District of Columbia Municipal Regulations


10518
FORMAT OF A CLASS III CERTIFICATION

10518.1
A class III certification submitted as part of a premarket notification shall state as follows:

“I certify, in my capacity as (position held in company), of (company name), that I have conducted a reasonable search of all information known or otherwise available about the types and causes of safety or effectiveness problems that have been reported for the (type of device). I further certify that I am aware of the types of problems to which the (type of device) is susceptible and that, to the best of my knowledge, the following summary of the types and causes of safety or effectiveness problems about the (type of device) is complete and accurate.”


10518.2
The statement in § 10518.1 should be signed by the certifier, clearly identified as "class III certification," and included at the beginning of the section of the premarket notification submission that sets forth the class III summary.

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