REPUBLIC OF LEBANON Py Aol Ay yggais |

MINISTRY OF PUBLIC HEALTH 5‘% dolal) Ao al 3039
The Director General

ple il utl

<V \ C o il siadl €§.J
\‘(/\[(?\“LC"\ :‘)JLLA.‘HHJ

Yoyt —i 10
Gl A Laldl clbdiaa qull cila

Duaia b s Aaias jlad) 1 g2 gal

Shunts, Pulmonary Artery, Anastaflo Intravascular Shunts
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- Shunts, Pulmonary Artery, Anastaflo Intravascular Shunts
- Trade Mark: Edwards Lifesciences
- Local Representative: Benta Trading
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System for Australian Recall Actions :

Recall detail
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Product
NameIDescriptiqn;ti .

|| Anastaflo Intravascular Shunt ( Carotid artery shunt)
‘ Model numbers: IVS1512 & IVS2012

|| All lot numbers
£ ARTG Number: 155725
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| Through post market surveillance data review, Edwards Lifesciences has identified a
potential health risk to patients undergoing by-pass surgery when an Anastaflo
Intravascular Shunt is used. Edwards has received twenty-three complaints concerning
£ excessive adhesive on the shunt body that may interfere with suturing of by-pass grafts.

| There have been no reports of injuries in any of these complaints. No events have been
! reported in Australia.

'Reason / IssueVil

Recall Action

| Recall

ﬁ‘es‘;ﬁlcﬁgﬁg? . | Customers are asked to quarantine affected stock and return all devices with remaining
a0 . | shelf life to Edwards Lifesciences. Customers can contact Edwards Lifesciences to obtain

{ | replacement product.

DB 1500 222 601 - Edwards Lifesciences

Footnotes

i Type of Product: Medicine, Medical Device, or Biological

it TGA Recall Reference: Unique number given by the TGA

i Product Name/Description: Brand name (including active ingredient for medicines) and may iriclude generic reference
for the kind of medical devices. Includes all necessary information such as affected: catalogue / model and / or batch /
serial numbers.

v Recall Action Level: The level to which the recall action is to be undertaken. This is based on the significance of the
risk and the channels through which the goods have been distributed. The recall action levels are / Wholesale /

Hospital / Retail / Consumer.
® Wholesale - includes wholesalers and state purchasing authorities.
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The TGA publishes Australian recall actions in a searchable database to ensure the public has access to information
about therapeutic products that have been recalled from the Australian market. If you are concerned about your health
or'if you have experienced an adverse event please seek advice from a health professional as soon as possible.
Please read all the important information at the beginning of this report.



