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AL09-02 October 24, 2008

Item: Medtronic Neuromodulation Sutureless Connector Catheters used with
SynchroMed and IsoMed implantable infusion pumps:

 INDURA One-Piece (1P) Intrathecal Catheters, Model 8709SC
 Intrathecal Catheters, Model 8731SC
 Sutureless Pump Connector Revision Kit, Model 8578
 Intrathecal Catheter Pump Segment Revision Kit, Model 8596SC

Specific Incident: There is a potential for misconnections of the Medtronic sutureless connector catheters
from the catheter port on the pump. These misconnections have resulted in a blockage
(occlusion) between the sutureless pump connector and the catheter port on the pump and
disconnections from the pump connector. Misconnections can result in lack of therapeutic
effect, clinically significant or fatal drug underdose, or return of underlying symptoms
and/or withdrawal symptoms. Drug withdrawal from Intrathecal Baclofen (ITB) therapy
(in the patient’s spine) can cause death if not treated immediately and effectively. Medical
intervention has been required to fix the misconnections.

Medtronic issued a field communication to physicians, and this issue was classified as a
Class I recall by the FDA on June 26, 2008. The information was updated on FDA’s
website on October 7, 2008.

General Information: The intrathecal catheters and intrathecal catheter revision kits use a sutureless connector for
attachment of the catheter to the implanted Medtronic SyncroMed II, SynchroMed EL, and
IsoMed infusion pumps. The catheter is part of an infusion system that stores and delivers
parenteral drugs to the intrathecal space.

Medtronic’s investigation indicates that reported events have been caused by misalignment
or incomplete connection of the sutureless pump connector to the catheter port. Proper
alignment and full engagement of the sutureless pump connector to the catheter port during
attachment is critical to ensure the catheter is properly and completely connected to the
pump.

Actions: 1. By close of business October 31, 2008, physicians responsible for implanting and
managing patients must do the following:

a. Read Attachments 1, 2, and 3.
b. Begin to perform the following procedures during implantation. Detailed
instructions are provided in Attachments 2 and 3.

 verify cerebrospinal fluid (csf) backflow through the catheter
 ensure alignment of the sutureless connector to the pump
 snap the sutureless connector into place
 tug and rotate to test the connection

c. Follow recommendations for managing patients with implanted sutureless “SC”
catheters, as outlined in Attachment 1.
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2. By close of business October 31, 2008, contact your patients who have these devices to
educate them about the signs and symptoms of drug underdose and withdrawal.

3. Effective immediately, all patients that present with an intrathecal pump should be
provided with education about the signs and symptoms of drug underdose and withdrawal.

Additional Information: Clinicians should be aware that VHA patients may have had these catheters implanted at
non-VHA facilities and if they present at your facility, they need to be informed of the
signs and symptoms of drug underdose and withdrawal.

Sources: A VA Medical Center, FDA, Medtronic

Attachments: 1. Medtronic Safety Alert, June 2008
2. Medtronic Recommendations for Implant Techniques
3. Medtronic Recommendations for Patency Verification

Contact: Tom Bauld, National Center for Patient Safety, (734) 930-5890
Andrew Rennie, Medtronic Neuromodulation, (763) 526-9738
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ATTACHMENT 1
Medtronic Safety Alert
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ATTACHMENT 1 (CONT)
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ATTACHMENT 1 (CONT)
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ATTACHMENT 2
Medtronic Recommendations for Implant Techniques
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ATTACHMENT 2 (CONT)
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ATTACHMENT 2 (CONT)
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ATTACHMENT 2 (CONT)



AL09-02

Page 10 of 12

ATTACHMENT 3
Medtronic Recommendations for Patency Verification
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ATTACHMENT 3 (CONT)
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ATTACHMENT 3 (CONT)


