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Urgent: Medical Device Correction

Update to Model 8870 Software Application Card used in the 8840 N’Vision® Clinician
Programmer and SynchroMed?® Il Infusion System Labeling for Priming Bolus

November 2016

Dear Healthcare Professional,

Medtronic International Ltd would like to provide you with an update to the June 2013 communication
(refer to the attached copy of that letter for a full description of the issue and potential risks) regarding
the SynchroMed Il priming bolus function. Medtronic is updating the Model 8870 software application
card used in the 8840 N'Vision® Clinician Programmer to version BBUO1 as well as the SynchroMed® ||
Infusion System labeling to address the issue. The SynchroMed priming bolus function is intended to
quickly advance drug from the pump reservoir to the catheter tip to allow for therapy initiation while
the patient remains under medical supervision.

The updated 8870 software card mitigates the potential for clinically relevant effects of over-delivery of
unintended drug, such as respiratory depression, loss of consciousness, or death, during the full system
priming bolus procedure. The therapy applications on the software card for deep brain stimulation and
spinal cord stimulation remain unchanged.

This letter provides a description of the software change, description of labeling changes, 8870 Software
Card Recommendations and New Priming Bolus Recommendations.

Description of Software Change
The software update will change the value displayed on the 8840

programmer for the SynchroMed Il pump tubing volume from 0.199

mL to 0.140 mL (see picture). The tubing volume is used to calculate

the total volume of a full system priming bolus. This volume change 0 [ w4 |

does not alter the procedural steps or the other calculations required [ #imino o

to program a priming bolus. [w' YT T New tubing volume
Over delivery of drug during priming bolus has the potential to lead to “”_ij - :::::czfsop:::z;
overdose symptoms in some patients. This software change mitigates EZTETEER R m valiie of ;199 mL

the potential for unintended over-delivery of drug while still ensuring ”L_MJ-M

prompt therapy initiation. However, there continues to be a potential b T TITT

for underdose symptoms to present for a period of time after the g ”

completion of the full system priming bolus. This potential for Botus Duration

underdose symptoms occurs when a high concentration of drug | R,

solution is used at a low total therapeutic daily dose. Therefore, do (. e =

not increase the programmed daily dose within the first 48 hours ‘m,'r::“:‘;f,:::""'l"-u':“

following a full system prime. K :j:”:”:f‘
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Description of Labeling Changes
Updated information has been added to the following manuals (refer to attachment for details):
e Model 8840 N'Vision® Clinician Programmer with Model 8870 Software for SynchroMed® Il
Infusion Systems Programmer Guide (MA04279A091)
e SynchroMed® Il 8637 Programmable Pumps Implant Manual (M221311A0589)

8870 Software Card Recommendations
e Continue to use the current software card and its displayed tubing volume until your Medtronic
Representative has exchanged the current card with the new software card (new version is BBUO1).

New Priming Bolus Recommendations
New guidelines in labeling regarding priming bolus are listed below. Refer to Attachment (1): Summary
of November 2016 Labeling Changes for a complete list of labeling changes related to priming bolus as
used on SynchroMed Il Infusion Pumps.
e Fora full system priming bolus: Based on the therapeutic index of the drug and the
sensitivity of the patient, some individuals may need additional monitoring until the
delivered drug reaches the intended concentration. Do not increase the programmed daily
dose within the first 48 hours following a priming bolus as the delivered drug may not have
reached the intended concentration during this time.
e For a full system priming bolus: Priming bolus default parameters have been carefully
selected based on extensive modeling and testing. To ensure optimal initiation of therapy,
modifications to these values are not recommended.
e The priming bolus function has not been characterized during intravascular administration
of floxuridine (FUDR) and methotrexate; therefore dosing within the first 24 hours might be
variable.

Additional Information

We are committed to continuing to improve our product performance and services to enable you to
manage your patients in a safe and effective manner. Updated product manuals that incorporate the
software change can be accessed at www.medtronic.com/manuals.

Reporting of Adverse Event

Please report any malfunction or adverse event related to a device to local Clinical Representative (Jason
at +65 9005 3407 or Shirley at +65 9737 8043).

Shirley Loh
Marketing Director
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