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Policy
AbleNet handles all device/equipment recalls or discontinuations for safety purposes in accordance with the instructions of the recall or discontinuation notice. AbleNet removes recalled products from distribution within designated timeframes, and follows AbleNet guidelines in determining whether to discard or return recalled products. AbleNet’s inventory is examined for recalled products. Customers are informed of the product recall and, when appropriate, are instructed on how to return or safely dispose of the products. Disposition of recalled inventory is handled according to identified requirements. In the event that a replacement item is available and appropriate, the organization makes a reasonable attempt to replace the item.

Procedure
Following are procedures for handling a product recall:
· After receiving notification of a recall or a defective device, AbleNet confirms the action by verifying the information
· The company identifies all products and quantities of products implicated in the recall. A distribution list is prepared as part of the identification process. The distribution list should at minimum identify: 
· Account name (consignees) that received the recalled product(s) 
· Account addresses 
· Contact names 
· Contact telephone numbers 
· Type of account (e.g., manufacturer, distributor, retailer) 

· Additional information relating to product information may include: 
· Amount of product received/shipped 
· Product ship date(s) 
· Amount of product returned 
· Amount of product consumed 
· Staff members are informed immediately of equipment recalls and any potential or identified hazards and/or defects.
· Inventory and rental records are reviewed to determine the location of recalled items and customers impacted or involved.
· It is determined whether there is adequate inventory in stock for equipment exchanges, or whether there is substitute equipment available.
· Notifications are done in a timely manner and include the product distribution chain, and consumers when necessary. Recall notices are typically used to notify regulatory agencies and those businesses in the distribution chain. Press releases are generally oriented to consumers, but may be used to notify any affected party. 
Subsequent to the initial notification, the regulatory authority should be updated throughout the recall process. 
· Distributor contacts will be notified by appropriate means (telephone, fax, email, letter, etc.). It is recommended that a written recall notice be provided to all consignees. The Recall Notice must include all relevant recall information.
· Confirm receipt of the Notice of Recall with all accounts. A record of all account communications should be maintained. 
· Consumers should be notified by the most effective method available.
· The customer or caregiver is contacted by telephone to arrange for exchange of product. If the customer cannot be reached by phone, other notification methods may be used (e.g., contacting a friend or relative, or sending a certified e-mail or letter).
· The primary physician is contacted for any client/patient affected by the recall and the situation is explained (as applicable).
· If needed, a new or revised order from the physician is obtained.
· The item is removed from service. Equipment is identified appropriately as “recalled” before transporting.
· Staff ensures that recalled products are placed in a secure area so they are not inadvertently placed into circulation again (e.g., tag products as recalled).
· Products that are still in the recalling firm’s control (e.g. inventory located onsite, in transit, in off-site storage, and in offsite distribution) should be detained, and segregated. 
All quantities and identification codes shall be documented to assist in the reconciliation of product amounts.
· Staff follows the recommended steps, and documents the steps on the product recall form along with the date and the signature of the person completing the form.
· A copy of the product recall information is electronically filed and available to identified staff to review..
· Any necessary credits are processed in accordance with AbleNet recommendations.
· All shipping records are retained for recalled products.

The above recall procedure outlines the activities that AbleNet will take to manage the recall of our product(s) which has/have been determined to be unsafe and/or subject to regulatory action. 

Recall Committee 
AbleNet has a Product Recall Committee composed of the various staff that may be impacted by the processes of a product recall. The following functions should be represented on the committee (an individual may be responsible for more than one function): 

· Management (Administration) 
· Recall Coordinator 
· Accounting 
· Consumer Affairs/Public Relations 
· Customer Service 
· Distribution and Supply 
· Information Technology 
· Legal Counsel 
· Marketing 
· Operations 
· Production 
· Purchasing 
· Quality Assurance 
· Sales 
· Maintenance 
· Records Management 
· Regulatory Affairs 
· Sanitation 

Note: Outside resources may need to be obtained for some of the functions

Assignment of Roles and Responsibilities 
The roles and responsibilities of every individual on the Recall Committee are clearly defined in the recall plan. Oversight of the following recall elements is assigned to a member of the Recall team. Note that individuals may be responsible for more than one recall element. 

Recall Coordinator 
The Recall Coordinator has been given authority by the management of AbleNet to execute the activities of the recall. Responsibilities of the Recall Coordinator include, but are not limited to: 
· Assure the documentation of all recall decisions and actions in a master recall file. 
· Initiate the formation of the recall committee. 
· Activate various components within the company for priority assistance. 
· Manage and coordinate the implementation of the company's product recall procedures. 
· Keep management informed at all stages of the recall. 

Responsibilities 
Individual recall activities should be assigned prior to a recall event to avoid confusion during a recall. Assignment of the recall responsibilities are found in Appendix A. 

Control of Recalled Product 
When AbleNet, chooses to retain recalled product, control must be regained to prevent reentry of the product into commerce. 
· All affected product returned will be clearly marked, not for sale or distribution, and stored in an area that is separated from any other products.
· All quantities and identification codes shall be documented to assist in the reconciliation of product amounts. 

Product Disposition 
The final disposition of the recovered product must be determined and approved by AbleNet’s Executive team. Options include: 
· Destruction - Products determined to be unsafe for usage and needs to be destroyed and disposed by appropriate means. 
· Recondition – Products may be reworked to remove the safety risk. 

All quantities, identification codes, and disposition shall be documented. 

Recall Effectiveness 
AbleNet is responsible for determining whether the recall is effective. Recall Effectiveness Checks verify that all consignees have been notified and have taken the appropriate action. Steps include: 
· Verifying that all consignees have received the notification. 
· Verifying that consignees have taken appropriate action. 
· If the response from our consignees is less than 100%, then the recall should be deemed ineffective and the recall strategy should be reassessed. Certain circumstances (e.g. amount of product actually returned vs. expected, potential for consumption, shelf-life, etc.) may also require a reassessment of the recall strategy. 

All verifications shall be documented on the product recall equipment form.
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