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Changes
1) Added specific people to recall duties.
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I
Purpose

A. This procedure defines Crimson Holdings procedure to follow should a product recall become necessary. These procedures are consistent with Crimson Holdings Recall Plan.
II Plant Responsibilities

A. Production management will instruct responsible team members with the proper protocol and implementation of this program. Support the implementation of this program and monitor its effectiveness and decide on the final disposition of suspect product.
B. Every effort will be made to carry out a timely and complete recall of adulterated products. Responsible parties include, but are not limited to:

1. Plant Management
2. Quality Assurance Personnel

3. Sales/Customer Service Department Personnel

4. Transportation

5. Brokers and/or end customers

III Recall Team

	Name
	Role
	Work Phone
	Cell Phone
	E-mail

	Dan Hofbauer
	VP Supply Chain and Logistics
	517-208-0904
	517-662-0639
	dhofbauer@crimsonhldg.com

	Jason Thompson
	QA Manager
	517-208-0906
	517-605-2411
	jthompson@crimsonhldg.com

	Teresa Etter
	HR Manager
	517-208-0905
	517-270-1843
	tetter@crimsonhldg.com

	Justin Hayes
	Production Supervisor
	517-208-0911
	517-662-0043
	jhayes@crimsonhldg.com

	Steve Martinez
	Production Supervisor
	517-208-0902
	517-270-2684
	smartinez@crimsonhldg.com


IV Definitions

A. Recall- The voluntary removal of distributed products from commerce by a firm when there is reason to believe that such products are contaminated, misbranded, or otherwise adulterated.

1. Class I- Involves a health hazard situation where there is a reasonable probability that the use of the product will cause serious, adverse health consequences or death.
2. Class II- Involves a potential health hazard situation where there is a remote probability of adverse health consequences from the use of the product.

3. Class III- Involves a situation where the use of the product is not likely to cause adverse health consequences.
B. Recall Team- A group comprised of Quality, Operations, Sales, and Shipping Personnel.

C. Recall Coordinator- The director of Quality Assurance, or designee, will be the recall initiator and coordinator.
V Product Identification

A. The product will be identified using the lot number (s) and manufacturer dates.
B. The shipments will be identified using the Purchase Order Number (PO#), Sales Order Number (SO#), or Bill of Lading Number (BOL#) for all documentation. 

VI Documentation

A. A document shall be prepared for each shipment that indicates:

1. Bill of Lading Number, Purchase Order Number, and/or Sales Order Number

2. Name and address of production facility.
3. Name and address of Customer or product destination.
4. Shipment Date

5. Delivery Date

6. Product description and/or product code

7. Quantity of product shipped.
VII Procedure

A. Recall Strategy

1. Depth of Recall

a. The level to which the recall will extend is based upon the Recall Classification and other pertinent factors.
b. Product Categories and Recall Depth Levels

1) Level 1 Recall- Consumer

2) Level 2 Recall- Retail Store

3) Level 3 Recall- Manufacturer or Wholesaler

2. Execution of Recall

a. Information to be collected as soon as possible once a recall has been initiated:

1) 100% Recovery within 4 hours

2) Production Date and Time

3) Quantity of Product affected.
4) Quantity of affected product still in Crimson Holdings Storage

5) A list of customers receiving products affected by recall.
3. Recall Communication

a. Level 1 Recall- Telephone communication from Crimson Holdings representative to customer, instructing the customer of necessary action and requesting them assistance to extend the recall to the Retail Store or “End User”. This will be followed up with written communication and appropriate public notification in those areas where the product is sold.
b. Level 2 Recall- Telephone communication from Crimson Holdings representative to customer, instructing the customer of necessary action and requesting them assistance to extend the recall to the Retail Store or “End User”. This will be followed up with written communication. 

c. Level 3 Recall- Telephone communication from Crimson Holdings representative to customer, instructing the customer of necessary action and requesting them assistance to extend the recall to the Retail Store or “End User”. This instruction to be repeated with written communication. 

4. Collection and Return of Affected Product 

a. All suspect products will be accumulated in a central location and place “ON HOLD” until it can be transported back to Crimson Holdings for disposition.
5. Recall Effectiveness

a. The recall team will communicate frequently and meet as necessary during the recall to solve problems and evaluate progress and effectiveness.

b. Status reports will be prepared to document recall effectiveness
VIII Recall Termination

A. Recall status will not be terminated until each of the following criteria are met.
1. When every reasonable effort has been made to retrieve the affected product, it is returned to Crimson Holdings.

2. When product disposition is determined according to the degree of the hazard and appropriate measures are taken to dispose of the correct product.
3. When the appropriate regulatory agency is satisfied with the recall results and an official notification for closing the recall is issued.

