


Product Recall Policy
[INSERT COMPANY NAME]




Introduction
[INSERT COMPANY NAME] is dedicated to manufacturing the highest quality [INSERT WHAT TYPE OF PRODUCT YOU MANUFACTURE] possible. We take great care to ensure that each product undergoes a rigorous inspection process before being approved for distribution. However, if a product of questionable quality were to evade detection during the inspection process, our recall policy will be put into effect.
Product recall is necessary when a product that we have manufactured and distributed has the potential to be hazardous to the consumer. Our recall programme will effectively remove all products that have been identified as being potentially hazardous from circulation.

All products that are manufactured by [INSERT COMPANY NAME] have production dates, ‘best before’ dates or lot codes attached to them. We annotate production codes on the packing slips for all products that we approve for distribution. In the event of a problem with any product, we will contact customers or end users that have received the product by phone, fax or email, to provide guidance on how to properly handle and return the affected product. [NOTE: This section may differ depending on your company’s process for labelling and tracking your products. If there are differences, outline them in the above section and remove any unnecessary items.] 
[INSERT COMPANY NAME] will make sure that each identified questionable product is returned or accounted for (either on a local or regional basis) to ensure the safety of the public.
Public warnings will be issued for questionable products that present serious health hazards. The warning will be issued through the media (either on a local or regional basis) to ensure the safety of the public. If necessary, we will also involve any applicable government agencies for assistance.
Legal Responsibility
Under the Sale of Goods Act 1979, all products that [INSERT COMPANY NAME] manufactures must meet the following criteria:
· Be ‘fit for purpose’;
· Be of satisfactory quality; and
· Fit its description.
By meeting the standards set by this criteria, we ensure that our products fulfil the purpose that the costumer has been led to expect as well as the reasons that led them to purchase it.
Aim
The main objectives of the recall policy are to:
1. Stop the distribution and sale of questionable products;
2. Effectively notify management, customers or end users, and applicable government agencies of the recall;
3. Efficiently remove questionable products from the marketplace;
4. Remove questionable products from the warehouse and distribution areas;
5. Effectively and safely dispose of questionable products;
6. Conduct an investigation to determine the cause of the product defect or contamination;
7. Conduct a review of the recall process and analyse the efficiency of each step in the process; and
8. Implement a corrective action plan to prevent future recalls.

Recall Classification

Hazardous products are classified into three categories. 
	Class 1
	
	Class 2
	
	Class 3

	The product presents a life-threatening or serious risk to health.
	
	The product may cause mistreatment or harm, but is not life-threatening or serious.
	
	The product is unlikely to cause harm and the recall is carried out for other reasons—such as non-compliance with the marketing authorisation or specification.


The specific classification for a recalled product depends on:

· Whether the product has contributed to the contraction or exacerbation of a disease;
· Whether the normal, regular use of the product has caused or further developed injuries;
· The seriousness of the potential hazards associated with the product;
· Who is most affected by the potential hazards (adults, children, individuals with certain pre-existing health conditions);
· Whether the potential hazard is likely to occur.
Product Withdrawal

A product withdrawal occurs in the event that we stop selling a product (‘withdrawn’ from sale) as opposed to a product recall, which occurs in the event that customers are alerted to return or destroy a product (‘recalled’ from customers).
Recall Team
To effectively manage a product recall, we at [INSERT COMPANY NAME] have established a Product Recall Team. Individuals belonging to this team are listed on the Recall Management Team Form (see Appendix A). It is the responsibility of the team to coordinate all aspects of the product recall process. All members must ensure that procedures are carried out efficiently and effectively. Before officially joining the team, each member must receive appropriate training in order to gain a thorough understanding of their responsibilities.

In the event of a product recall, the Product Recall Team must follow the steps outlined in the crisis management recall flow diagram (see Appendix B).

The Recall Process

First Stage: Complaint Investigation
Once [INSERT COMPANY NAME] has been notified of a recall or customer complaint, it is necessary to start documentation and detailed product-tracking. Good record-keeping is important in order to ensure that all documentation and information related to the incident are well-organised and to demonstrate compliance.

