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TGA Recall Reference'

Product

Name/Description’ Endo Wrist One Vessel Sealer (INS-410322) for the da Vinci Si (I53000) Surgical System

Recall Action LevelV

Recall Action
Classification¥

Recail Action

Commencement Date"

Responsible Entity"

Reason / Issue¥"

Recall Action'®

Recail Action
Instructions*

Contact informati

Footnotes

Medical Device

RC-2014-RN-01174-1

(Single use active endotherapy device used in endoscopic procedures for cutting and or
coagulating tissue)

Model Number: 410322

ARTG Number 132453

Hospital

Class |

4/11/2014

Device Technologies Australia Pty Ltd

- During a surgical procedure, if the blade does not return to its original position within a
specified timeframe, the system determines the instrument has an “exposed blade”. The
da Vinci Si System is designed lo display a recoverable fault when an “exposed blade”
error occurs. A recoverable fault means that you may continue using the system after
addressing the error. Activating and firing the knife blade while the jaws are more than 4
mm open increases the likelihood of an exposed blade error.

Currently, the Vessel Sealer applies bipolar energy between the electrode surfaces on the
interior surface of the instrument jaws in order to coagulate vessels up to 7 mm in size.
Users are then instructed to keep the Master Grips fully closed during the sealing cycle.
Opening the grip on the masters reduces the pressure applied to the vessel during sealing,
which may result in insufficient sealing performance.

Recall for Product Correction

Device Technologies Australia is informing their customers of the changes to the user
manual to reduce the potential for exposed blade errors and providing a software upgrade
to reduce the potential for insufficient sealing. Device Technologies Australia is informing
the customers to continue using the Endo Wrist One Vessel Sealer. A Device
Technologies Australia product specialist / technician will contact the customer and
provide the updated User Manual and schedule the software upgrade which will be

available in December 2014,

[ I

LI 1300 338 423 - Device Technologies

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

Page 3 of 4

Report generated 1

The TGA publishes Australian recall actions in

8/11/2014 5:07:08 PM . . '
a searchable database to ensure the public has access to information

ecalled from the Australian market. If you are concerned about your health

. I . t
about therapeutic products e ove t please seek advice from a health professional as soon as possible.

or if you have expé
Please read all the

rienced an adverse even ) s€ :
important information at the beginning of this report.




