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Sapphire Multi Therapy Pump with software Rev09Ver07
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- Sapphire Multi Therapy Pump with software RevO9Ver07
- Trade Mark: Hospira Inc
- Local Representative:
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System for Australian Recall Actions

Recall detail

‘v Medical Device

| RC-2013-RN-01041-1

, .-NameIDescrtptlon’“ || Sapphire Multi Therapy Pump with software Rev08Ver07 (Infusion Pump)

| Hospira List Number: 163113601 L

| | ARTG Number: 201499

'}Recall Actson Levepv‘ Hospital

léeca Acuon | Class |

 10/10/2013

| Hospira Pty Limited i

ReaSOhvi '55,"‘%""‘.] . : The manufacturer, Q Core, has received three similar reports from a customer, who

. " || experienced deviations from the duration of treatment, as programmed. The incidents

. | occurred while using the Multi Step mode. While no patient injuries or deaths have been
|| reported, the issue may result in incorrect therapy.

Specifically, the issue only occurs when the following conditions are met simultaneously:
B Multi-step mode is used, and
' - The pump is not plugged into an AC power outlet and is operatmg on battery power only,
| and :

| - The pump backlight is turned OFF. | B

%3 i

| The factory default for the backlight configuration in the Sapphire Multi Therapy pump is
| ON; therefore unless the pump backlight is turned OFF, the issue will not occur.

Recall for Product Correction

, | Q Core has developed a software solution (Rev09Ver08) to address the issue. Until the
| Sapphire Multi Therapy pumps have been updated with the new software, users are
¢ required to: ¢
- _ | (i)Use the Sapphire Multi Therapy pump plugged into an AC power outlet; and/or

| (i)Use the Sapphire Multi Therapy pump with the backlight conflgurdtnon set to ON or
PARTIAL.
.| It is recommended to check all pumps that are in current operation in order to ensure
| correct setting of the backlight. Please note that in pumps configured with backlight OFF
' | the screen will darken completely after 1 minute of screen inactivity. The pumps configured
‘ | | to have the backlight OFF require reconfiguration of the backlight setting to ON.

. | 1300 046 774 (Option 1) - Hospira Customer Service
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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.



