District of Columbia Municipal Regulations


10417

ANNUAL REPORTS

10417.1
You must submit to the Department an annual report on in writing or electronic equivalent. You must submit an annual report by January 1 of each year.  You must clearly identify your annual report as such. Your annual report must include:

(a) 
Your Centers for Medicare & Medicaid (CMS) provider number used for medical device reports, or the number that the Department assigns for reporting purposes;

(b) 
Reporting year;

(c) 
Your name and complete address;

(d) 
The total number of reports attached or summarized;

(e) 
The date of the annual report and report numbers identifying the range of medical device reports that you submitted during the report period;

(f) 
The name, position title, and complete address of the individual designated as your contact person responsible for reporting to the Department and whether that person is a new contact for you; and

(g) 
Information for each reportable event that occurred during the annual reporting period including:

(1)
The report number;

(2)
The name and address of the device manufacturer;

(3)
The device brand name and common name;

(4)
The product model, catalog, serial and lot numbers;

(5) 
A brief description of the event reported to the manufacturer or the Department; and

(6)
Where the report was submitted (for example, to the manufacturer, importer, or the Department).

10417.2
If you did not submit any medical device reports to manufacturers or us during the time period, you do not need to submit an annual report.

 
SOURCE: Final Rulemaking published at 60 DCR 10252 (July 12, 2013).
	
	Public Health and Medicine
22-B DCMR § 10417

	

	
	
	



