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1.0	Purpose and Scope
This procedure describes the necessary steps to conduct a recall or product withdrawal from the market.   This procedure applies to all products shipped from PM-International Logistic Center to its clients that need to be recalled.  


2.0	Definitions:
Batch/Lot – a specific quantity of a product or other material that is intended to have uniform character and quality, within specified limits, and is produced according to a single manufacturing order during the same cycle of manufacture.

Raw Material – any material used in producing finished product, including, but not limited to primary food packaging aluminum/poly composite sachets, bulk product pre-mixes, secondary packaging cartons and shipping boxes.

Finished Product – product appropriately packaged for sale to consumers with proper labelling requirements including nutrition details, product lot number, and expiration date for product.


3.0	Description:
A recall can be initiated for many reasons: if the products are mislabeled, when the food may present a health hazard to consumers because the food was contaminated or has already been proven to have caused a foodborne illness outbreak (adverse event) or when the product does not comply with the internal quality standards and specifications.

Recall Team:
	Assignment/Title
	Name of Employee 
	Contact Information

	General Manager Operations & Finance 
	David Wensinger
	Office: +1 321-704-4839 Ext. 107
Email: david.wensinger@pm-international.us

	General Manager Sales
	Gordon Hester

	Office: +1 844-955-4600 Ext. 122
Email: Gordon.Hester@pm-international.us

	Quality Manager
	Paula Ardila
	Office: +1 844-955-4600 Ext. 124
Email: Paula.Ardila@pm-international.us

	Quality Technician
	Deborah Houston 
	Office: +1 844-955-4600 Ext. 123
Email: deborah.houston@pm-international.us

	Plant Manager
	Jake Bonilla
	Office: +1 844-955-4600 Ext. 116
Email: jake.bonilla@pm-international.us

	Warehouse Manager
	David Smith
	Office: 941-358-2190 Ext. 106
Email: David.Smith@pm-international.us

	[bookmark: _Hlk38891636]FDA Recall Coordinator (Assigned Government Official for FL foods, see note below)
	Wanda J. Torres
	Division of Human and Animal Food Operations East IV
466 Fernandez Juncos Avenue
San Juan, PR 00901-3223
Phone: 787-729-8709
Fax: 787-729-8826
orahafeast4recalls@fda.hhs.gov

	[bookmark: _Hlk38528997]Controller
	Amanda Tenuta 
	Office: +1 844-955-4600
Email: amanda.tenuta@pm-international.us 

	Accountant Alternative:
	Rebeca McHugh
	Office: +1 844-955-4600 Ext. 125
Email: rebeca.mchugh@pm-international.us

	IT Manager
	Bryan Honaker
	Office:  941-962-3364
Email : bryan.honaker@pm-international.com

	Senior Specialist Customer Service
	Giosuè​​ Finelli
	Office: +1 844-955-4600 Ext. 126
Email: giosue.finelli@pm-international.com.br

	Legal and Regulatory:
	Thomas Gotto
	Office: + 352-339-667-89 
Email: Thomas.Gotto@pm-international.com

	Legal and Regulatory Alternative:
	Joana Santos
	Office: + 352-339-667-915
Email: Joana.Santos@pm-international.com



NOTE: FDA Recall coordinator is assigned depending on the product type and location of the recall. [Source: https://www.fda.gov/Safety/Recalls/IndustryGuidance/ucm129334.htm ]

Determining if a Recall is Necessary:
Alerts regarding the need to trigger a recall may come from internal information (any department of PM-International) or external (authority, supplier, client, other) entities.  In both situations the communication shall be addressed to the Executive Board who has the responsibility to assemble the recall team to decide if the input shall result in a recall or not. Refer to the table below for Recall decision making process







Recall Decision Making Process:

	Problem Reported by
	Initial Action
	Decisions
	Actions

	Regulatory Agency believes product is causing illness:
	Assemble recall team and ask agency if recall is recommended:
	Evaluate situation; decide if, what and how much product to recall
	If no recall is needed: 
Document why not and action.

