
MEDICAL DEVICE REPORT DETERMINATION


COMPLAINT RECEIVED
1.
Is the device an YZX company product?

· YES: GO TO QUESTION 2.
· NO: NOTIFY FDA W/COVER LETTER
2.
Does complaint or information that has been received reasonably suggest that our product has "caused, contributed to, or has been associated with" a death whether the product has been misused or not?

· YES: 30-DAY REPORT REQUIRED
· NO: GO TO QUESTION 3
3.
Does the information reasonably suggest that a serious injury has occurred?

· YES: GO TO QUESTION 7
· NO: GO TO QUESTION 4.
4.
Does the information received reasonably suggest that the device malfunctioned?

· YES: GO TO QUESTION 5.
· NO: NO REPORT REQUIRED.

5.
If the malfunction were to recur would it likely cause or contribute to a death?

· YES: 30-DAY REPORT REQUIRED

· NO: GO TO QUESTION 6.

6.
If the malfunction were to recur would it likely cause or contribute to a serious injury?

· YES: GO TO QUESTION 7
· NO: NO REPORT REQUIRED.

SERIOUS INJURY
7.
Is , or could, the injury be life  threatening?

· YES: 30-DAY REPORT REQUIRED.

· NO: GO TO QUESTION 8.

8.
Did, or could, the injury result in permanent impairment of a body function or permanent damage to a body structure?


 YES: GO TO QUESTION 10.

 NO: GO TO QUESTION 9.

9.
Did, or could, the injury necessitate medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure?


 YES: GO TO QUESTION 10

 NO:  NO REPORT IS REQUIRED

10.
Is the impairment or damage irreversible?


 YES: GO TO QUESTION 11.


 NO: REPORT IS NOT REQUIRED.
11.
Is the impairment or damage trivial?


 YES: NO REPORT REQUIRED


 NO: 30 DAY REPORT IS REQUIRED
MDR 30-DAY  REPORT REQUIRED?       YES       NO

Written Report Submittal Date:                          BY:                                                                                                                                                          


ATTACH ALL APPLICABLE CORRESPONDENCE, ADDITIONAL DATA, CORRECTIVE MEASURES AND ANY ADDITION INFORMATION REGARDING INVESTIGATION AND OTHER PERTINENT INFORMATION TO THIS FORM.

MDR QUESTIONNAIRE COMPLETED BY:                                                                                                                DATE:

MDR QUESTIONNAIRE REVIEWED BY:                                                                                                                  DATE:

Any Medical Device Report submitted to FDA must also be submitted to Health Canada if the product is sold in Canada

RMA / MDR NUMBER


(if product being returned for evaluation)





	____________________
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