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arthroplasty (CHRA)
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- Joint prosthesis, shoulder. PyroTITAN humeral resurfacing arth:")plasty
(CHRA)

Trade Mark: Integra LifeSciences ORTHOPAEDIC

- Local Representative: Asmar Medical
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To the attention of Quality Assurance Dpt or
Regulatory Affairs Dpt or Management
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»Subject URGENT - FIELD SAFETY NOTICE RECALL LETTER

:Med|cal dewce PyroTITAN"" Humeral Resurfacmg Arthroplasty (CHRA)
Reference: See table below
Batches mvolved AII batches
‘Legal manufacturer:
ASCENSION ORTHOPEDICS, INC. - 8700 Cameron Road - Austin, Texas 78754 - USA

- <Distributor,Nam_é>

Dear Distributor,

htegra LiféScnences is conducting a voluntary recall of ALL lots of the PyroTITAN™ Humeral
_ Resurfacing Arthroplasty (CHRA) (hereafter the “Product”) due to infrequent complaint reports of
_ implant fractures that were observed post-operatively and required revision surgeries. The Products

HRA-910-38/14-WW PyroTitan Size 47-20
'CHRA-910-41/15-WW

CHRA-910-41/18-WW

PyroTitan Size 38-14 CHRA-910-47/20-WW

PyroTitan Size 41-15 CHRA-910-50/18-WW PyroTitan Size 50-18

CHRA-910-50/21-WW PyroTitan Size 50-21

PyroTitan Size 41-18

CHRA-910-44/16-WW
CHRA-910-44/19-WW
CHRA-910-47/17-WW

PyroTitan Size 44-16 ' CHRA-910-53/19-WW PyroTitan Size 53-19
CHRA-910-53/22-WW PyroTitan Size 53-22

CHRA-910-56/21-WW PyroTitan Size 56-21

PyroTitan Size 44-19

PyroTitan Size 47-17

The national competent authority of your country has been informed of this recall.

. Our records indicate you have received PyroTITANTM Humeral Resurfacing Arthroplasty (CHRA)
Product and / or distributed them to surgeons. To this end, we ask you to do the following:

1. STOP distributing the Product immediately.

2. |dentify any surgeon clients you have already shipped PyroTITAN Humeral Resurfacing Arthroplasty
(CHRA) to and send them a copy of the attached Surgeon’s Letter.

3. Complete the attached form, return it as indicated on the form and keep a copy for your records.
a. Check the box that indicates you will comply with the above 2 instructions.

b. If you have any affected Product, check the box “Yes” to indicate you or your customers have
product in inventory, and record the dua"r‘;tity of each of the products you have on the form.

c. If you do not have any product, check the box "No" to indicate you do not have the affected product.
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When the form is received, Integra LifeSciences will contact you with Product return instructions to credit
your account as appropriate.

Thank/you in ad\/ance for your timely attention to, and cobperation in, completing this recall.

Jean-Baptiste EBERST
-Senior Regulatory Affairs Project Manager
Europe, Middle East, Africa
. Extremity Reconstruction Division
?+33 (0) 437 47 59 15
emea-fsca-recon@integralife.com
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