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 Purpose:  
To effectively manage and enable the withdrawal and recall of products
Scope:
Applies to Rajbhog Foods
Responsibility: 

Management
Procedure:
Rajbhog Foods is dedicated to manufacturing the highest quality products possible. We take care to insure that only our best leaves the premises.  In the event that a product does get shipped out which is of questionable quality or safety, the recall program, as outlined in this manual, will be put into action.

Product recall is indicated when a product we manufacture could represent a hazard to the consumer.  Our recall program will effectively remove that product from circulation. All products manufactured at Rajbhog Foods have production dates, best before dates, and/or lot codes attached to them.  All products that are shipped out have the production codes noted on the packing slips.  In the event of a problem with any product, we will contact all our customers who received the product by phone and by fax and have the product returned. We will insure that 98 - 100% of the product in question is returned or accounted for, either at the distributor level or at the end user level. In the case of a serious health hazard, we will issue a public warning via the news media, either on a local or regional basis to insure the public safety.  Where necessary, we will involve the Food Safety and Inspection Service for assistance and notify our BRC certification body and GFCO certify body.
Aim:

The main objectives of this recall plan are:

1- Stop the distribution and sale of the affected product.

2- Effectively notify Rajbhog Foods Management, customers and regulatory authority of the recall.

3- Efficiently remove the affected product from the marketplace.

4-  Remove the affected product from the warehouse and/or distribution areas.

5- Dispose of the affected product.

6- Conduct a root cause analysis and report the effectiveness and outcome of the recall.

7- Implement a corrective action plan to prevent another recall.

8- Upon completion of the recall Our Company management will conduct a post recall meeting to evaluate the recall.

A food recall is conducted to protect public health and safety. A food withdrawal is generally undertaken for quality purposes or as a precautionary measure before an official recall.  This program outlines the process for both a recall and a withdrawal. This is solely to be used for Rajbhog Foods as it is tailored to the business’ distinctive needs.

Recall Terms and Definition:

Product recall is initiated when the food product may represent a health hazard to the consumer.  The procedures implemented should effectively remove the product from circulation to prevent its consumption. In certain instances, the regulatory authority (FSIS) may initiate a product recall, or take appropriate corrective action when Rajbhog Foods Source’s recalling performance is judged inadequate. In addition the FSIS may take enforcement actions either during or following the recall. In some instances, Rajbhog Foods may be uncertain as to whether a recall is needed or not.  In such a case, Rajbhog Foods should follow the notification procedure and request advice in dealing with the problem. It must be stressed that if a firm is uncertain as to what to do it should seek expert advice rather than take no action.

In all cases when a recall is initiated, the FSIS must be given a formal notification.  FSIS monitors the effectiveness of the firm's recall actions and provides advice and direction.

Recall Classification:

When a product needs to be removed from the market it must be determined what classification it must receive.  Recall classifications usually involve the presence of bacteria and/or a substance which may cause a potential allergic reaction.  It is important to remember that the word “Recall” has special legal significance, insurance and liability matters.  It should be carefully used and only in situations where there has been possible violation of a Federal Statute or Regulation.  Any conclusion must be supported as completely as possible by scientific documentation and/or statements that the conclusion is the opinion of the individual(s) making the health hazard determination.

A Health Hazard Evaluation and Recall Classification should be done to determine the procedures to take.  The following points must be considered:

i. Whether or not any disease or injuries have already occurred from the use of the product.

ii. Assessment of hazard to various segments of the population, e.g., children, surgical patients etc., who are expected to be exposed to the product being considered, with particular attention paid to the hazard to those individuals who may be at greatest risk.

iii. Assessment of the degree of seriousness of the health hazard to which the population at risk would be exposed.

iv. Assessment of the likelihood of occurrence of hazard.

Where the problem is of a health and safety concern, you must consult with the FSIS to ensure that your action/decision is correct.

The FSIS determines the percentage of any undeclared allergen in a particular food product before determining the class of the recall.  The degree of decomposition and mold-contamination affecting a food product may affect the recall classification as well. 

Types of Classifications:
Class 1:  When there is an emergency situation involving removal from the market of products in which the consequences of use or exposure to the product are life threatening or involve a serious adverse health consequence.

