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January 21, 2022

To whom it may concern

RE: Notification of CE mark status for Angio-SealTM and FemoSealTM

Dear Valued Customer,

The Angio-Seal and/or FemoSeal vascular closure devices (collectively, the “VCD Products”) that
your Institution currently purchases from Datacontrol bear a CE mark for compliance with the
Medical Device Directive 93/42/EEC (“MDD”) that was issued to Terumo Medical Corporation
(“TMC”), the legal manufacturer, by British Standards Institute (“BSI”) of Netherlands.

Unfortunately, TMC will experience a short-term lapse in the VCD Product’s CE Mark as we
navigate the remaining process steps to achieve Medical Device Regulation (EU) 2017/745 (“EU
MDR”) CE mark certification from the National Standards Authority of Ireland (“NSAI”).  The
Technical Documents required for EU MDR CE mark certification for the VCD Products are
currently under active review by NSAI.

To ensure that your Institution continues to receive VCD Products during TMC’s EU MDR CE
mark certification process, you will continue to receive CE marked VCD Products that were
manufactured and placed on the EU market prior to the expiry of the current CE mark
certificate.

Please be assured that patient safety and health are our number one priority. We greatly
appreciate your support as we navigate this transition from the MDD to the EU MDR with these
industry established VCD Products.

Terumo Medical Corporation
Corporate Headquarters
265 Davidson Avenue, Suite 320
Somerset, New Jersey 08873



If you have any questions, please contact Terumo Medical Corporation, Terumo Europe N.V., or
Datacontrol.

Sincerely,

John D. Boselli
Sr. Vice President, Quality Management &
Regulatory Affairs
Terumo Medical Corporation

Fien Aerts
Vice President, Regulatory & Vigilance
Authorized Representative
Terumo Europe N.V.



Product Characteristics

General specifications

A  282 mm
B  25 mm
C  50 mm
D  5 mm
E  10 mm
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Ordering information
C11202

Please quote above item reference codes when placing an order

Vascular Closure System

F  5 mm
G  1 mm thick

Unit per box: 10 pcs.

Please quote above item reference codes when placing an order
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