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Policy:  The Service Unit shall comply with the Safe Medical Device Act (SMDA) of 1990.

Purpose:  This policy is a supplement to the IHS Safe Medical Device Act Reporting Policy dated 12 February 1993.

Definitions:  

Medical Device:  An instrument, apparatus, contrivance, implant, in vitro reagent, or other similar or related article, including any component, part, or accessory.

MDR:  (Medical Device Reporting Reportable Event):  The event for which a person required to report under the SMDA has received or become aware of information that reasonably suggests that a device has or may have caused or contributed to a death, serious illness, serious injury or other significant adverse experience.

Serious Illness or Serious Injury:  An injury or illness that is life threatening, results in permanent impairment of a body function or permanent damage to a body structure, or necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure.

Contact Person:  The Service Unit Safety Officer.  In the absence of the Safety Officer the Service Unit CQI/Risk Manager will be the Contact Person.

Procedures:

1.
Any medical personnel or other employee of The Service Unit who discovers, witnesses, or is made aware of a potential MDR event shall immediately notify the attending physician, his/her supervisor, and the Contact Person of the facility.

2.
Whenever possible the medical personnel reporting the incident shall secure the device and it's packaging, if any.

3.
Within 24 hours of the suspected MDR event, the employee who reported the incident shall complete an IHS 123 Incident Report and forward copies of the report to the Clinical Director and Contact Person.

4.
The incident shall be investigated in accordance with Section 6.B. of the IHS SMDA Policy.

5.
At the conclusion of the investigation if it is determined that a device was a contributing factor in the death of, serious injury to, or illness of a patient, the Contact Person shall file the required information with the FDA and/or manufacturer by use of FDA Form 3500A.

6.
The results of the investigation shall be reviewed by the Risk Management Committee, which shall adopt recommendations for corrective action.

7.
The Contact Person shall keep records concerning MDR events.  The records shall be maintained for 2 years after date of submission of a report.

8.
The Contact Person shall submit semi-annual reports to FDA.  If no incidents occur, semi-annual reports are not required.

9.
The Contact Person in conjunction with the Safety Committee shall be responsible for the trends analysis of medical device incidents, in accordance with JCAHO requirements.  The analysis shall be shared with the governing body, CEO, directors of all departments/services, and those responsible for other monitoring activities, including Risk Management and QI.

10.
The SMDA shall be discussed at all new employee orientations and annual safety training classes.  Discussions shall focus on employee obligations, including how to identify and report events that may be subject to user facility reporting.

11.
Copies of the IHS SMDA Policy shall be provided to all patient care departments/services, and shall be maintained in the department/service safety manual.

12.
Medical device events or product problems that are perceived as problems, but do not meet the reporting requirements of SMDA, may be reported to FDA by use of Form 3500 (Voluntary Reporting).  Employees are urged to report problems such as defective devices, inaccurate or unreadable labeling, packaging or product mix-up, contamination or stability problems, and particulate matter in injectable products.  Contact the Safety Officer for copies of the 3500 form.
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