	News media story on problem with a type of food/item you produce
	Assemble recall team, review internal records. 
	
	If recall is needed:
· Assign responsibilities
· Gather evidence
· Analyze evidence
· Get word out
· Monitor recall
· Dispose of product
· Apply for termination of recall
· Assemble recall team and debrief
· Prepare for legal issues

	Internal QC or customer information suggests a potential problem
	
	
	

	Health Department believes your produce is causing illness
	Assemble recall team, contact appropriate regulatory agency
	
	



4.0	Recall Procedures:

In case the that the Chief Operating Officer decides not to trigger recall, the motive shall be communicated to the entity responsible for the alert. 
 If the Executive Board decides to trigger the recall, the recall team decides primarily on conducting a silent or public recall.


	4.1	Silent Recall Process and Responsibilities:
In the case that the product to be recalled didn’t reach the final consumer (product did not ship and is still in the warehouse or was distributed only to the subsidiary warehouses) the recall team may decide to conduct the recall without communicating it to the public.

In this situation, the recall team must have confirmed evidence (recall records) to have the total quantity of affected product under control (location known and assurance that the product is blocked) within the first 12 hours. 

Only the employees whose work is involved in the recall shall be notified.  
The recall information is prepared by the Chief Operating Officer, and shall include:
Facts about what happened, possible repercussions, confidentiality of the information
Details on the quality control factors in play in the recall.
Strict instructions not to share any information with colleagues, journalists or other external persons without permission from management.

The subsidiaries that have product in their possession shall be notified in written form to hold all product affected and instructed on how to return the product – address, point of collection, support contacts or information on how to destroy the product in order to prevent that anyone will use it in the future.
Constant communication between the recall team and the trading partners shall be ensured regarding the product recall status. 

The subsidiary Executive Director shall organize the transport of the affected products to the warehouse or the official destruction.  At reception of the affected product in the Warehouse, Quality Manager is responsible for inspection and identification of all affected product as “blocked”.  The affected product still in the warehouse and the product recalled shall be placed in the controlled, designated Nonconformance or quarantine locations and labelled accordingly. 
Form PMI-USA-SR-043 (Recall Worksheet) should be completed. 

4.2	Public Recall Process and Responsibilities:

If the product being recalled has already left PM-International Logistics Center control and it is not possible to ensure control over the total quantity of affected product, a public recall must be conducted.  This must be authorized by a formal written notice generated by the Chief Operating Officer and communicated to the FDA Recall Coordinator (see subchapter 5 - Information and/or templates for FDA Communication).

The International Communication Manager creates a press release (with executive approval of wording) in coordination with PMI Luxembourg management and the Chief Operating Officer of PM-International Logistics Center (responsible for the mode and time of publication) (please see draft in Annex I).

A formal notification of affected product must take place in order to inform final consumers of recall details:
· Affected product (name, lot #, expiry date). Include images of where to find the batch identification.
· Hazard present in the food that can affect public health, or otherwise the reason for recall.
· How to return the product – address, point of collection, support contacts or how to destroy the product in order to prevent that anyone will consume it in the future. 

The recall team shall also organize a support structure which can include:
			Hotline Number:
· Creation of a hotline number (fax polling if necessary) after prior approval and permanent staffing of the position.  Prepare a draft phone script of the information that can be released by phone. 
· Government and press inquiries should be forwarded to the management at PM-International Luxembourg.
· All callers are recorded with name or company name and time of call.

			Recall Webpage:
· Creation and continuous updating of a recall webpage by the IT department in coordination for approval with the International Communication Manager and Marketing Department after support of the preparations and implementation of all hotline activities by sales.
· Catalogue of standard questions
· For standard questions, a catalogue is prepared by the recall team.  The questions included will depend on the product being recalled and the situation and are decided by the recall team.

			Preparation of Marketing Campaigns:
· Created by the management of PM-International Luxembourg in cooperation with responsible parties of the respective HQ.
· The trading partners who have affected product in their possession shall be notified in written form to hold all the product affected.
· In the case that the affected product continues to be produced, manufacturers shall be notified to stop and hold production and quarantine stock in the warehouse. 

