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	RECALL SOP 



1.0 Purpose: 
This program details the responsibility and methods used to withdraw or recall product and how it shall be documented and implemented. Miller Craft Meats will use their enterprise resource planning system to manage all withdrawals and recalls for the company.

This is a program to ensure complete preparedness and completeness when conducting a product, ingredient or packaging withdrawal or recall in a controlled, efficient and timely manner.

Sometimes it becomes necessary to recall product from trade and/or consumer channels to protect the public health, to remove or otherwise correct distributed products not complying with Federal Regulations or to assure continued acceptance of products by the customers.

Miller Craft Meats must be prepared in advance to investigate cases of potential contamination and/or to institute a product correction or recall.  The preparedness of our Recall Team and advance planning may very well make a difference between a slight inconvenience and total disaster. We should always rely on our own resources and arrive at our own decisions.


2.0 Scope:
2.1 Covers all products the site produces.
2.2 Miller Craft Meats will operate, support, train and educate to ensure the maintenance of this program.  This program lists the basic components required.  

3.0 Definitions
Product Withdrawal - When a product has a minor violation (such as poor quality) that would not be subject to U.S.D.A. legal action. The company removes the product from the market or corrects the violation.

Product Recall - A recall is when a product is removed from the market or a correction is made to the product because it is either defective or potentially harmful to the consumers (such as food safety).

STOCK RECOVERIES are removals or corrections of unshipped product with minor infractions where no FSIS or U.S.D.A. action is required.

CORRECTIONS are the repair, adjustment, relabeling, destruction, or inspection of a product, without actually removing it to another location.

RECALL STRATEGIES are the planned, specific course of action that will be followed in the event of a recall. The recall strategy addresses:
1. Depth of recall
2. Need for Public warning
3. The extent of the recall

CLASSIFICATIONS
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; i.e. Clostridium botulinum toxin, E. coli O157:H7 or glass, requiring immediate removal from the distribution channels, retail stores and end users’ premises.
Class II:	Involves a potential health hazard situation where there is remote probability of serious, adverse health consequences from the use of the product; i.e. Salmonella or Listeria identified as present but of questionable significance, foreign matter or adulterating chemical.
Class III:	Involves non-critical product conditions where the use will not cause adverse health consequences. Under these conditions U.S.D.A. - U.S.D.A. regulations have been violated or there has been a clear deviation from company standards that could result in potential loss of customer goodwill and future business; i.e. label violation, container condition or net weight violation.

4.0 Responsibilities: 
Legally, responsibility involving the quality and safety of a product rests with a company’s officers and employees. Specifically, Miller Craft Meats including its individual officers and employees, bear full legal responsibility for the safety, labeling, and quality of its production. Product, civil and criminal liabilities may be involved when illegal, unsafe or hazardous products are placed on the market irrespective of prior knowledge, intent or extenuating circumstances. 

The company also bears the moral responsibility for the removal of products which are determined to be unsuitable for the consumer or do not meet company standards. The responsibility remains whether the decision to remove the product is made by the company or by a regulatory agency.