Well-organised incident documentation and information simplify the recall and tracking processes, reduce response time and may decrease the short- and long-term costs of the recall or complaint.

The complaint investigation involves seven steps:

1. Gathering information from the customer or end user about the nature of the product complaint;
2. Contacting the Product Recall Team and any additional personnel needed to conduct the investigation;
3. Conducting a thorough investigation of the problem associated with the product;
4. Determining the nature and potential causes of the problem associated with the product;
5. Determining whether additional products may also be affected;
6. Producing an in-depth report (including all relevant complaint and investigation data);
7. Determining whether to:

a. Initiate a product recall (usually if there is a hazard to safety due to physical, chemical, biological or immunological factors);
b. Implement a product withdrawal (if there is an issue related to the quality of the product); or
c. Take no corrective action (if the complaint was an isolated incident and is not reflective of a more extensive, serious problem).

Second Stage: Tracking of Product  
Tracking Procedures
A. Finished product: This refers to any products that have been partially or completely distributed:
1. Assemble the Product Recall Team and any additional personnel needed to track all distributed finished products;
2. Identify all actually and potentially affected products. Record all applicable identification numbers and production dates for each product;
3. Determine how many affected products were produced;
4. Determine how many affected products were distributed;
5. Determine which customers or end users received the affected products; and
6.  Determine the quantity of affected products that are still in inventory.
B. Work-in-progress: This refers to any products that have not yet been distributed:
1. Assemble the Product Recall Team and any additional personnel needed to track all work-in-progress products;
2. Identify all actually and potentially affected products. Record all applicable identification numbers and production dates for each product;
3. Determine how many affected products were produced; and
4. Locate all affected products.
C. Ingredient or component: This refers to any ingredient or component of a product that may be affected:
1. Assemble the Product Recall Team and any additional personnel needed to track all affected ingredients or components;
2. Identify all actually and potentially affected ingredients or components. Record all applicable identification numbers and production dates for each ingredient or component;
3. Determine the quantity of affected ingredients or components and the date that they were delivered;
4. Determine how many products may have been produced with the affected ingredient or component;
5. Determine how many products produced with the affected ingredient or component were distributed;
6. Determine which customers or end users received a product produced with the affected ingredient or component; and
7. Determine how many products produced with the affected ingredient or component are still in inventory.
D. Packaging material: This refers to any packaging material that may cause a product to become hazardous:
1. Assemble the Product Recall Team and any additional personnel needed to inspect packaging material;
2. Identify the affected packing material as well as those that may be affected. Record all applicable identification numbers and receiving dates;
3. Determine the quantity of the affected packaging material and the date that it was delivered;
4. Determine how long affected packaging materials have been in use;
5. Determine how many products have been packaged in affected packaging materials;
6. Determine how many products packaged in the affected packaging materials were distributed;
7. Determine which customers or end users received a product packaged in the affected packaging material; and
8. Determine how many products that were packaged in the affected packaging material are still in inventory.

Third Stage A: Product Recall

1. Assemble the Product Recall Team and any additional personnel needed to conduct the product recall;
2. Gather all the information collected during the tracking process;
3. Detain and segregate all affected products that have not been distributed or that are stored in inventory;
4. Contact all customers or end users who have received an affected product with guidance on how to properly handle and return it;
5. Contact the applicable government agency to inform it of the health and safety issue;
6. Verify the information that was collected during the tracking process;
7. Organise and monitor the recovery of all affected products;
8. Submit a sample of the affected product to the applicable government organisation; and
9. Review the test results from the sample and discuss potential corrective actions.

Third Stage B: Product Withdrawal

1. Assemble the Product Recall Team and any additional personnel needed to complete the process;
2. Gather all the information collected during the tracking process;
3. Detain and segregate all affected products that have not been distributed or that are stored in inventory;
4. Contact all customers or end users who have received an affected product with guidance on how to properly handle and return it;
5. Organise and monitor the recovery of all affected products;
6. Submit a sample of the affected product to the applicable government organisation; and
7. Review the test results from the sample and discuss potential corrective actions.