Constant communication between the recall team and the trading partners shall be ensured regarding the product recall status.  The subsidiaries Executive Director shall organize the transport of the affected products to the warehouse in European HQ or shall arrange for official destruction. 

At reception of the affected product in the EU HQ Warehouse, Quality Control Warehouse is responsible for inspection of the product and for properly identifying it as “blocked”.

The affected product still in the warehouse and the product recalled shall be placed in designated and/or locked quarantine location(s). 

Customer Contact Table:
Throughout the recall, the administrative support person assigned shall fill the customer contact table, as shown below, in order to provide an overview of the progress of the ongoing recall process:

	Consignee (Receiver)
	Recall Contact 
	Date Contacted
	Method of Contact
	Date of Response
	Number of products returned or corrected

	
	Name
	Contact info
	
	Phone
	Email
	Fax
	Letter
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Total number of Products Shipped:
	




Replacement of Recalled Products:
The Chief Operating Officer shall decide if the product being recalled is to be refunded to the client or if it shall be replaced by conforming product.

Disposal of Recalled Products:
The recall team shall evaluate the cause of the recall and propose an appropriate decision to the Chief Operating Officer.
If additional investigations are necessary, an external laboratory can be engaged.  Results from this investigation shall be distributed to the Chief Operating Officer and to the members of the recall team.  This decision shall be either:
· reprocess, 
· rework, 
· divert the intended use (i.e. country of shipment) or
· destruction.

The decision shall be supported in a written report, explaining how and where the procedure will take place (i.e. a rework might be performed at the suppliers manufacture site).  The report shall be communicated in advance to the local FDA Recall Coordinator for approval. 

Quality Assurance/Quality Control is responsible for carryout of the recalled product disposition (rework or destroy), and the Chief Operating Officer is responsible for approval and communication of the decision of product disposition.

Debrief and Outputs of the Recall:
After the recall is concluded, the recall team shall conduct an evaluation of the performance and opportunities to improve.  This evaluation shall be reflected in a written report distributed to the Chief Operating Officer.

This report shall also include:
· Details about the affected product
· Details about the persons involved
· Positive and negative experiences throughout the process
· All important decisions made
· Entire correspondence from the original quality issue notification, as an attachment.
                    Form PMI-USA-SR-043(Recall Worksheet) should be completed. 

Also, the recall team shall determine if special measures shall be implemented as corrections, for example the following areas:
· Fire safety
· Environmental protection
· Food defense

The Chief Operating Officer is responsible for approval of corrective and preventive measures and Quality Assurance/ Quality Control shall carryout implementation of the measures.

Review of the effectiveness of the recall will follow any enacted recall procedures, including after the yearly Mock Recall, or traceability exercises. 


4.3	Mock Product Recall Procedure: 

A Mock Product Recall shall be conducted once a year to test the effectiveness of the established procedures.   In order to avoid misunderstandings, the recall simulation shall be refered to as a silent recall and all processes shall be conducted, except for the transport of the products and reprocess, rework, or their destruction.  The recall exercise shall be used to determine the average time that the recall team needs to have all the product under control.   Different types of mock recalls and traceability exercises shall be rotated as to include all variety of traceability exercises (e.g.; finished product, components and raw material vendors, etc.).

Mock Recall exercise documentation shall include the following:
· Traceability and reconciliation of identified product;
· Notification to Storage, Warehouse and Distribution;
· Mock recall classification;
· Communication to US FDA;
· Communication to impacted customers, clients, and suppliers (as applicable);
· Product disposition; and
· Minutes from mock recall close out meeting.
                 Form PMI-USA-SR-043(Recall Worksheet) should be completed. 


4.0	Traceability Exercise using MPM Order Tracking Software and Controlled Excel Files
The following are procedures for tracking the transfer of products from PM-International Logistics Center (aka HQ) to our south subsidiary, PM-International USA.  All of our products that are packaged in-house using the filling machines (Activize, Basics, and Restorate) are produced by PMI-LC, and all of the packaged products are either transferred to the south subsidiary for shipping to consumers, or shipped as pallets to the Northern subsidiary (PMI North) of PM-International in, Pennsylvania.