	RECALL TEAM

	TEAM MEMBER NAME
	TITLE
	Cell Phone #

	Steve Baus
	CFO
	602-366-5842

	Juan Munguia 
	V.P. of Production 
	209-810-7809

	Frank marion
	Shipping / Receiving Supervisor
	209-210-7327

	Paul Wilson
	Director of Operations
	510-719-8710

	Roland Pilar
	Plant QA
	510-332-4533



U.S.D.A.  (510) 337-5000    Albany, CA Office

5.0 Procedure
ACTION PLAN:
Miller Craft Meats will use their enterprise resource planning system which gives a unique code to each box produced to manage all Product Withdrawals and Recalls.
1. Complaint Source
· Complaint received from external source.
2. Report Received
· Internal receipt of complaint information.
3. Quality Assurance
· Transfer of complaint information to Quality Assurance Department.
· Receipt of possible health hazard complaint from internal source.
4. Preliminary Assessment
· Available information reviewed.
· Preliminary decision made as to potential health hazard.
5. No Health Hazard
· Handle as normal complaint.
6. Suspected Health Hazard
· Simultaneously proceed to steps 7 THRU 11.
7. Notification of Production and Distribution
Production: 
· Determine quantity of suspect product produced. (case quantity, pack size, UPC’s, production codes, etc.).  							
· Determine time span of production involved.					
Distribution:  									
· Determine quantity and location of product under company control and place on hold. This includes product both available and not available for distribution.  
· Determine quantity and location of product outside company control. Data must include pack sizes, UPS’s, production codes, etc.  			
· Prepare inventory and distribution status of suspected product showing where, when, and to whom product shipped.
8. Products Under Internal Control
· Place on hold status.
9. Gather All Existing Information.
· Get all information from the complaint source.
· Obtain all production records for suspect product.
· Obtain all quality control records for the suspect product.
· Determine date and circumstances under which the product deficiency or possible deficiency was discovered.
10. Notify Recall Team Coordinators
· Evaluate existing information.
11. Health Hazard Evaluation
· Collect and evaluate additional information from medical, lab, regulatory sources, etc.
· Collect samples and analyze.
· Determine reason for possible product removal or correction.
12. If No Health Hazard
· Positive confirmation of no health hazard.
· Recall Team notified.
13. Recall Team 
· Assess no health hazard confirmation.
· Concur with confirmation.
14. Distribution
· Removes hold status on company-controlled product.
15. Health Hazard Suspect or Confirmed
· Notify Recall Team of collected findings.
16. Recall Team 
· Assess all existing information of suspect or confirmed hazard.
· Assess all product information provided by Production and Distribution.
· Notify Recall Team.
17. Recall Team
· Assess existing information.
· Convene Recall Team.
· Notify company staff and clarify operating instructions.
18. Advisory Team
· Directs further investigation into products health hazard status.
· Keeps Recall Team advised of all new developments.
· Estimate the potential recall classification.
· Develop and implement a recall strategy.
· Determine when to notify the affected customer(s).
· Make recommendations for action to Recall Team.
19. Further Investigation of Product
· Continue investigation on nature, extent, cause, and remedy of problem.
20. If No Health Hazard
· Positive confirmation of no health hazard.
· Recall Team notified.
21. Recall Team
· Assess no health hazard confirmation.
· Concur with confirmation.
22. Distribution
· Removes hold status on company-controlled product.
23. Health Hazard Still Suspect or Confirmed 
· Notify Recall Team 
24. Recall Team
· Assess collected data.
· Determine that a recall is warranted.
· Makes decisions based on recommendations of Advisory Team.
· Prepare and distribute lot withdrawal order.
25. Recall Initiation
· Notify affected customer(s).  [ See Customer Contact List]
· Begin departmental recall procedures.
· Notify U.S.D.A.  (510) 337-5000    Albany, CA Office
· Contact any appropriate local regulatory agencies, of intent to recall.
26. Communication Recall Procedures
· Handle all press releases - all media.
· Provides U.S.D.A. with actual or proposed copies of communications.
· Prepare and issue public warning for given recall classification as per Advisory Team.
· Conduct company communications with news media (press, radio, television), customers, consumers and company employees.
· Coordinate communications with U.S.D.A.  public affairs of information staff.
· Coordinate communications with Investor Relations, Legal Departments with regards to constituents.
· Maintain records of news media and consumer inquiries and the company responses.
27. Distribution Recall Procedures
· Stop all in-transit shipments of suspect product.
· Arrange for return of all suspect products in field to central location and isolate under hold status in a controlled area.
· Maintain inventory and distribution status of suspect product showing where, when, and to whom product shipped.
· Contact all customers and have shipments stopped.
