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POLICY

<<Facility Name>> wants to ensure the safest possible daily operation and functions of the facility with quality products and equipment so as to avoid death, injury, or illness due to the failure, poor design, or lack of quality in a product or equipment.  This policy will help to assure that a process exists to address these matters.
PURPOSE

When a product or equipment is identified by the manufacturer, or through other sources, as defective or recalled, the stated procedures will be followed.  This includes all consumer products including, but not limited to food and medical equipment recalls.
PROCEDURE

1. The <<Director of Material Management or Safety Officer>> receives notices or recalls of any defective products or equipment. Any other departments that receive notice or recalls will forward them to the <<Department>>.
2. The <<Title>> will identify all probable users in collaboration with the Purchasing Department and Inventory Control to determine if appropriate follow-up action is required. (Refer to Attachment I: Product Recall Tracking Report)
3. Should the recall classification require immediate action, the <<Director of Materials Management>> shall notify all identified users of said alert or recall via hard copy memorandum with a copy of the alert or recall notice attached, followed-up by duplicate memo via e-mail distribution. (Refer to Attachment II: Notice of Product Recall)
NOTE: Recall classifications are determined by the agency reporting the recall such as but not limited to, ECRI, FDA and FSI, these classifications are generally: Class 1, Class 2, and Class 3.  Each agency’s definition of the aforementioned recall classification may vary.  Therefore, the above immediate actions in this step could involve multiple recall classifications depending on the agency and its definition of Class.

4. If the recall classification does not require immediate action, the <<Director of Materials Management or Safety Officer>> shall notify all identified users of said alert or recall with a hard copy memorandum with a copy of the alert or recall notice attached.
5. Upon receipt of these notices users are to determine whether they have or do not have any of the defective items.  This should be considered a priority and the form signed and returned to <<Director of Materials Management or Safety Officer>> within <<i.e., two business days, three business days>> upon receipt of the alert notice.  If it is determined that the product does exist in the department or in the inventory, it shall be immediately removed from the department and department stock and the <<Director of Materials Management or Safety Officer>> shall be notified immediately.  The form should still be filled out and returned, as required.
6. The <<Director of Materials Management>> shall ensure a prompt inspection of those respondents’ equipment to verify as a recalled item and remove said products from service to route through the <<Purchasing Department>> for appropriate follow-up processing.
7. Other hospital personnel that receive independent notice of recalled, defective products and/or equipment shall notify the <<Director of Materials Management>> immediately so that process can begin at the appropriate step in this procedure section.
8. Several departments such as Biomedical Engineering, Pharmacy, Safety, and Food Services oftentimes are the “bulk” departments that have or are responsible for many of the products that may be subject to recall in the facility.  They may rely partially on their strong relationship with vendors to inform them of a recall, but they may also have responsibility for actively seeking recalls.  Some departments may subscribe to one or more agencies that report recalls, such as, but not limited to ECRI, CPSC, FDA and FSIS.  These recalls are sometimes received in a paper form, email subscription, or the user may need to visit the website to determine if any new recalls are listed. If it is determined that there is a potential for a product to be in the facility, these departments are responsible in notifying <<Director of Materials Management or Safety Officer>>.
9. The <<Director of Materials Management or representative>> shall periodically report any defective products or equipment that are located in the hospital to the Environment of Care® (EOC) Committee and provide a brief summary of any patterns or trends as well as those corrective measures taken or deemed necessary for the future.
10. The <<Director of Materials Management>> shall maintain a file of all defective products or equipment notices received and documentation for all corrective actions taken.
Attachments
Attachment I- Product Recall Tracking Report (SS-EC.02.01.01EP11 b)

Attachment II- Notice of Product Recall (SS-EC.02.01.01EP11 c)
SS-EC.02.01.01EP11 a Policy on Product Recalls
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