

	
	[image: ]
	Page 1 of 7

	Standard Operating Procedures
	SOP No. QM 022

	Corrective Action Preventive Action
	DATE OF ISSUE: 

	
	SUPERSEDES: New



OBJECTIVE:  

This procedure describes the Corrective Action/Preventive Action (CAPA) process to be followed to correct system deficiencies. Deficiencies are also referred to as Non-Conformities (NC). NCs are identified during audits and during monitoring and verification activities. They can also be identified when addressing customer complaints and when initiating product recall/withdrawal activities.

PURPOSE:  

The purpose of this procedure is

· To ensure that immediate actions are taken if product safety or quality is compromised;
· To ensure that non-conformities are addressed systematically within an appropriate timeframe; 
· To ensure that the root cause(s) of identified non-conformities is determined and documented.

SCOPE:    

This procedure applies to all management employees at the [Enter Company Name] site. 

Training: 

All management employees involved in the execution of the SQF program will receive training on this procedure. Specifically, employees will be trained on:
· Root Cause Analysis (RCA) techniques
· Corrective Preventive/Action Procedures
· CAPA reporting

RESPONSIBILITY:
The SQF Practitioner/Quality Assurance Manager initiates the CAPA process and opens Corrective Action/Preventive Action Reports - CAPA (FM 005).

Trained management employees review the CAPA report for completeness and perform a root cause analysis (RCA). The result of the RCA is documented.

The President/Senior site manager verifies, by signing, that CAPA reports are complete: non-conformity is defined, immediate corrections taken (when applicable), root cause of NC is documented, corrective and preventive action plan is implemented and documented.

PROCEDURE:

Corrective/Preventive Action Reports are initiated when:
	
· Non-conformities are reported following an internal or external food safety audit;
· Process monitoring identifies non-compliance trends that must be corrected;
· Customer complaints are received and identify significant food safety/Quality issues;
· The company experiences a recall or a market withdrawal or receive a warning letter from a regulatory agency;
· Mock recall exercises identify gaps in the process that must be corrected.

The SQF Practitioner will assign a sequential number to the CAPA report and ensure that all report fields are populated. 

· Problem Identification: 
· Source of the incident 
· Trend reporting if applicable
· Evidence of food safety contamination (include a description, attach lab reports)

· Evaluation and review: 
· What happened?
· When did the contamination occur (list product lot codes, dates of customer complaints)?
· Product (SKU)
· Process/Line#
· Potential Hazard to consumer?
· Immediate corrective action needed?
· Does product need to be recalled? (Refer to QM 025 Product Withdrawal and Recall)
· Does product need to be held? (Refer to QM 018 Non-Conforming Product)

· Investigate, validate and document the root cause: 
· Team members investigate and identify the cause(s) of the problem by performing a root cause analysis (RCA). 
· Examples of Root Cause Analysis tools:  
· 5-why methodology
· Fishbone methodology (Ishikawa diagram)
· Cause and Effect Mapping
· Failure Mode and Effects Analysis (FMEA) 
· Validate the root cause and ensure that controls may be applied to correct the issue.
· Confirm production dates and times. 
· Last acceptable run (date/time).
· Supplier Issue? Are ingredients and raw materials meeting specifications?
· Were the immediate corrective actions effective (should more product/lot #s be held?) 

· Develop the Corrective Action Plan: 
· Establish process, monitoring methods and records.
· Allocate resources and request capital (if applicable).
· If process is complex, develop procedure and train team members.
· Indicate start and end date of corrective action plan.
· Communicate the plan to stakeholders.
· Validate the plan 
· Is the problem solved?
· Are secondary conditions (if any) corrected?
· Are controls in place to prevent recurrence?
· Monitoring is in place 
· No adverse effects

· The SQF Practitioner will verify the timely execution and effectiveness of the corrective action plan as per the below:

· Root cause analysis is documented, and root cause validated.
· Outcome of the Corrective Action Plan is documented and justified.
· Records are on file and back-up documentation is available.
· Verification activities are documented and show that corrective actions are effective.  
· Corrective Action Report is closed; Records are signed and filed/stored in a secure location for 2 years.  

VERIFICATION:

The CAPA process is verified during internal audits (See QM 023)

REFERENCE DOCUMENTS

This document complies with the requirements of SQF Code, Food Manufacturing, Section 2.5.3 

FM 005 CAPA Record (includes root cause analysis records)
FM 005-1 CAPA Log
FM 022 Training Record
Internal Audit Reports (See FM 012) 
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DEFINITIONS:

QMS = Quality Management System
 
Non-Conformity (NC) = non-fulfillment of a product safety, legal, quality requirement or specified system requirement.

Minor Non-Conformity = A lack or deficiency in the QMS system that produces unsatisfactory conditions which, if not addressed, will lead to a risk to Food Safety and Quality. 

Note: No immediate threat to product safety or quality.
An isolated, witnessed incident of failure to comply with a procedure or QMS requirement.
A minor problem that warrants attention.

Major Non-Conformity = A lack or deficiency in the QMS system that produces unsatisfactory conditions that carry a Food Safety and Quality risk and is likely to result in a system breakdown. 

Note: No immediate threat to product safety or quality.
A significant non-conformity against the requirements of the standard.
A failure of a complete system.
A significant quantity of minor non-conformities.
Lack of existence of a standard or contract requirement.

Critical Non-conformity = A breakdown of controls or other process step that could likely cause a significant health risk where product safety is compromised and will likely result in a Class 1 or Class 2 Recall if effective Corrective Action is not taken. Falsification of records related to food safety controls and QMS system.

Root Cause Analysis = The process used to identify the root cause of a non-conformity.
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