Checklist: MDRs
1. Complete this checklist for the MDR process including the linkage to the complaint process. Use procedures, work instructions, and representative examples.

2. While the checklist only asks for a Yes or No, when there is a Yes answer, record the document number, revision, and section that satisfies the requirement.

3. Check records for objective evidence of conformance to the process.

	Complaint Records
	Y/N

	1
	There is an established procedure for receiving, reviewing, and evaluating complaints by a formally designated unit. [§820.198(a)]
	

	2
	There is documentation that designates the unit for handling complaints. [§820.198(a)]
	

	3
	The Quality System Record includes the designation of the unit to handle complaints. [§820.186]
	

	4
	The procedure requires evaluation of each complaint for potential reportability as an MDR. [§820.198(a)(3)]
	

	5
	Record Check
Identify 72 recent complaints records (QSIT Table 1, Row F, Column 0 out of:) 
Record the complaint number and date received for each complaint in the sample.

For each complaint, verify evaluation for potential reportability as an MDR.
If one or more complaints have not been evaluated, then the response is No.
If the response is No, then initiate correction and corrective action.
	

	6
	The procedure requires prompt review, evaluation, and investigation of any complaint potential reportability as an MDR. [§820.198(d)]
	

	7
	The procedure defines “prompt” such that the decision to report, creating the initial report, submitting the initial report, and receiving eMDR ack#3 could be completed within 30 calendar days after complaint receipt and evaluation. [§820.198(d), §803.20(b)(3)]
	

	8
	The procedure defines the required investigation records for any complaint potential reportability as an MDR. [§820.198(d), §820.198(e), §803.18]
	

	9
	The procedure requires the creation of an MDR Event File for any complaint potential reportability as an MDR. [§803.18]
	

	10
	Record Check
For the potentially reportable MDRs in the sample above, verify that the complaint investigation records include the required information. [§820.198(d), §820.198(e)]
	

	11
	Record Check
For the potentially reportable MDRs in the sample above, verify the creation of an MDR Event File. [§803.18]
	







	MDR Procedures
	Y/N

	1
	There is an established procedure for MDRs. [§803.17]
	

	2
	The procedure creates a process for timely and effective identification, communication, and evaluation of potential MDR events. [§803.17(a)(1), §820.198]
	

	3
	The procedure creates a standardized review process to determine when an event meets the criteria for an MDR. [§803.17(a)(2)]
	

	4
	The procedure requires timely transmission of complete medical device reports to any manufacturer involved such as a contract manufacturer. [§803.17(a)(3)]
	

	5
	The procedure defines “timely” transmission to any other manufacturers involved. [§803.17(a)(3)]
	

	6
	The procedure requires timely transmission of complete medical device reports to FDA-CDRH. [§803.17(a)(3)]
	

	7
	[bookmark: _GoBack]The procedure defines “timely” such that the decision to report to FDA, creating the initial report, submitting the initial report, and receiving eMDR ack#3 is complete within 30 calendar days after complaint receipt. [§820.198(d), §803.17(a)(3), §803.20(b)(3)]
	

	8
	Record Check
For the potentially reportable MDRs in the sample above, if there is a report to a manufacturer required, verify that it was made on time as defined by the procedure.
	

	9
	Record Check
For the potentially reportable MDRs in the sample above, if there is a report to FDA-CDRH required, verify that it was made on time as defined by the procedure.
	

	10
	The procedure defines recordkeeping requirements for any information evaluated to determine if an event was reportable.  [§803.17(b)(1)]
	

	11
	The procedure defines recordkeeping requirements for all medical device reports and information submitted to FDA-CDRH. [§803.17(b)(2)]
	

	12
	The procedure defines recordkeeping requirements for all medical device reports and information submitted to other manufacturers. [§803.17(b)(2)]
	







	MDR Event Files
	Y/N

	1
	There are established MDR Event Files. [§803.18(a)]
	

	2
	Record Check
For the potentially reportable MDRs in the sample above, the MDR Event File includes all information related to the event. [§803.18(b)(1)(i)]
	

	3
	Record Check
For the potentially reportable MDRs in the sample above, the MDR Event File includes all documentation of deliberations and decision making processes used to determine if the event is reportable. [§803.18(b)(1)(i)]
	

	4
	Record Check
For the reportable MDRs in the sample above, the MDR Event File includes a copy of any report submitted to FDA-CDRH. (This includes initial reports and any supplemental reports.) [§803.18(b)(1)(ii)]
	

	5
	Record Check
For the potentially reportable MDRs in the sample above, the MDR Event File includes a copy of any report submitted to an importer, distributor, or manufacturer. [§803.18(b)(1)(ii)]
	

	6
	Record Check
For the reportable MDRs in the sample above, the MDR Event File includes a copy of all electronic acknowledgments FDA sends in response to eMDR submissions. (Note, for each submitted MDR there should be three acknowledgements that show there were no problems with the submission.) [§803.18(b)(1)(iii)]
	

	7
	Record Check
For the potentially reportable MDRs in the sample above, the MDR Event File includes an explanation of why you did not submit. [§803.18(e)]
	






	MDR Reports
	Y/N

	1
	For an event that meets the reporting criteria, there is a report. [§803.50(a)]
	

	2
	For each event, the manufacturer conducted an investigation. [§803.50(b)(3)]
	

	3
	For each event, the manufacturer evaluated the cause of the event. [§803.50(b)(3)]
	

	4
	For each reportable event, the manufacturer made the report no later than 30 calendar days after the day the information was received. [§803.50(a)]
	

	5
	Record Check
For the reportable MDRs in the sample above, the report was made within 30 calendar days of the initial complaint. [§803.50(a)]

Note: This means the date of a successful ack#3 was within 30 calendar days of the initial complaint.
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