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Division of Dockets Management (HFA-305) 
Food and Drug Administration  
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 
 
Re:  Docket No. FDA-2010-N-0348; Center for Devices and Radiological Health 510(k) 

Working Group Preliminary Report and Recommendations, and Task Force on the 
Utilization of Science in Regulatory Decision Making Preliminary Report and 
Recommendations; Availability; Request for Comments 

 
Dear Sir or Madam:  
 
Medtronic, Inc (“Medtronic”) is the global leader in medical technology—alleviating pain, 
restoring health, and extending life for people with chronic conditions around the world. 
Medtronic develops and manufactures a wide range of products and therapies with emphasis on 
providing a complete continuum of care to diagnose, prevent and monitor chronic conditions 
such as diabetes, cardiovascular disease and neurological disorders. Each year, Medtronic 
therapies help more than seven million people. 
 
Medtronic is pleased to submit comments on the Center for Devices and Radiological Health 
510(k) Working Group Preliminary Report and Recommendations, and Task Force on the 
Utilization of Science in Regulatory Decision Making Preliminary Report and Recommendations. 
 
Medtronic markets a wide range of products in the United States. Many are higher risk devices 
and are approved for use through the PMA process. The majority of Medtronic products, 
however, are cleared for use through the 510(k) process. This process has worked well for the 
FDA, and for Medtronic and other device manufacturers, as a vehicle to provide appropriate 
reviews for medium and low risk devices, to foster innovation, and to bring safe and effective 
devices to US patients. 
 
Medtronic appreciates the Agency’s approach to its review of the 510(k) process. We also 
recognize that some changes are needed to make the process more predictable and responsive to 
the ever-changing technologies that come before it. The agency has been open to suggestions 
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