District of Columbia Municipal Regulations


10414

WHEN NOT TO FILE A REPORT

10414.1
If you become aware of information from multiple sources regarding the same patient and same reportable event, you may submit one (1) medical device report.

10414.2
You are not required to submit a medical device report if:

(a)
You are a user facility, importer, or manufacturer, and you determine that the information received is erroneous in that a device-related adverse event did not occur. You must retain documentation of these reports in your MDR files for the time periods specified in § 10410; or
(b)
You are a manufacturer or importer and you did not manufacture or import the device about which you have adverse event information. When you receive reportable event information in error, you must forward this information to us with a cover letter explaining that you did not manufacture or import the device in question.

 
SOURCE: Final Rulemaking published at 60 DCR 10252 (July 12, 2013).
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