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NAME ELLA-CS, s.r.o.
ADDRESS Milady Horakové 504/45, Trebes, 50006 Hradec Kralové

URGENT FIELD SAFETY NOTICE

Product Name: Danis Procedure Pack, Danis Procedure Pack - Basic
Product REF: 019-08S-25-135, 019-085-25-135-B

FSCA Identifier: FSN-ELLA-2017-001

Date: February 14, 2017

Type of action: Preventive Action

Attention: healthcare professionals and other relevant stakeholders, risk
managers, distributors

Company ELLA-CS, s.r.o. initiates voluntary Field Safety Corrective Action
concerning the products Danis Procedure Pack and Danis Procedure Pack - Basic.
Company ELLA-CS, s.r.o. informs health care providers and other relevant
stakeholders, risk managers, distributors about Amendment to the Instructions for
Use (IFU) of affected products through Field Safety Notice.

Description of the problem

Based on analysis of a returned product, company ELLA-CS, s.r.o. has identified
that an unintended movement of the safety valve of the fixation - gastric balloon
of the delivery system of Danis Stent can occurr.

Company ELLA-CS, s.r.o. is not aware of any report of injury connected with this
issue; however, this situation may cause the following:

¢ The physician will not be able to place correctly the delivery system because
of the impossibility to insufflate the fixation - gastric balloon.

e The physician will have to stop the acute esophageal variceal bleeding using
another Danis Stent or other methods which may prolong the procedure and
the bleeding.

e The extension of the procedure may cause deterioration of the health
condition of the patient.

The root cause is still being investigated; ELLA-CS, s.r.o. will provide a follow up
notification once the root cause is identified.
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Recommended action required
ELLA-CS, s.r.0. recommends the following actions:

¢ Check the position of the safety valve (required position of the safety valve
is shown in the figure below).

o If the safety valve does not cover the opening designed for spontaneous
deflation of the fixation (gastric) balloon, it needs to be returned to the
appropriate position to allow performance of the stent implantation with
fixation of the delivery system in the cardia.

e If the safety valve does not cover the opening for spontaneous deflation of
the fixation (gastric) balloon and it is not returned to the appropriate
position, Danis stent can be introduced by conventional techniques of
implantation of esophageal stents, i.e. under fluoroscopic or combined
(endoscopic and fluoroscopic) control.
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ELLA-CS, s.r.o. has already notified about this Field Safety Corrective Action the
competent authorities of EU, or EEA; and of Switzerland and Turkey. The
competent authorities of other countries have been informed about this Field
Safety Corrective Action by the distributors of ELLA-CS, s.r.o. for given country.
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We sincerely apologise for any inconvenience this action may cause.

Should you have any questions or require assistance related to this Field Safety
Notice, please contact your supplier or directly ELLA-CS, s.r.o. via email
vigilance@ellacs.eu.
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Transmission of this Field Safety Notice
Please distribute this notice to all interested persons within your organization.

The document - Acknowledgement of Receipt is attached to this Field Safety
Notice. Please, fill it in and send it back within 3 working days to our company and
your supplier to make sure that you have received this important communication.

Sincerely

AG. 00 2ot

ﬁ L LA-cs, S..0.

PRUDUCTION OF MEDICAL DEVICES

Ing. Oldrich Benes Milady Horakove 504/45, Trebes
500 06 Hradec Kralove, Czech Republic
CEO of E LLA-CS, s.r.o. tel.: +420 495 279 111, fax: +420 495 265 655
VAT Me - 2227507785 (/]
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