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Policy:  When a product/equipment is identified by the manufacturer in the FDA Enforcement Report or through other sources as defective/ recalled, the stated recommendations will be followed.

Purpose:  To assure the safest operating functions or quality of product/equipment so as to avoid death, injury or illness due to that product/equipment.

Procedures:

1.
Whenever the Safety Officer receives notice of any defective products/equipment he will identify all probable users and forward that/those notice(s) to those users.

2.
Users receiving those notices are to assess whether they have any of the defective items.  If they have the products/ equipment they are to notify the Safety Officer immediately.

3.
The Safety Officer shall ensure that defective products/ equipment are routed through the Biomedical Engineering Program and/or General Services for processing.

4.
Other hospital personnel that receive notice of defective products/equipment shall notify the Safety Officer immediately.  Procedures 1, 2 and 3 will be followed.

5.
The Safety Officer shall report any defective products/ equipment that are located in the hospital to the Safety Committee.

6.
The Safety Officer shall maintain a file of defective product/ equipment notices.
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