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Aesculap AG

Quality Management

P.0. Box 40

78501 Tuttlingen

Germany

Contact: Manuel Hechtle

Phone: 07461 95-31948

Fax: 07461 95-1555

E-mail: vigilance_aag.de@aesculap.de
Internet: http://www.aesculap.de
Date: 18 December 2019

Security information

Product: SZ380R
Product name: ENNOVATE MIS REMOVAL KEY SHORT

Aesculap AG received customer feedback that during loosening of Ennovate MIS and FRI
downtubes (SZ378R, SZ405R), the fixation arms are increasingly broken, which are used to anchor

the screw head.

Breaking the fixation arms may result from incorrect application of the Ennovate removal key
SZ380R. In the instructions for use it is described that the key must be rotated by 90° in order to
spread the shanks of the downtube and thus loosen the fixation arms from the screw head. A
rotation above or below 90° causes the fixation arms to anchor again in the screw head and the
downtube cannot be removed. If this is not noticed and the downtube is removed by applying

additional forces, there may be fractures of the fixation arms.
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If you have any further questions about this safety information, please contact our product

management [ marketing management:

Denis Ricci Wolfgang Daiber

Product Management Marketing Management

Product Manager Global Marketing DSD Director Global Marketing &t R&tD
B+ 49175572 & 9638 +491717325198
denis.ricci@aesculap.de wolfgang.daiber@aesculap.de

Please ensure in your organization that all users of the affected product and other persons to be

informed are aware of this safety information.

If you have handed over the product to third parties, please forward a copy of this information or

inform Aesculap AG ( vigilance_aag.de@aesculap.de ).

The Federal Institute for Medicinal Products and Medical Devices (Bundesinstitut fiir Arzneimittel

und Medizinprodukte, BfArM) has received a copy of this safety information.

In order to confirm the knowledge of this security information, we kindly ask you to return the

feedback form attached to this letter.

Yours sincerely

Aesculap AG
i.V.
JAAL y
Thorsten Barthelmes Dr Berehice Heid
Safety Officer Medical Devices Risk Manager

Director Quality Management Project Quality Management Validation and Risk Management
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REGISTRATION FORM

Field Safety Notice
SZ380R - ENNOVATE MIS DISTANCE KEY

[] We have taken note of the content of the security information
HOSPITAL LOCATION

NAME DEPARTMENT PHONE
SIGNATURE DATE

Please send the confirmation of the knowledge to:

Fax: +49 7461-95 1555
Email: vigilance_aag.de@aesculap.de