Class 2:  When there is a situation in which the use of, or exposure to, a violative product may cause temporary adverse health consequences or where the probability of serious adverse health consequence is remote. Eg., Pathogenic bacterial population, exclusive of C. botulinum, adequate to cause food poisoning.

Class 3:  When there is a situation in which the use of, or exposure to, the product is not likely to cause adverse health consequences. Example: labeling violations.

Mock recall:
1- The mock recall exercise demonstrates that the traceability system works.

2- It highlights any gaps and where the system requires improvement.

3- It also demonstrates how quickly the required information can be collated.

4- It is used as a training exercise for personnel to ensure that clear roles and responsibilities are undertaken in the event of a real withdrawal or recall situation.

Product Withdrawal:

A Product Withdrawal occurs when the company removes product from the market place and does not violate regulatory standards administered by regulatory authority.

The Recall Process:

1st Stage - Investigation of Complaint 

Once Our Company has been notified of the recall or customer complaint, it is necessary to start documentation and detailed product tracking.  The record keeping of the incidents will keep things organized and demonstrate due diligence (in a court of law).  This will result in a simpler and quicker recall or tracking procedure. It also reduces the short term and long term costs of the recall or complaint. 
The investigation of the customer complaint is the first step of the recall procedure.
9- Gather information from the customer about the nature of the product complaint.

10- Assemble the personnel needed to conduct a product complaint investigation.

11- Conduct a thorough investigation into the problem with the affected product.

12- Determine the nature and potential causes of the problem.

13- Determine any other product(s) that may potentially be affected.

14- Complete the complaint form with all information. 

15- Determine, from the criteria below, whether:

a. Product Recall: Food Safety or Health Risk due to physical, chemical, biological or immunological. Proceed to Recall Classification SOP.

b. Product Withdrawal: a quality related issue with the affected product(s). 

c. No Corrective Actions: an isolated incident with the affected product(s).

16- Based on the above results, proceed to 2nd stage for the tracking of Finished Product, Work-In-Progress, Ingredient, or Packaging Material. 
2nd Stage – The Traceability—Inventory system
All the following shall be able to be traced
1. Finished Product



2. Work-In-Progress Product

3. Ingredient

 

4. Packaging Material (i.e. food contact only)



3rd Stage A - Product Recall

1. Assemble the Recall Team.

2. Gather all information collected in the tracking process.

3. Detain and segregate all products to be recalled which are in our control.  Place a QA Rejection/Hold product sheet sign.

4. Fax the Notification of Recall to the affected customers.
5. Notify the FDA, USDA within 24 hrs and BRC certification body (within three days) as appropriate, relating the situation and outlining the recall strategy and any other food safety incidents and regulatory enforcement notices.
6. Customer notification of a recall shall be created and disseminated by the corporate communications and legal departments.   
7. Fax FSIS (only for Recall) the Recall Log. Notify the FSIS (800) 772-7033 within 24 hours of confirmed health and safety issue.

8. Ensure the following information:

i. Name and Product Code of the withdraw/recalled product(s).

ii. Production date(s) of the withdraw/recalled product(s).

iii. Reasons for the product withdraw/recall.

iv. Quantity of withdraw/recalled product(s) distributed.

v. Quantity of withdraw/recalled product(s) in inventory

vi. Area(s) of distribution and customers affected 

9. Coordinate and monitor the recovery of all affected product(s).

10. Conduct reconciliation on the total quantity of recalled product and affected product in inventory against the total quantity produced.

11. Randomly remove and submit samples of recalled product(s) to FSIS and independent laboratory for testing.

12. Collect testing results and discuss the results/corrective action with the FSIS.

3rd Stage B - Product Withdrawal

When it is determined to be a product withdrawal follow the following steps:

1. Assemble the Recall Team.

2. Gather all information collected in the tracking process.

3. Detain and segregate all products to be recalled which are in our control. Place a HOLD sign.

4. Fax the Notification of Withdrawal to the affected customers. Request that all products recovered be destroyed or sent to Our Company.

5. Coordinate and monitor the recovery of all affected product(s).

6. Conduct reconciliation on the total quantity of withdrawn product in inventory against the total quantity produced.

7. Collect testing results and discuss the results/corrective action with the Recall Management Team.

Recalled Product Disposition:

1- The disposition of the recalled product shall be decided by upper management, and be documented.