· Have each warehouse notify retail outlets to immediately pull product and place on hold as per the directions of the Recall Team.  
· Prepare and issue recall request to known prime distribution including necessary recall instructions to sub-distribution.
· Direct and monitor disposition of recalled product, as per Advisory Team instruction.  This would include counting, verification and witnessed destruction, whether conducted at the central collection site or elsewhere (such as pre-approved destruction of designated small volumes at distributor level).  This includes full documentation of all factors.
· Provide full accounting of recovered product.
28. Production Operation Recall Procedures
· Maintain lot identification status.
· Halt production on any questionable product found to specifically have the problem associated with the recall.
· Initial preliminary investigation for root cause of problem (see summary and review section for detailed investigation) Destroy or clear product as ordered by Recall Team.
29. Notification of Affected Customer(s)
· Advisory Team notifies affected customer(s) about recall.
· Identify the product involved and reason for removal or correction.
· Date and circumstances under which product deficiency, or possible deficiency was discovered.
· Advise of company’s risk assessment.
· Identify the total amount produced and time period of production.
· Identify the total amount of product estimated to be in distribution channels.
· Other pertinent distribution information.
· Provide copies of actual or proposed communications.
· Provide proposed recall strategy.
· Name and telephone number of responsible company contact person (Recall Coordinator).
· Notification of U.S.D.A. Same items as listed above under “Customer Notification”.
30. Marketing Recall Procedures
· Check promotion and marketing schedules and make any adjustments or cancellations.
31. Legal Recall Procedures (see Advisory Team)
· Consider legal implication of recall.
· Contact legal counsel of the company. 
· Ensure decisions and actions are taken in accord with legal obligations with respect to the product and company officials.
· Regular review of recall log of events and actions.
32. Sales Recall Procedures
· Notify regional directors, district sales representatives, company brokers, retail, and direct accounts that a recall is in effect.				
· Arrange for a pickup at retail and direct levels.
· Arrange for proper credit to be given.
· Have brokers supervise retail pickup.
· Provide broker and customer lists.
33. Financial Recall Procedures
· Ensure that proper financial safeguards are maintained.
· Consider and report on financial implications of recall.
· Provide criteria for issuing recall credit memos.
· Initiate actions to account for costs of recall.
34. Recall Team
· Provide direction and coordination of recall strategy.
· Analyze and review data provided by departmental action teams and U.S.D.A.
· Prepare effectiveness check strategy, and submit to U.S.D.A. for approval.
35. Customer Update
· Regular recall status reports provided to Customer’s Recall Coordinator.
36. Regulatory Update
· Regular recall status reports provided to U.S.D.A.  Recall Coordinator.
37. Recall Team
· Review Advisory Team update information and recommendations.
· Provide on-going direction.
38. Effectiveness Checks
· Initiate U.S.D.A.-approved effectiveness check strategy.
· Ensure consignees have received recall notification.
· Ensure consignees have taken appropriate action.
· Maintain complete document of effectiveness check results.
· Prepare a final tabulation of the results of the contacts and questionnaires.
39. Recall Team
· Monitor Effectiveness check strategy.
· Determine the information for inclusion into the regular U.S.D.A.  status reports.
· Review final tabulation of results data.
· Prepare recommendations for Recall Team.
40. Recall Team
· Review Recall Team recommendations.
· Conclude recall.
· Notify customer(s) of recall completion.
· Notify U.S.D.A. of recall completion.
41. Customer Notification
· Provide final tabulation of effectiveness check results.
· Termination of recall.
42. U.S.D.A.  Body Notification
· Provide final tabulation of effectiveness check results.
· Termination of recall.
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MODEL RECALL LETTERS
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(A).  MODEL RECALL DISTRIBUTOR LETTER
URGENT:  RECALL
Re: (List brand name, size, product code, production code)
(List company name here) is hereby notifying you that we have voluntarily initiated a Class (enter 1,2 or 3) recall on the above-named product.  Our records indicate we have, or may have, sent you a quantity of the product.  
We have recently discovered that (name of product) may show a deficiency; specifically [provide a short description of the reason].
In order to fulfill our joint responsibility of providing a quality and wholesome product to the consumer, we request your assistance in the removal of this product from distribution.
1. We request that you immediately examine your existing inventory to segregate and place on hold the following product(s):
2. Tracking Information
	PRODUCT BRAND NAME
	SIZE
	CODE DATE
	SHIP DATE