5.0	Procedures:
Tracking Product transfers in the MPM system requires an understanding of the procedures for adding and moving inventory within the system.  All product movements are tracked using MPM and the manually controlled excel spreadsheet entitled “Product to Transfer in MPM.”  The current procedures for product transfers to the North and South are as follows:

HQ(PMI-LC) to North Subsidiary tab – The Plant Manager initiates an email to the Northern office asking to arrange freight for the pallets of product that they require.  Subsequently, the North subsidiary sends us a Bill of Lading (a detailed list of a shipment of goods in the form of a receipt given by the carrier to the person consigning the goods) to place on the pallets.  The transfer requires details to document the Product name, quantity, lot code, expiration date and the party responsible (usually the Plant Manager or the Shipping Supervisor) for moving the material (transferring) in the excel spreadsheet “Product to Transfer in MPM.”  An email is then sent to inform management and the warehouse for both offices.  This email also initiates the necessary manual transaction of the products in MPM by a dedicated PM-International LC employee.  

HQ(PMI-LC) to PM USA (South Subsidiary) tab – When Shipping (PM USA, the South Subsidiary) requires more product, the plant manager or shipping supervisor sends an email to management, finance, and the warehouse team, informing them of what products are moving from HQ(PMI-LC) to PM USA, and the dedicated PMI-LC employee manually transfers the product in MPM.   The Plant Manager or shipping supervisor record the Product, quantity, lot code, expiration date and who transferred the material into the spreadsheet “Product to Transfer in MPM.” 

Incoming Shipments tab – Upon arrival of product, an email is sent to management, finance, and our warehouse team stating exactly what has arrived.   The plant manager or the shipping supervisor  record the Product, quantity, lot code, expiration date and product vendor on the spreadsheet “Product to Transfer in MPM.”


6.0	Traceability Exercise Requirements:
Traceability exercises shall be conducted annually.  One traceability exercise will be on finished product and one will be on raw material and/or food contact packaging (Aluminum poly sachets).

Finished product trace exercises shall encompass finished product lot trace-back to the first level
of distribution, which would be to PM-International’s subsidiaries in the North and South.

Raw material, including food contact packaging, trace exercises shall encompass raw material trace-forward to all finished product in which it was used and stored.


7.0	Rating and Documenting Recall and Traceability Exercises:
· Satisfactory:  Mock recalls must be executed in 4 hours, showing between 99.5% -105% recovery of product or packaging in question. 
· Unsatisfactory:  If these conditions are not met, the Quality Assurance/ Quality Control Manager must inform the Chief Operating Officer.  Both will jointly start a formal written investigation to determine the root cause(s).  The outcome as well as any necessary corrective and preventative actions will be documented as well. 

In case the results of the mock recall are unsatisfactory, the Quality Manager will conduct a written Recall Investigation as well as determine and implement the appropriate corrective and preventive action(s) to show how traceability will be better maintained.

If a real recall occurs, then the mock recall does not need to be conducted, and the results of the real recall shall be analyzed instead.

Records of product withdrawals and recalls shall be maintained for one (1) year beyond the shelf
life of the product, or two (2) years beyond the date of distribution of last batch associated with
the product, whichever is greater.

8.0	Annexes:
Information and Correspondence Templates for FDA Communications:
The information below shall be communicated to the FDA Recall Coordinator:

	Recall Team Contacts:

	Position
	Name, Title
	Contact Information

	General Manager Operations and Finance 
	David Wensinger 
	Office: +1 321-704-4839 Ext. 107
Email: david.wensinger@pm-international.us

	FDA Recall Coordinator 

	Wanda J. Torres
	Division of Human and Animal Food Operations East IV
466 Fernandez Juncos Avenue
San Juan, PR 00901-3223
Phone: 787-729-8709
Fax: 787-729-8826
orahafeast4recalls@fda.hhs.gov