 Appendix A: Recall Management Team

	NAME
	TEAM POSITION
	CONTACT INFORMATION
	RESPONSIBILITIES

	
	Chief Executive Officer 
	
	· Make decisions
· Communication to media
· Contact accounts

· Contact applicable government agencies

· Obtain competent legal advice or legal opinion

	
	Quality Assurance Manager
	
	· Quality assurance and technical advisory

· Investigate complaints
· Contact applicable government agencies

	
	Assistant
	
	

	
	Assistant
	
	

	
	Assistant 
	
	

	
	
	
	

	
	
	
	


[Note: Your company may have additional or different positions and responsibilities.]












Appendix B: Product Recall Chart (A)






Appendix B: Product Recall Chart (B)









Appendix C: Corrective Action Procedure Checklist

	Prepare for a Product Recall
	YES
	NO
	COMMENTS

	Have you established a product recall policy and a corresponding procedure? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you discussed your policy with your trade partners?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you set up a Product Recall Team?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you have a process in place to monitor information about the safety of your products?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you keep well-organised records on products?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you keep well-organised records on components or ingredients?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you keep well-organised records on packaging materials?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you keep well-organised records on customers and end users?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you have a process to assemble relevant documents about your products’ design and safety?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do you have a process in place to easily update contact information for the Product Recall Team? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Risk Assessment
	   YES
	   NO
	COMMENTS

	Have you identified the affected product’s hazard? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you identified the cause of the affected product’s hazard?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you estimated how many products are affected?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you identified how many customers or end users have received the affected product?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you determined the severity of illness or injury that could result from the affected product?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you assessed the likelihood of an injury or illness occurring as a result of the affected product?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you evaluated the acceptability of the overall risks associated with the affected product?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Product Recall Procedure
	YES
	NO
	COMMENTS

	Have you determined whether the affected products are due to the packaging material? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you determined whether the affected products are due to an ingredient or component?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you determined whether the affected products are due to a production process?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you determined whether any of the affected products have been distributed to customers and end users?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you decided what corrective actions need to be carried out?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you contacted distributors to inform them of the affected product?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you informed the applicable government agencies of the affected product?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you traced and located all the affected products that were distributed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you set up a communications programme for customers or end users who have received the affected products?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you drafted a clear and simple corrective action message to be delivered to customers or end users who have received the affected products? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you decided how you will deliver or communicate the message to customers or end users who have received the affected products?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you effectively dealt with customers or end users who have received the affected products? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you carried out your product recall plan?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you dealt with the products that have been returned?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you monitored the response to the product recall plan?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you determined if further action is needed?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	Review the recall procedure 
	YES
	NO
	COMMENTS

	Have you reviewed the applicable design standards and improved all relevant production processes to avoid future incidents? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you assessed the success of your recall procedure?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you revised your recall procedure?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Have you sent comments and thanks to key participants in the recall process?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


Location: [INSERT LOCATION]


Effective Date: [INSERT DATE]


Revision Number: [INSERT #]








Initial product concern is raised.





Yes





No





No corrective action is necessary as the complaint is most likely an isolated event.





Manage the product recall.





Initiate the product recall.





Determine how hazardous the affected product is and assign a recall classification.





Has the hazard been identified?





Evaluate the potential hazards.





Assemble the Product Recall Team.





Yes





No





Manage the product recall.





Review the recall plan to identify any gaps or challenges that are slowing down the process.





Has the recall been completed?





Investigate the cause(s) of the product becoming affected.





Apply the corrective actions to the production process(es).





Review the cause(s) of the product becoming affected and the success of the recall. Then, make adjustments to the affected production process(es) and the recall process.








Prepared by RS Risk Solutions Ltd

This SAMPLE policy is of general interest and is not intended to apply to specific circumstances. It does not purport to be a comprehensive analysis of all matters relevant to its subject matter. The content should not, therefore, be regarded as constituting legal advice and not be relied upon as such. In relation to any particular problem which they may have, readers are advised to seek specific advice. Further, the law may have changed since first publication and the reader is cautioned accordingly. © 2016 Zywave, Inc. All rights reserved.
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