2- All non-conforming products shall be destroyed, no rework.

3- The date and time of the disposition shall be documented.

4- In order to prevent accidental release, only QA has the authority to un-tag any held products.

Notification of Out-of-Specification Product and Recalls Related to Gluten (GFCO certified products)
Rajbhog Foods must notify GFCO at gfco.alerts@gluten.org immediately in the event of a confirmed positive gluten result (>10 ppm) in finished Product. This allows GFCO to assist with the corrective action investigation, and to determine if there are any circumstances (such as testing failures) that might allow the Product to be released.
The general process for following up on a positive is as follows:

1. When a manufacturer obtains a result >10 ppm in a certified finished product, they

should perform a second test.

2. If the result of that second test is also >10 ppm they should contact GFCO and

quarantine/hold the product. The plant should then send out 6 additional samples to a 3rd party ISO 17025 accredited laboratory for quantitative testing using a GFCO approved method. These samples should be taken as 6 separate samples or intact packages, randomly spread throughout the lot.

3. If the second test is negative, the facility should perform 5 additional tests on

different product packages (the plant can use its own in-house method for this

testing). If the results of all of these are negative, the facility should document the

testing and investigate possible reasons for the initial positive result, and the

product can be released with the GFCO logo. But if any are positive, the plant

should send 6 samples out to a lab as described above under point 2.

4. Once the test results are back from the lab, GFCO will work with the manufacturer

to make a product release decision:

a. If all of the 3rd party lab results are > 10 ppm, the manufacturer will need to

recall all packages of that product lot that may have been released to

distributors and retail locations. The lot cannot be released or sold with the

GFCO logo.

b. If the results from the additional tests are above and below 10 ppm, then

we will determine the mean plus the laboratory’s measurement uncertainty

(or 2x the standard deviation, whichever is greater). If that value is less than

10 ppm the manufacturer can release the lot, but if that value is > 10 ppm

the manufacturer will need to recall all packages of that product lot that may

have been released to distributors and retail locations. The lot cannot be

released or sold with the GFCO logo.

c. If all of the 3rd party lab results are below 10 ppm, GFCO will review the

method used to obtain the initial > 10 ppm results and make a determination

regarding product release.
GFCO must also be notified, at gfco.alerts@gluten.org, before or as part of any

withdrawal or recall of certified Product.

Recall Team:
The Rajbhog Foods management recall team is responsible for coordinating all aspects of the product recall.  All members must ensure that all procedures are carried out effectively and efficiently.  The Recall Management Team list shall be updated whenever there is a change to ensure all names, contact phone numbers and responsibilities of team members and alternates are correct.
Recall Management Team

	NAME
	AFTER HOURS PHONE
	RESPONSIBILITIES DURING RECALL

	Senior VP:
Sanjiv Mody


	917 741 0099
	· Decision Making

· Media Communication

· Contacting Accounts

· FSIS,/ Health Departments Contact

· Obtaining Legal Counsel

	VP:

Sachin Mody
	917 566 7959

	· Quality Assurance / Technical Advisory

· Complaint Investigation

· Customer Communication


	QA Manager:
Shaik Mohamed
	201 668 9317
	· Food safety and quality

	Production Manager:

Jagadeeswaran T.
	201 496 4641
	· Product management & Inventory control

	Packaging Manager:

Purnima Patel
	201 747 2225
	· 

	Office Manager

Ranjit Kaur
	718 538 4786
	· Personnel Management  & Employee Communication

	Consultant
	914 407 4917
	· Advisor 


 Regulations, Emergency contacts-Customer is attached:
BRC Certification Body:

Theresa Gibbs
641 209 4588
Chris Freebury
641-209 4549
USDA— Recall Management Division
Lisa Volk, Director 
(202) 690-1975
Fax: (202) 690-6388
FDA— 1-888-723-3366
301-796-5390

866-300-4374 (EMRG)

301-796-8240 (EMRG)

Fax: 301-827-9221

State Office of Emergency Management
1220 Washington Avenue
Suite 101, Building 22
Albany, NY 12226-2251New York State Watch Center - Staffed 24 Hrs
(518) 292-2200
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