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HAZARDOUS PRODUCTS AND EQUIPMENT RECALLS

1.  PURPOSE:  This Memorandum is to establish policy and procedures for the reporting and removal of hazardous products and medical equipment. Under no circumstances will this be used for personal use. 
2.  POLICY:  It is the policy of the Network to identify, track, and remove potentially hazardous products, including medical devices, equipment, pharmaceuticals and subsistence items, that could endanger the life or safety of VA beneficiaries, visitors, or employees. 

3.  RESPONSIBILITY: 

      a. Local Pharmacy Manager receives notices directly from the National Acquisition Center and maintains all records regarding the recalls and disposition of pharmaceuticals.


b.  The local Logistics Manager A&MM Service, at each facility is responsible to maintain a file of notices and track from receipt to final disposition. All hazardous product notices including those from GSA, manufactures, and other sources, will be filed separately in chronological order.

c.
Any employee who receives a notice regarding a hazardous product or equipment item will forward the notice to the Logistics Manager at the local facility.

4.  PROCEDURES:  

a.  Key Points:



1.
The FDA (Food and Drug Administration) has the authority to ban or recall devices which present unreasonable risks or substantial harm.  When a manufacturer or the FDA recognizes that a product is potentially hazardous, action must be taken to notify all users of the product and to provide instructions for its removal or recall.  FDA recalls and field corrections are classified into three categories:



Class I - A situation in which there is a reasonable probability that the use of, or exposure to, a hazardous product will cause serious adverse health consequences or death.



Class II - A situation in which the use of, or exposure to, a hazardous product may cause temporary or medically reversible adverse health consequences, or where the probability of serious health consequences is remote.



Class III - A situation in which the use of, or exposure to, a hazardous product is not likely to cause adverse health consequences.


2.  The General Services Administration issues "Safety Alerts" on potentially hazardous products under its contracts.  Other Government agencies issue notices of hazardous products under their jurisdiction.  Manufacturers may also issue warnings or recalls on their products.


3.  The VANAC (Veterans Administration National Acquisition Center) will publish and distribute a "Monthly Recall Summary" of all FDA recalls for the previous month, and any other known recalls or other alerts that may apply to VA facilities and other Government agency customers.


4.  The VANAC will issue messages or notifications of Class I and hazardous products to all VA facilities.  These publications will be identified by the heading "This is National Acquisition Notification Recall/Hazardous Product", followed by a reference number consisting of the fiscal year, a dash, and a sequential number.



5.  Manufacturers and Vendors are also required to notify facilities to which these products were sold.


b.
Externally Identified Hazards


1.  Upon receipt of a hazardous notice, the Logistics Manager A&MM Service or designee will promptly send a copy of the notice to Bio-Med and/or Analysis sub group of the Environment of Care Workgroup, which will report findings to the EOC Workgroup at each facility.  This work group will report, if required, to the local and/or the VISN 2 Risk Management and Safety Work Group.  The original notice will be retained on file at the facility.



2.  When responses from the using organizations are received, the Logistics Manager (or designee) will initiate appropriate action, will assure medical devices and associated accessories such as catheters, tubing etc. are removed from the area and sequestered for further investigation until appropriate disposition is determined.


c.
Internally Identified Hazardous Products - A local facility plan will be written to outline procedures for internally identified hazardous products and materials.  The following elements will be included in the facility plan: 



1.  Hazardous products and material will be reported to the Safety /Risk Manager to investigate what extent the hazard may affect the safety of beneficiaries, visitors or employees. The Safety/Risk Manager will determine if a root cause analysis is needed.  When the degree of risk has been established as a SAC Safety code of 3, root cause analysis is enlisted, action to limit, restrict or remove the product from use will be immediately implemented.  The Risk Management Group is required to maintain the results of the investigation and prepare required reports for signature of the Director of the facility.



2.  Validated hazards shall be reported in accordance with VHA Directive 10-94-010. 



3.   User facilities are required to report  information that reasonably suggests a device has or may have caused, or contributed to a patient death, serious illness or injury.  Report deaths to both FDA and manufacturer.



4.  During weekends and holidays, should any medical devices be found to be imminently dangerous to the life or safety of beneficiaries or employees, they should immediately be removed from service.  In such cases, the responsible management will make a report of the circumstances involved official to the Risk Management Group upon the resumption of normal working hours.



5.  This policy involves hazardous products only when the degree of risk has been established by appropriate authority and action has been taken to limit, restrict or remove the product from use.

5.  REFERENCES:  VA Handbook 7125, Part 7
                               VHA Directive 10-94-010, dated November 7, 1994 
                               Safe Medical Device Act Public Law 101-629 dated November 28, 1990 and 


                   102-300, dated June 16,1992

6.  RECISSIONS:  Network Memorandum 10N2-45-00 dated October 6, 2000.

7.  FOLLOW-UP RESPONSIBILITY:  Network Manager, A&MM.  Author:  Jill Coughlin, (716) 862-7952

8.  AUTOMATIC RECISSION DATE:  July 21, 2006.
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