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1.0 Purpose
To establish a system to enable a recall of products manufactured and packaged by Columbia Cosmetics Manufacturing, Inc. (CCMI). 
2.0 Scope

CCMI is committed to providing safe, quality products to its customers. However; in the event there is a need to recall a CCMI-manufactured product, the following procedure will ensure a speedy, efficient means to return the product in question. Additionally, any risk to public safety is immediately minimized and/or product is recalled to correct the problem.
3.0 Responsibility

It is the responsibility of the Customer Service and Sales Departments to collect information (computer data, paperwork, etc.) relating to the recall, notify Quality Control of current inventory, contact the customer, arrange for product return, and distribute paperwork to Quality Control and Shipping & Receiving. 
It is the responsibility of the Shipping & Receiving Department to receive product, reconcile quantities, and distribute paperwork to Quality Control. 
It is the responsibility of Quality Control to place quarantine stickers on the recalled product and on any stock we might have of the product.

4.0 Procedure
4.1 The product recall team shall consist of:

A. Quality – QA Manager 
R&D – R&D Director 

Sales - VP of Operations  

Production – Production Supervisor 
Regulatory Affairs – QA Manager 
Public Relations - VP of Operations / Sale Representative
B. The QA Manager shall coordinate recall unless otherwise delegated to another team member.

C. Additional Contact information is available on the corporate phone list.

4.2 If the Quality Control monitoring program indicates that a product has been manufactured that is unsafe, the following product recall procedure is set into action within twelve hours of findings:

A. Information related to the product is collected, analyzed, and evaluated by Quality Control, Product Development, and/or Microbiology and reviewed with the Technical Director.

B. Depending on the nature of the recall, the following personnel will be notified:  President, Sales Management, R&D Director, Customer Service, Production Management, and Shipping/Receiving Management.

C. The following instructions are given to the appropriate personnel:

1) Customer Service tracks the quantity sold to each customer and compares this total to the amount manufactured for the lot in question. This information is given to Sales Management. If there is still inventory remaining, Quality Control is notified to quarantine the product.
2) Sales Management facilitates contacting all customers affected by the recall and arranges return shipment of product per Returned Material Authorization procedure QMS.23.
3) Shipping/Receiving Management receives the returned product. 

4) Quality Control will place a Quarantine Sign on each affected pallet located in the QA Quarantine area. An NCR report shall be initiated to investigate and disposition.
4.3 A recall assessment (Mock Recall) shall be performed at least twice per year

A. The recall assessment shall involve all team members and their back-ups.

B. The results of the recall assessment shall be documented and presented to the management team during Management Review.
5.0 Records
5.1 Quality Assurance shall maintain all recall documentation per Document Control and SOP Development QMS.6.
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