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THE INFORMATION IN THIS EMAIL IS BEING PROVIDED TO YOU UNDER THE TERMS OF OUR
CONFIDENTIALITY ARRANGEMENTS (MDCG Terms of reference art.10)

Information for MDCG MD representative and E.Commission

Each MDCG representative and is allowed to share this message to its Philips TF representative under
confidentiality

Dear Colleagues,

7 months after the publication of Philips’s FSN regarding the recall of ventilators devices, ANSM remains
unsatisfied with the implementation of this recall.

We would like to inform you that ANSM is considering to take a measure.

The aim of this decision is mainly reinforce Philips’s commitments in the implementation of its corrective action
and to formalize its responsibilities in this dossier. The main points of this decision are :

- to require Philips to follow the initially announced corrective action plan,

- to reserve exclusively the new devices available for replacement within the framework of this recall as long as it
is not closed,

- request that an epidemiological study be conducted,

- to require Philips to send a monthly progress report to the ANSM and to send it any information relating to this
recall before its publication.

This project is currently undergoing a contradictory phase with Philips and the home healthcare providers
heavily involved in the implementation of this recall. Their feedback is expected before Saturday 29 January

2022.

Best Regards,

Moﬂ for French and European Institutions

Division for Medical Devices and in vitro Diagnostic Devices
Tél: +33

&uﬁ& du médicament et des produits de santé

Suivez-nous sur (in) () @ansm @ ansm.sante.fr
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Confidentialité

Cette transmission est a l'attention exclusive du(des) destinataires ci-dessus mentionné(s) et peut
contenir des informations privilégiées et/ou confidentielles. Si vous n’étes pas le destinataire voulu ou
une personne mandatée pour recevoir cet e-mail, vous I'avez recu par erreur et toute utilisation,
révélation, copie ou communication de son contenu est interdite. Si vous avez recu ce mail par erreur,
veuillez nous en informer par téléphone immédiatement et nous retourner le message original par
courrier. Merci.

Avant d'imprimer, pensez a I'environnement.
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