	
	
	
	

	
	
	
	


						         
3. Our representative will contact you to arrange for product removal and to issue you a credit.  Arrangements are being made to quickly ship your replacement product.
4. Please complete and return the enclosed, postage-paid card immediately.
If you have any questions, please contact me at 555-555-1234.


Recall Coordinator
(Name of company)

enclosure:  Recall Return Card

Model Recall Letters (continued)
(B).  MODEL RECALL RETURN CARD
          Please fill out and return this postage-paid card.



1. 		We 		do				We 		do not

            have stock of the following: (list product description and code)



2. 		We		have				We 		have not

Requested our customers to return any of this product to us.

3.                  We currently have (list quantity here) of the product on hand.
                                                             amount

Business Name:  ______________________________________________

Address:  ____________________________________________________

City:  _______________________ State:  _________ Zip:  ____________


Print Your Name:  _____________________________________________

Signature:              _____________________________________________















(C).  MODEL RECALL RETAIL LETTER
RECALL ALERT ------URGENT
(Company name) requests all retail stores to recall inventories of (name and label of product).
1. Please remove the following products from sale immediately:

2. Isolate and hold the above products in a controlled storage area.  A manufacturer’s representative will contact you to issue credit and arrange for disposition.
3. Return this notice to (list contact’s name and mailing address) or call (list contact) at (list 800 number or a special toll-free line number).
4. We have the following product on hand and isolated: 	

	PRODUCT BRAND NAME
	QUANTITY
	CODE DATE
	LOCATION

	
	
	
	

	
	
	
	




5. Call (list contact name) at (list 800 number or a special toll-free line number) when the product has been picked up or disposed of by the manufacturer’s representative.







(D).  MODEL RECALL U.S.D.A. - U.S.D.A. NOTIFICATION LETTER

May xx,  20xx

Regional Director 
Food Safety Inspection Service
Re:  Product Recall

Dear Sir:

This letter is to apprise you that (list company name here) has voluntarily initiated a recall action to remove / correct a product we have distributed.

1. Product Involved:  Identify product brand, name, size, product code, production coding.
2. Reason for Action:  Identify, in short, non-legal terms the problem.
3. Evaluation of Risk:  Provide a brief description of our conclusions regarding the potential harm and probability of harm.
4. Distribution: Provide
· Total amount produced.
· When and where the product was produced.
· The best estimate as to quantity in distribution channels.
· The number of accounts sold.
· The area of the country affected.
5. Recall Communications:  Provide a copy of the actual or proposed recall communication to be sent to the distributors and a copy of any proposed press release.
6. Recall Strategy:  Provide a short, distinct statement of the recall strategy to include items as depth of recall and effectiveness check plans.
7. Recall Coordinator:  Provide name, title, telephone number, and fax number of the company official who should be contacted concerning the recall.

Sincerely,






(E).  MODEL RECALL PRESS RELEASE

Our Company Name
Our Company Address
City, State, Zip

Contact: (name)
555-555-1234

May xx, 20xx

FOR IMMEDIATE RELEASE

City, State--- The (list company name here) announced today that as a precaution it is voluntarily recalling (list brand and name of product here) manufactured at its xxxxxx plant because of (list problem here) in part of the production.

No illnesses / injuries have been reported.  The problem is associated with (size) packages bearing the code number (abc xyz) and distributed in (list distribution area here).  No other code dates are affected.
[ If several items are to be listed, then do so in a table format]

(List company name here) has established a hot-line telephone number dedicated to this recall process.  It is (list hot-line telephone number and call time period here).

Please address any questions or comments to: (list contact name, title, mailing address, hot-line number and call time period here).

Our findings and corrective actions have been reported to the U.S.D.A. 
(F).  MODEL RECALL PRESS RELEASE - UPDATE

Our Company Name
Our Company Address
City, State, Zip

Contact: (name)
555-555-1234

June xx, 20xx

FOR IMMEDIATE RELEASE

City, State--- This is a status update to the (enter date of original press release) announcement by (list company name here) of our voluntary recall of (list brand and name of product here) manufactured at its xxxxxx plant because of (list problem here) in part of the production.

The problem is associated with (size) packages bearing the code number (abc xyz) and distributed in (list distribution area here).  No other code dates are affected.  
[ If several items are to be listed, then do so in a table format]

As of (list date here), no illnesses / injuries have been reported.  Our recall completion progress is at (enter percent completion value).  We have dispositioned (list quantity) of the total (list quantity) involved.  

Please address any questions or comments to: (list contact name, title, mailing address, hot-line number and call time period here).
Our findings and corrective actions have been reported to the U.S.D.A.

 (G).  MODEL RECALL EFFECTIVENESS CHECK FORM

Distributor:	

Address:	

Contact:	

Title:		

Telephone:	


My name is 					 with the (list company name here). 

