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Urgent Safety Notification

SECURIDRAP SELFIA manufactured by the company MULLIEZ-FLORY (France):
Warning against any further use

July 28, 2017

Product concerned

SECURIDRAP SELFIA is a safe bedding intended to prevent the patients’ fall during their
sleep, in association with use of bed barriers.

Description of the hazard

Hospitals and nursing homes reported several incidents to the French Authority ANSM where
patients who were installed in the medical device SECURIDRAP SELFIA for the night have
been found choked to death, with a part of body out of bed, but still fixated within SECURIDRAP
SELFIA bedding.

As a consequence, ANSM has decided to suspend the marketing, the export, the distribution
and the use of this medical device until further notice. ANSM has ordered the French
manufacturer MULLIEZ-FLORY to recall the product.

You can find the publication by the ANSM under the following link (in French).

To date, Swissmedic has no information whether the product SECURIDRAP SELFIA has been
placed on the Swiss market.

Recommended measures

Swissmedic recommendation:
e Stop using the device SECURIDRAP SELFIA

Contact

Swissmedic, Swiss Agency for Therapeutic Products / Medical Devices Division / Hallerstrasse
7/ CH - 3000 Bern 9

Tel.: +41 58 463 22 51

Fax: +41 58 462 76 46

Internet: www.swissmedic.ch/md

E-Mail: medical.devices@swissmedic.ch
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