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December 10, 2008


FDA Response
This is in response to your email below to the U.S. Food and Drug Administration (FDA) requesting information on a medical product. 
  

If this product makes a medical claim, then it would be considered a medical device.  For more information on what a manufacturer of a device must do to get a medical device cleared by the FDA for marketing, please visit our Device Advice web site at http://www.fda.gov/cdrh/devadvice/ 
  

Please feel free to email me back directly if you have any further questions.  Good luck with your project. 
  

Sincerely, 
  

Bonnie J. Alderton 
Consumer Staff 
Division of Small Manufacturers, 
 International and Consumer Assistance 
Center for Devices and Radiological Health 
U.S. Food and Drug Administration 
bonnie.alderton@fda.hhs.gov 
  

  



From: NICOLE E JACKSON [mailto:njack005@odu.edu] 
Sent: Wednesday, October 08, 2008 2:38 PM 
To: CDRH Small Manu. Assistance 
Subject: Questions about if a system falls under FDA standards 
  

Hi, my name is Nicole Jackson and I am a a senior at Old Dominion University.  Currently I am working on a project with five other group members and we are implementing a system that can go around a patient's wrist that records the movement of their arms or legs through sensors.  
  

My question is, if it this is prescribed for patients as apart of their treatment, would this system fall under FDA standards?  I would be greatly appreciative of any information you could provide me with.  Thank you for your time. 
  

Nicole Jackson  
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