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ADM/MDM Ball Impactor Tips and ADM Rim Impactor Tips
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- ADM /MDM Ball Impactor Tips and ADM Rim Impactor Tips
- Trade Mark: Stryker
- Local Representative: Ets.F.A Kettaneh
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System for Australian Recall Actions
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Recall detail

Type of Product | Medical Device

LR

TGA Recall Reference! FYIERINR IOt

Product

Name/Description’ ADM/MDM Ball Impactor Tip and ADM Rim Impactor Tip (reusable surgical instrument

§ | used to implant Stryker's Automatic Dual Mobility (ADM) and/or the Modular Dual Mobility
(MDM) Acetabular Systems)

ADM/MDM Ball Impactor Tip
| Catalogue Numbers: 12350013 (12350303A-T, 12350306-T, 12350306V-T, 12350306C-T) :

ADM Rim Impactor Tip ; I
Catalogue Numbers: 12350014 (12350303A-T) |

All Lot Numbers Affected

ARTG Number: 181721

Hospital i

‘Recall Action Level"

Recan Action

Classification’ Class Il

Recall Action
Commencement Date’ [

e B Sty icor Australia Pty Lid

Reason / IssueVii

Stryker has received complaints associated with cracks and/or fractures of the Ball
Impactor Tip and Rim Impactor Tip instruments. The potential hazards include;

- Cracked or fractured Ball impactor Tip/Rim Impactor Tip

£ - Loose fragments form the Ball impactor Tip/Rim Impactor Tip

- Insufficient locking strength of the MDM liner (Ball Impactor Tip only).

Recall Action™ | Recall for Product Corréction

Recall Action
‘Instructions*

| Stryker ig releasing updated surgical procedures and also updating the loan dockets,
recommending the use of a slotted mallet to be used to impact the impactor handle, and }
| emphasising that all tips should be inspected for deformation and cracks before use.

REC N CHUEREIBR ) 0467 1111 - Stryker Orthopaedics

Footnotes

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

i TGA Recéll Reference: Unique number given by the TGA

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

serial numbers.
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The TGA publishes Australian recall actions in a searchable database to ensure the public has aceess 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. i