IX Recall Responsibilities

A. Quality Assurance- Jason Thompson
1. Initiate Recall

2. Coordinate all retrieval activities.
3. Determine inspection, sampling, and testing for affected products.
4. Communicate with regulatory agencies (FDA, APHIS, and/or USDA-FSIS) as required and prepare a final summary as required.

5. Maintain communication between all retrieval participants and key management as to the status of the retrieval.

6. Determine final product disposition.
7. Communicate retrieval summary and effectiveness to key management.
B. Plant Management- Dan Hofbauer
1. Halt production of questionable product, place product on hold
2. Collect lot identification (BOL, SO#, PO#)

3. Collect samples of questionable products

4. Investigate cause and institute corrective action.
C. Sales and Customer Service-  Frederico Brito & Katherine Tobias
1. Organize sales force to contact all affected customers and remove products.
2. Supply carriers with product quantities and addresses of staging points for accumulation of product.
3. Provide recall team with quantity of product returned and/or destroyed.
D. Warehousing and Transportation- Barry Mohr & Justin Hayes
1. Prepare inventory and distribution status of questionable products showing when, where, and to whom product was shipped.
2. Stop all in transit shipments of questionable products.
3. Notify carriers to return all affected products still in transit.
4. Arrange for transportation of affected product.
5. Place product on hold and determine amount received.
E. Legal- Bill Daly
1. Provide legal counsel as required.
F.  Public Relations- Dave Rettig.
1. Prepare response to news media.
2. Inform involved personnel concerning procedures for handling requests from the media.
3. Designate spokesperson to answer all inquiries from the media.
4. Issue press release if necessary.
5. Prepare responses for consumer affairs.
G. Asset Risk Management – Recall Team.
1. Coordinate with legal department regarding company liability and impact.
2. Coordinate with the accounting department to sum all costs related to product retrieval.
H. Consumer Affairs – Dave Rettig.
1. Coordinate with public relations for consumer response.
X Mock Recall
A. Each plant is to perform a minimum of two (2) mock recalls per year.
1. Each type of recall shall be completed within the year.

a. Raw Material/Ingredient/Primary Packaging
b. Finished Product

B. Trace exercises shall be completed within four (4) hours with 100% accountability for each material. Reconciliation is to be completed within six (6) hours.
C. Relevant reconciliation data is to be collected and copied to be filed with the trace exercise.
1. Packaging reports and COAs
2. Records of Inventory at time of trace

3. BOLs, trailer inspection, COAs of finished product shipped.
4. Receiving logs and inspection reports

5. Production records

6. Food Safety and Quality Records

D. Recall Information Form to be complete.
XI Procedure 

A. Determine which product type is needed to complete the requirement. 
1. Raw Material/Ingredient/Primary Packaging
2. Finished Product
B. Randomly select a cause for the mock recall
1. Select a day or production run.
a. Do not select the easiest possible item to trace. The goal of a mock recall is to strengthen one’s abilities and to find and correct any struggles or shortfalls discovered during the process.
b. An option is to select an event that has occurred in the industry and use that event to determine what product to trace and how much to trace.
C. Record the following information:

1. Material Type

2. Material Code or Number

3. Material Name

4. Lot Number 

5. Location

6. Exercise Date

7. Start Time

8. Team Members Participating

9. Team Members to be contacted during actual event.
10. Description of issue for this mock recall
D. Additional Documentation

1. Obtain and copy additional support documentation specific to the trace.
2. BOLs and COAs for each of the customers will always be required.
E. Exercise Observation and Gaps
1. Record any observations from conducting the trace.
a. Is any additional documentation needed to conduct the trace? 

b. Were any gaps identified that impeded a successful trace or made the trace more difficult?
c. Were any corrective actions needed to improve the trace exercise at the plant?
XII Inventory Verification

A. A semi-annual review of the WDE inventory will be completed by a member of production and a member of quality assurance.

1. Print the inventory list from Acumatica and perform a physical count and verification to ensure that the system is 100% accurate.

2. If the verification does not yield 100% accuracy, an investigation must occur to determine why there is a count discrepancy. Document the results of the investigation and attach it to the inventory list.
3. Document the date, time and the names of the team members completing the verification. 
4. Records to be retained per the Record retention policy.
XIII Reporting 
A. Results shall be submitted to the plant’s Corporate QA&C director for review and signature. 
B. All completed documents and support documents shall be provided to the QA Manager for review and filing. 
XIV Limits/Actions 

A. Each plant is to perform a minimum of two (2) mock recalls per year.
B. Trace exercises shall be completed within four (4) hours with 100% accountability for each material. Reconciliation is to be completed within four (4) hours.

XV Location of Master Documents

Quality Assurance

This procedure has been read and understood by the following personnel:

	Date
	Employee Name
	Employee Signature

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Return to QA after all applicable employees have read the above SOP and acknowledged by signing.

Commercial, Confidential trade secret of Crimson Holdings LLC, do not copy or distribute without prior written consent from Crimson Holdings LLC 