I am calling about the recent product recall we had involving (list brand and name of product).   To examine our recall effectiveness, I would like to ask you four (4) short YES or NO questions. 
										YES    NO 

1.   Did you receive notification of the recall?				___    	 ___
2.   Did your firm receive any of the recalled product?		___  	 ___
3.   Do you currently have any of the recalled product?		___	 ___
4.   Have you been contacted concerning product disposition?	___	 ___

Caller:  			   Date:  			 Time:  
Comments: (Specify if a call back was required.  Reference the Question #)







DECISION TEAM’S RECALL CHECKLIST

















Recall Team’s Recall Checklist

	ITEM
	ACTION
	SET
	DONE

	01
	Assemble Recall Team
	
	

	02
	Team Coordinators brief Team on the basic situation and everything that has taken place as a result.
	
	

	03
	Production information on suspect product has been gathered and collated.
	
	

	04
	Production time span of suspect production has been determined or best estimated.
	
	

	05
	Quantity and location have been determined for all suspect product under company control.
	
	

	06
	Above product has been placed on hold and is properly contained
	
	

	07
	Quantity and location have been determined for all suspect product outside company control.
	
	

	08
	Inventory and distribution status reports have been prepared.
	
	

	09
	Team decides whether or not to hold all or part of suspect product outside company control
	
	

	10
	All production records have been collected, reviewed and a discrepancy report prepared.
	
	

	11
	All QC records have been collected, reviewed and a discrepancy report prepared.
	
	

	12
	All sanitation records have been collected, reviewed and a discrepancy report prepared.
	
	

	13
	A health hazard evaluation has been conducted to confirm or deny concern.
	
	

	14
	Team assesses initial data and determines whether or not further action is warranted.
	
	

	15
	Meet with and issue operating instructions to Advisory Team.  
	
	



	ITEM
	ACTION
	SET
	DONE

	          16
	If no hazard, Team assesses the no hazard confirmation to concur and stop process or to deny and require continuance.
	
	

	          17
	If hazard confirmed, Team assesses the hazard confirmation to concur.  
	
	

	18
	Determine that a recall is warranted.
	
	

	19
	Prepare and distribute a lot withdrawal order.
	
	

	20
	Initiate recall.
	
	

	          21
	Set up to be briefed by Advisory Team Project Leaders on action plan each intends to follow.  
	
	

	22
	Select media spokesperson.
	
	

	23
	Press release prepared and sent.
	
	

	24
	Communication made to staff.
	
	

	25
	Communication made to customers.
	
	

	26
	Communication made to media.
	
	

	27
	Communication made to consumers.
	
	

	28
	Recall Distributor Letter prepared and sent.
	
	

	29
	Recall Return Card prepared and sent.
	
	

	30
	Recall Retail Letter prepared and sent.
	
	

	          31
	Recall U.S.D.A. - U.S.D.A. Notification Letter prepared using criteria noted in Step # 29 of Recall Action Plan.
	
	

	32
	Recall Effectiveness Check Form prepared and approved.
	
	

	33
	Affected customer(s) notified.
	
	

	34
	U.S.D.A. - U.S.D.A. notified. 
	
	

	35
	Distribution stops all in-transit shipments of suspect product.
	
	

	          36
	Distribution has arranged for the return of all suspect product to a centralized, or predetermined location(s).
	
	

	ITEM
	ACTION
	SET
	DONE

	          37
	Distribution has system to ensure tight control over recovered and returned product.
	
	

	         38
	Distribution ensures that distribution centers have been informed to pull and hold suspect product.
	
	

	         39
	Distribution ensures that retail outlets have been informed to pull and hold suspect product.
	
	

	               40
	Distribution provides daily and final full accountability of all suspect product whether recovered or destroyed.
	
	

	              41
	Production has stopped current production found to be implicated with the problem.
	
	

	42
	Production has determined the cause(s) of the problem.
	
	

	43
	Advisory Team has developed appropriate corrective action.
	
	

	44
	Corrective action has been implemented.
	
	

	45
	Advisory Team has developed appropriate preventative action.
	
	

	46
	Preventative action has been implemented.
	
	

	               47
	Marketing and promotion schedules have been evaluated for adjustment or cancellation.
	
	

	48
	Legal implication of recall has been evaluated.
	
	

	          49
	All actions planned or taken have been reviewed to ensure they are in accordance with legal obligations.
	
	

	50
	Sales has notified and briefed all salespersons about the recall.
	
	

	51
	Sales has determined pick-up system for retail and direct levels.
	
	

	52
	Sales has set up a credit arrangement system.
	
	

	53
	Sales has provided all broker and customer listings.
	
	

	54
	Finance has assessed implication of recall.
	
	

	55
	Finance has ensured financial safeguards.
	
	

	ITEM
	ACTION
	SET
	DONE

	56
	Finance has determined credit issuing criteria.
	
	

	57
	Finance has set up a system to account for recall costs.
	
	

	58
	Recall Effectiveness Check system has been approved by Team.
	
	