Product Information:
· Product name (including brand name and generic name)
· Product number/UPC or product identification involved
· Lot number(s) involved
· Description of how to read the product code
· Expected shelf-life of the product

Assemble TWO COMPLETE SETS OF ALL labeling to the Local FDA District Recall  Coordinator: 
· Product labeling (including ALL private labels)
· Individual package label
· Case label (photocopy acceptable)
· Package Inserts
· Directions for Use
· Promotional Material (if applicable)



Documentation for Justification of the Recall:

	Explain in detail how product is defective or nonconforming:
	

	Explain how the defect affects the performance and safety of the product, including an assessment of a health risk associated with the deficiency, if any.
	

	If the recall is due to the presence of a foreign object, describe the foreign objects' size, composition, hardness, and sharpness.
	

	If the recall is due to the presence of a contaminant (cleaning fluid, machine oil, paint vapors), explain level of contaminant in the product. Provide labeling, a list of ingredients and the Material Safety Data Sheet for the contaminant.
	

	If the recall is due to failure of the product to meet product specifications, provide the specifications and report all test results. Include copies of any sample analysis.
	

	If the recall is due to a label/ingredient issue, provide and identify the correct and incorrect label(s), description(s), and formulation(s).
	

	Explain how the problem occurred and the date(s) it occurred.
	

	Explain if the problem/defect affects ALL units subject to the recall, or just a portion of the units in the lots subject to recall.
	

	Explain why this problem affects only those products/lots subject to recall.
	

	Provide detailed information on complaints associated with the product/problem: 
Date of Complaint
Description of Complaint -include details of any injury or illness
Lot Number(s) involved
	

	If a State agency is involved in this recall, identify the Agency and initiate contact and communications.
	



Volume of Recalled Product (Mass Balance Calculations):

	Total Quantity Produced:
	

	Date(s) Produced:
	

	Quantity Distributed:
	

	Date(s) Distributed:
	

	Quantity on HOLD:
	

	Indicate how the product is being quarantined:
	

	Estimate amount remaining in marketplace:
· distributor level
	

	· customer level
	

	Provide the status/disposition of marketed product, if known, (e.g. used or destroyed).
	

	Percentage of Recalled Product Accounted for:
	




Distribution Pattern:

	Type of Distributor:
	Quantity of Recalled Product in Possession:

	· Wholesalers/distributors
	

	· Consumers (internet or catalog sales)
	

	· Federal government consignees
	

	· Geographic areas of distribution, including foreign countries
	



Note: If the product was shipped to more than 1 client, please annex traceability records with information of all the clients that received affected product.



Official Recall Notice Template:
[bookmark: _Toc409012619]
DRAFT Recall Notice

[Company Name] Voluntarily Recalls [insert summary info] Representing [X quantity] 
[--No Other Products Affected--]
Contact
Consumer:
1-xxx-xxx-xxx

Media 
Contact: xxx-xxx-xxxx
FOR IMMEDIATE RELEASE – [date] – [Company name] is voluntarily recalling [X] Lot Codes of [COMPANY/BRAND name] [insert specific product name and description], representing [insert quantity]. [Insert reason for recall].
This action relates only to [COMPANY NAME] products with any of these Lot Codes printed on the package:
[insert lot codes]
No other Lot Codes, or any other [COMPANY NAME] products, are involved in this action.
Only these specific lot codes are impacted. Customers are asked to remove all product with codes listed below out of distribution immediately. Customers may call the number listed or visit our website for instructions on what to do with the product.

PRODUCT						LOT CODE			ITEM NO. 
[Company Name] [insert product name(s)]		[insert product code (s)]		[insert item number (s)]

[Company Name] is conducting this voluntary recall because [insert product name(s)] [modify as necessary.  We have not received any reports of illness associated with this product, but we are voluntarily recalling this product out of an abundance of caution.]
For more information or assistance, please contact us at 1-xxx-xxx-xxxx (Monday to Friday, 9:30 a.m. to 5 p.m. EST) or via our website at www.XXXXX.com
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