ATTACMENT B
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Voluntary Questions:

1. What time of day did the event occur?

Rationale for asking this question:  This information will help FDA to determine if some types of adverse events, especially those that may be due to user error, occur more often during the day or at night.  The human factor considerations that pertain to the time of day and how they relate to device use will aid FDA in making recommendations to health professionals for safer use of some types of devices.

2. Respondents will be asked not only to report deaths and serious injuries to FDA (as they are required to do under the statute), but will also be asked to voluntarily report if an event resulted in minor injury to the patient or if an event had the potential for patient harm (including “close-call”) events.

Rationale:  Both facilities and FDA wish to become more proactive in improving patient safety.  If reports are only received after someone has been seriously injured or has died as a result of a medical-device-related event, it is too late to help the injured person.  By obtaining information that a potential hazard exists before a serious consequence has occurred, FDA will be able to alert the health care community as to potential problems so that patient safety may be promoted.  User facilities will be able to view redacted “potential for harm” events that have been reported into the system in the newsletter that is provided to them.  The facilities will be able to learn from the reported events, and can take steps to avoid similar problems in their own facilities. 

3.  Has the facility discontinued use of the device due to the adverse event? (this is a yes or no response).

Rationale:  It is often difficult for FDA analysts to determine the seriousness of a product problem and the degree of follow-up required.  If the reporting facility has determined that the problem is significant enough to remove the device from service, the FDA analyst then is able to determine that the event is quite serious, and will proceed by asking the facility, the manufacturer, or both, additional questions.

4. Check all of the factors you think may have contributed to the event:

○ Inadequate systems

○ Poor device design

○ Poor device maintenance

○ Inadequate equipment

○ Unfamiliarity with device

○ Training

○ Unfamiliar environment (clinician)

○ Other: ______________________

Rationale:  The facility is often the best judge as to the cause of a problem with a medical device.  It has personnel that actually witnessed the event, and often has performed a root-cause analysis on the event.  Information gained from this question will help FDA more rapidly determine the cause of problems and develop solutions to the problems.

5.  Check all of the factors you think could prevent future occurrences of this type of event:

○ New or improved devices 

○ Additional equipment: ___________

○ Better device maintenance

○ Appropriate training

○ Other: _________________


Rationale:  Same as above.