	59
	Recall Effectiveness Check system has been approved by U.S.D.A. - U.S.D.A.
	
	

	60
	Recall Effectiveness Check has been implemented.
	
	

	61
	Recall Effectiveness Check daily reports reviewed by Team.
	
	

	62
	Team reviews Recall Effectiveness Check final report. 
	
	

	63
	Recall Effectiveness Check final report approved by U.S.D.A. - U.S.D.A.
	
	

	64
	Disposition method of recovered product has been determined.
	
	

	65
	Recovered product has been dispositioned.
	
	

	66
	U.S.D.A. - U.S.D.A. notification letter requesting termination of recall made.
	
	

	67
	U.S.D.A. - U.S.D.A. terminates recall.
	
	

	68
	Customer(s) notified.
	
	

	69
	Recall Team terminates recall.
	
	





MOCK RECALL

1. A Corporate-initiated Mock Recall will be conducted at least twice per year.
2. A Mock Recall can be conducted on first shift, second shift, or on a non-production day.
3. The Recall Coordinator will contact the plant and speak to whomever answers the telephone.  This person’s name and title, along with date and time will be noted.
4. The Recall Coordinator will state, “This is a mock recall.  This is not a real recall.  It is only a test. “The plant representative will be told the following:
· The name of the recalled product, and/or ingredient, and/or packaging.
· Select item(s) code information.
· The fact that a mock recall form (see attached) will arrive soon by email.
· The fact that the form must be filled out and returned within  hours. 
· Copies of supporting documentation must follow or accompany the return form.
5. The plant representative must know to get the information to the appropriate persons.
6. Copies of documents that support the plant’s form entry data must be sent along with the returned form or sent immediately afterwards.
7. Plant personnel are to fill in only the portion of the form located below the line of asterisks.  (**************)
8. Time will start when the email is sent to the plant and will stop when the Recall Coordinator receives the returned form.  Both start and stop time will be noted, and documented, by the Recall Coordinator.
9. The Mock Recall must be completed within 2 hours and you must be able to account, by supportable documentation, for <99 % or more than 101% of the component(s) of concern.  Failure to meet these criteria a written corrective action report must be completed to be followed by an unannounced retest within 30 days of corrective action report submission.



MOCK RECALL FORM

THIS IS A MOCK RECALL. IT IS NOT A REAL RECALL.  IT IS ONLY A TEST.

PLANT:              	                    DATE:	   
CONTACT:        	                   START	  
PRODUCT:        	                    STOP
PROD.  DATE:  		
TIME to Complete the Exercise or Recall:     

1. Quantity of product, ingredient, and/or packaging were made or received?  			
2. List the supplier names, locations and lot #’s of the ingredients or packaging:                      Use more paper if necessary. 	
	SUPPLIER’S NAME
	SUPPLIER’S LOCATION
	LOT NUMBERS

	
	
	

	
	
	

	
	
	


	
3. List where the product was sent by name, location and quantity.  Use more paper if needed.	
	NAME
	LOCATION
	QUANTITY

	
	
	

	
	
	



4. Percent of affected component(s) accounted for:  	          %

5. Name of plant’s Recall Coordinator:  
6. Return this completed form to:  			         at email: 

Name:  	     Signature:			                 

YOU HAVE A MAXIMUM OF 2 HOURS TO RETURN THIS FORM
Summary and Review:
Records of all actual Withdrawals or Recalls or Mock Recalls plus all other documentation listed in this program will be maintained. 

The Recall Team shall perform an RCA to determine the root cause of incident that has triggered the withdrawal, mock recall, or recall and shall be summarized and documented during the traceback review with the recall team.

Following the root cause investigation, the company will take appropriate action (s) to prevent recurrences. All preventive measures will be documented.

6.0 Records: 
Recall Records
Mock Recall Records
Traceability Records
Root Cause Investigation Report

7.0 	Document History:
	REVIEWED:
	PROPOSED CHANGE:

	Roland Pilar Dated:12/14/2021

	Removed Dianne Blankenship and added Roland Pilar, Frank Marion recall team.

	
Roland Pilar 03/08/2023
	Section 9.
Changed from 4 hours to 2 hours and for <99 % or more than 100%.
The Mock Recall must be completed within 2 hours and you must be able to account, by supportable documentation, for <99 % or more than 101% of the component(s) of concern.  Failure to meet these criteria a written corrective action report must be completed to be followed by an unannounced retest within 30 days of corrective action report submission.
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