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Saudi Food & Drug Authority

Safety Communication

Risk of early structural valve deterioration (SVD) of
aortic heart valve: Mitroflow LX (sizes 19mm and 21mm)
Manufactured by LivaNova.

Device Name:

Mitroflow LX (sizes 19mm and 21mm)

Manufacturer:

LivaNova

Problem:

Increased risk of earlier than anticipated structural valve

deterioration (SVD) particularly with the smaller sizes.

Recommendation:

- ldentify patients implanted with a smaller size
(19mm and 21mm) Sorin Mitroflow LX pericardial
prosthetic aortic valve less than 5 years ago (2012
and after).

- Undertake an early clinical review, giving priority
to younger patients, to look for indications of
SVD.

- Other Recommendations available in the Medical

Device Alert from MHRA.

The affected devices are:
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The Sorin Mitroflow LX aortic biological prosthetic replacement valve: sizes 19 and 21mm. (LivaNova were

previously known as Sorin Group up to October 2015)

All lot numbers and all serial numbers are affected by this alert.
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http://www.sfda.gov.sa/en/Pages/default.aspx
https://www.gov.uk/drug-device-alerts/biological-replacement-pericardial-aortic-heart-valve-mitroflow-lx-sizes-19mm-and-21mm-risk-of-early-structural-valve-deterioration
https://www.gov.uk/drug-device-alerts/biological-replacement-pericardial-aortic-heart-valve-mitroflow-lx-sizes-19mm-and-21mm-risk-of-early-structural-valve-deterioration
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For further information, please see the Medical = @all Adtall jladl e oMLY oo claglaall (1o 2 jal
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You should be aware of the mentioned risks in the DY) a8 5 Sh) phlaadl s e 1585 o) g
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for corrective action.
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