Safety Communication

Recall Certain Sizes and Update IFU for Zenith Alpha™
Thoracic Endovascular Graft by William Cook Europe Aps

Device Name:

Zenith Alpha™ Thoracic Endovascular Graft

Manufacturer:

William Cook Europe Aps

Problem:
Potential adverse events that may occur if the recalled
devices are used for blunt thoracic aortic injury (BTAI)

include death, paraplegia, and/or surgical intervention.

Remedy Action:

The firm is initiating a removal of the products (Grafts
with a proximal or distal diameter of 18 mm to 22 mm)
and correction of the instructions for use (IFU) for all

other lot numbers.

Recommendation:

- Patients already treated with affected product for the
blunt thoracic aortic injury indication should be followed
according to the current instructions for use.

- Share this information with Healthcare Professionals in

your facility.

The affected devices are:

doallg Jdaall &elall diall
Saudi Food & Drug Authority

¥

dadld) il

Lo ¥ oyl aladiu) clald ) duaady alaal¥) oy eloiu
& oS Al g Uandl g3 Ariuaal) (Wil iy § Ay jlail) Aadlall 4y juall 4y ganl)
2 A Qs

: gl

Wl Gy 3 A el Aadlall Ao jaall 4 gedll dae (Y1 Alag

1)

o 4l sy S Bl

Al

el Jaa Ll adlaslidel ) a5l Lad Juans 38 dlaing Eol sa
O s oamall el ol il salad) Alal) &0k aadins il g celeial
eloal Jaxdl gl 5 o duadl JLall - alll 58 Y — 3l 5l giaa

1 aaall) £ )
22 ) ae 18 (el il & ) i ) colaciall A ) 8 AS Ll iy

GAY! Dl Al | apead a3V Ll ) masaal s ae

s lua gil)
el e b el Claiially sadse (pdl) aia pall daglia iy -
aanal aladiu¥) ciladail (a5 ¢ g aall 51 Glall salal) Llay)

ASiliie b paaida) pe e glaall 038 A4S e (o -

(R by paliall Sjg-eiﬂ

The following grafts with a proximal or distal diameter of 18 mm to 22 mm are being recalled:

Catalog Nos.:

ZTA-P-18-105-W
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ZTA-P-20-105-W

ZTA-P-22-105-W

ZTA-PT-22-18-105-W

ZTA-PT-26-22-105-W

ZTA-DE-22-104-W

All lot numbers
The following grafts are affected by the correction:
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Reference Part Nos.:

ZTA-D-28- ZTA-D-44- ZTA-P-26-105- | ZTA-P-36-113- | ZTA-P-44-179- | ZTA-PT-38-34-
160-W 157-W W W W 217-W
ZTA-D-30- ZTA-D-44- ZTA-P-28-109- | ZTA-P-36-161- | ZTA-P-44-233- | ZTA-PT-40-36-
160-W 211-W W W W 167-W
ZTA-D-32- ZTA-D-46- ZTA-P-28-155- | ZTA-P-36-209- | ZTA-P-46-125- | ZTA-PT-40-36-
160-W 157-W W W W 217-W
ZTA-D-34- ZTA-D-46- ZTA-P-28-201- | ZTA-P-38-117- | ZTA-P-46-179- | ZTA-PT-42-38-
142-W 211-W W W W 173-W
ZTA-D-34- ZTA-DE-26- ZTA-P-30-109- | ZTA-P-38-167- | ZTA-P-46-233- | ZTA-PT-42-38-
190-W 104-W W W W 225-W
ZTA-D-36- ZTA-DE-30- ZTA-P-30-155- | ZTA-P-38-217- | ZTA-PT-30-26- | ZTA-PT-44-40-
142-W 108-W W W 108-W 179-W
ZTA-D-36- ZTA-DE-34- ZTA-P-30-201- | ZTA-P-40-117- | ZTA-PT-32-28- | ZTA-PT-44-40-
190-W 112-W W W 178-W 233-W
ZTA-D-38- ZTA-DE-38- ZTA-P-32-109- | ZTA-P-40-167- | ZTA-PT-32-28- | ZTA-PT-46-42-
147-W 91-W W W 201-W 179-W
ZTA-D-38- ZTA-DE-42- ZTA-P-32-155- | ZTA-P-40-217- | ZTA-PT-34-30- | ZTA-PT-46-42-
197-W 146-W W W 161-W 233-W
ZTA-D-40- ZTA-DE-42- ZTA-P-32-201- | ZTA-P-42-121- | ZTA-PT-34-30-
147-W 94-W W W 209-W
ZTA-D-40- ZTA-DE-46- ZTA-P-34-113- | ZTA-P-42-173- | ZTA-PT-36-32-
197-W 97-W W W 161-W
ZTA-D-42- ZTA-P-24-105- | ZTA-P-34-161- | ZTA-P-42-225- | ZTA-PT-36-32-
152-W w w w 209-W
ZTA-D-42- ZTA-P-24-127- | ZTA-P-34-209- | ZTA-P-44-125- | ZTA-PT-38-34-
204-W W W W 167-W
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Devices Reporting

For further information, please see the attached (< (i all dadlall Hlad) e g3hY) oo «Dlaglaall (1o 2 3l
letter from the manufacturer. (or Click Here ) (L baxa) f) piadl Jd

You should be aware of the mentioned risks in the BER{ KR ST [ AEON P W RS P PN g e e
notice and contact the Authorized Representative (eaaaaill ol jal) olady (il Jieaall aa Jual g3l
for corrective action.

NAFA MEDICAL dudal) BU 4 i
Mobil: (011) 470-8888 Js
Email: med@nafa.net gAY Wl

Healthcare Professionals should report any adverse wSe Zsla gl e E3WY) Laall dle U Guaiaall e oy
events suspected to be associated with affected (LAl b Slea sl 5f) o3l s pmiall 5 jealVl Ledals ) d 4y

devices above (or other Medical Devices) to: |
National Center for Medical Devices Reporting (NCMDR . . .
Website). (28 5all Lol ) dgalal) cilaiial) g 5 jga¥) el Ahgl) 38 yall
Medical Devices Sector Al Clatiall 53 3¢ gllad
SaudiIFo((j)(;j and sDrug AuthborityS ; g o) sall 5 e13all daladl gl
Postal Address: Saudi Arabia - Saudi Food and Drug . .
Al il Jadl) | WA | Aall 3 . ) giall

Authority (3292) R -l i lladl) g A1l G R 3293152 0l O
North Ring Road - Al Nafal Unit (1) 43 gnd) 4 al) ASledll 6288-13312
Riyadh 13312 - 6288 2406:4L 525 2038222 (11) 966+:—ila
Fax: +966 (11) 2757245
For latest published Recalls/Alerts, please visit 3L an b sl Glelexin) g <l pdadll JAT e J guasll
NCMDR website: Gl 3Ll 38 el g 5TV ad sall
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