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URGENT: MEDICAL DEVICE CORRECTION 

Medtronic StrataMR Guider Tool Notification 

Model #: 45905, Medtronic StrataMR Adjustment Tool Kit 
Affected Lots: 00000, 000004, 000013, 000039, 000041, 000045, 000053, 000054, 000063, 000070, 000076, 
000081, 000086, 000092 

28 October 2018 

Attention: Risk management Director and 0.R Materials Management 

CC: The Chairman Medical Board and relevant Head of Departments 

Dear Valued Customers: 

The purpose of this letter is to advise you that Medtronic is initiating a voluntary correction to all lot numbers of 
the StrataMR Adjustment Tool Kit listed above. 

The Medtronic StrataMR Adjustment Tool Set provides a non-invasive method to adjust the 
pressure/performance setting of StrataMR valves after surgical implantation, to address changing patient needs 
in the management of hydrocephalus. The StrataMR Adjustment Tool set includes an Adjustment tool, Indicator 

tool and Locator tool packaged in a nonsterile reusable case. All three tools are required to set or change the 
pressure/performance level (PL) settings of Medtronic StrataMR valves. 

Issue Description: 

You are receiving this letter because you may have received one or more of the affected products. Medtronic is 

initiating a voluntary correction because there is a modification to the Strata MR Adjustment Tool Set which adds 
a fourth component, the Guider Tool, in order to improve users' ability to reliably adjust StrataMR valves and 
mitigate the potential of valve rotor foot being positioned on top of an MRI resistance wall, which has the 
potential of causing a higher than intended flow resistance. There is no change to the design of the existing three 
tools of the Strata MR adjustment tool sets. The Strata MR valves and shunts have been removed from the market 
as of February, 2017, therefore this correction is intended for use with patients who currently have the StrataMR 
valves implanted. 
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