a granuloma or a perilymphatic fistula develop after surgery, appropriate medical proce-
dures must be initiated immediately.

Accessories: N/A no accessories

Intended patient population, 
patient selection criteria:

- Children and young people
- Adults
- Patients of any gender

Intended User: Physician specialized in ENT surgery

MRI: MR Conditional at 1.5 T; 3.0 T and 7.0 T, for detailed information please refer to the MR 
Information on www.kurzmed.com.

GMDN Code: 35690 “A sterile device intended to be implanted for the functional reconstruction of segments 
of the ossicular chain (mallues, incus, and/or stapes bones) to facilitate the conduction of sound 
waves from the tympanic membrane to the inner ear. It is designed to treat conductive hearing 
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loss from traumatic or surgical injury, otosclerosis, congenital fixation of the stapes, or chronic 
middle ear disease. The device is typically in the form of a tube made of metal [e.g., stainless 
steel, titanium (Ti)], polymers, or a combination of these materials.”

EMDN Code: P020101 “ MIDDLE EAR IMPLANTS”

MDT Code: 2001 “Devices manufactured using metal processing”

2011 “Devices which require packaging, including labelling”

MDS Code: 1005 “Devices in sterile condition”

MDN Code: MDN: 1102 “Non-active osteo- and orthopaedic implants”

MDA Code: MDA: Not applicable, no active device

Basic UDI-DI: ++EHKM0027F

UDI-DI:

REF
Dimention: 

Diameter / length in mm

GTin (Bar-Code) HIBC (Data-Matrix)

1006708 0,4 / 5,00 14250368830709 +EHKM100670818

1006709 0,4 / 5,25 14250368830716 +EHKM100670919

1006710 0,4 / 5,50 14250368830723 +EHKM100671011

1006711 0,4 / 5,75 14250368830730 +EHKM100671112

1006712 0,4 / 6,00 14250368830747 +EHKM100671213

1006713 0,4 / 6,25 14250368830754 +EHKM100671314

1006714 0,4 / 6,50 14250368830839 +EHKM100671415

1006758 0,6 / 5,00 14250368830761 +EHKM10067581D

1006759 0,6 / 5,25 14250368830778 +EHKM10067591E

1006760 0,6 / 5,50 14250368830785 +EHKM100676016

1006761 0,6 / 5,75 14250368830792 +EHKM100676117

1006762 0,6 / 6,00 14250368830808 +EHKM100676218

1006763 0,6 / 6,25 14250368830815 +EHKM100676319

1006764 0,6 / 6,50 14250368830822 +EHKM10067641A
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