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 Non-Conformances and Corrective Actions Procedure
1. Purpose
1.1. This procedure defines the details for processing and tracking of Non-Conformances and Corrective Actions (CAs) initiated through internal audits, identified internal nonconformities or external audits.
2. Scope
2.1. Scope of this document applies to non-conformances, corrective actions or continual improvement actions issued to any department within the Conviron organization.
3. References
3.1. ISO 9001:2015 Clause 10.2
4. Definitions

4.1. uniPoint: A software system used by Conviron to record non-conformances, corrective actions, controlled documents, training and to manage measuring and monitoring devices
4.2. Continual Improvement (CI) – Proactive actions taken by department personnel or management to make improvements to a process.
4.3. Corrective Action (CA) - Action taken to eliminate the cause of an existing nonconformity or other undesirable situation.
4.4. Nonconformance/Nonconformity - Non-fulfillment of a requirement of the Quality Management System.  A requirement is a need, expectation, or obligation. It can be stated or implied by an organization, its customers, or other interested parties.
5. Procedure

5.1. Non-Conformances – General Information

5.1.1. Non-conformances (NCs) can consist of two types; minor and major. 


5.1.2. A major non-conformance consists of the following criteria:

5.1.2.1. Client Facing Issues - Plants do not grow or we do not meet specifications

5.1.2.2. Customer complaint

5.1.2.3. Significant Product Failure with Safety Potential/Impact or Performance

5.1.2.4. Significant Financial Impact

5.1.2.5. Not in compliance with applicable standards

5.1.2.6. Repeat of a minor non-conformance

5.1.2.7. Total breakdown of the system within the Quality Management System

5.1.2.8. Significant Vendor/Supplier issues


5.1.3.  A minor non-conformance consists of the following criteria:

5.1.3.1. Non-Client Facing issues

5.1.3.2. Not significant financially (minimum in process $100.00 and $1000.00 for installations)
5.1.3.3. No long-term harm or impact

5.1.3.4. Easily addressed

5.1.3.5. Non fulfillment of an element within the Quality Management System


5.1.4. All non-conformances should be entered into uniPoint and will follow a regimented process that includes 1.) Origination, 2.)Investigation (for major NCs), 3.) Disposition, 4.)Completion and 5.) Closure.

5.1.4.1. All major NCs requires immediate corrective action. Maximum 5 business days to response with plan of action. All minor NCs should be closed within 45 days of origination and owner is process owner. All minor defects and process failure will be recorded on the Hold tag (Document # QF 0006) and reported issue will be corrected before product is shipped to Conviron client.


5.1.5. Communication of non-conformances will be managed within UniPoint via the “ToDo” functionality.


5.1.6. When entering a non-conformance, evidence of the non-conformance is required.  Data collected should include facts such as sales-order numbers, work-order numbers, part numbers, product type, details of issue, pictures, NC cost estimate minimum $100.00 for in process issues and $1000.00 for installations issues etc.  |


5.1.7. If the non-conformance is declared a minor (according to the criteria above), it will be given a priority of “2” in uniPoint.  If declared a minor, the immediate situation should be corrected as soon as possible, a product disposition performed.  Once this is complete, the NC may be closed out.

An investigation is not mandatory for minor non-conformances.


5.1.8. If the non-conformance is declared a major (according to the criteria above), it will be given a priority of “1” in uniPoint.  If declared a major, the immediate situation should be corrected 5 days (plan of action).  With a major non-conformance, an investigation should be performed to identify the root cause of the issue.  Once the investigation is complete, a product disposition should be performed.  Once this is complete, the NC may be closed out.


5.1.9. Corrective actions will be managed as part of Conviron’s non-conformance process within uniPoint.

5.2. Managing Non-Conformances


5.2.1. Originator Responsibilities


5.2.1.1. Ensure the non-conformance is entered into uniPoint as soon as possible to ensure the quickest visibility and attention.

5.2.1.2. Ensure the non-conformance is accurately documented.

5.2.1.3. Attempt to include as many facts as possible about the situation (ex. Sales-order numbers, work-order numbers, part numbers, product type, etc.).

5.2.1.4. Assign the priority (ie.1 for a major NC and 2 for a minor NC).

5.2.1.5. Assign the Manager.

5.2.1.6. Assign the Investigator (or Disposition if declared a minor NC).


5.2.2. Investigator Responsibilities


5.2.2.1. The Investigator must complete the following sections in uniPoint in the Origin/Root Cause section: 1.) Origin, 2.) Origin Ref:, 3.) Cause and 4.) Category.

5.2.2.2. During the investigation, every effort should be made to identify the root cause of the nonconformity 


5.2.3. “Dispositioner” Responsibilities


5.2.3.1. During the investigation, it is important to understand how the immediate situation was handled (ex. Product repaired, replaced, discarded, used as-is, etc.).  The individual assigned to this responsibility should enter this information into uniPoint.


5.2.4. Completion and Closure of Non-Conformances


5.2.4.1. Once the Origination, Investigation (if declared a major NC) and Disposition have been completed, the NC will assume a “Completed” status.  At this point, it will reside in the assigned Manager’s “ToDo” box for closure.


5.2.4.2. The assigned Manager should review the NC for completeness (including the Origin/Root Cause section: 1.) Origin, 2.) Origin Ref:, 3.) Cause and 4.) Category) and then set the NC to “Closed”.  At this point, the NC is considered closed.  No further action is required.


5.2.5. Monitoring Non-Conformances


5.2.5.1. The tracking mechanism of non-conformances is uniPoint, which is maintained by all responsible department management.  The aging and progress of non-conformances is monitored on a regular basis by department management.


5.2.5.2. The Quality Assurance office will monitor non-conformance for trends and completion status.  If a pattern of issues is identified in the monitoring process, these concerns will be forwarded to the appropriate management review group and any subsequent action determined.

5.2.6. Corrective Action Request (CA)

5.2.6.1. Corrective actions are steps taken to eliminate the causes of existing nonconformities or situations.

5.2.6.2. Corrective actions may be handled as part of the non-conformance, but if warranted, a separate corrective action request may be initiated in uniPoint.

5.2.6.3. If a separate corrective action request is initiated in uniPoint, it will follow a process very similar to that of the non-conformance.

Corrective Actions should be closed within 60 days of origination.

5.2.7. Continual Improvement (CI)


5.2.7.1. Continual Improvement projects can be identified based on a number of inputs.  One key input comes from non-conformance trending.  Trends are tracked and communicated to management through Quality Management Review meetings and day-to-day communication.


5.2.7.2. Continuous Improvement projects are managed as per  document 11090 – Continuous Improvement Procedure  within each department (no cross departmental teams are recommended).
5.2.8. NC Process

5.2.8.1. The non-conformance captures an item or event that is deemed to be incorrect or deficient. This determination should be based on some objective evidence such as a drawing or a specification or a procedure or the lack of any of this information. The error occurrence and error correction are recorded as a part of the NC. Basic corrective action to prevent reoccurrence is also often included in the NC. Where that corrective action becomes more complex a CA is created and attached to the NC.
5.2.8.2. Origination: The role of the person that creates the NC has the responsibility to articulate the non-conformance in sufficient detail that somebody without intimate knowledge of the issue will understand what went wrong. The origination also includes what has been done to contain the non-conformance at the time of NC creation and any recommendations for action. Data entry is typically made by one person and each entry is to be preceded by a time stamp.
5.2.8.3. Investigation: This portion of the NC is where root cause is determined and corrective work is captured. The investigator must ensure that the non-conformance has been contained. Further actions need to be determined. Questions need to be answered such as “Why did the non-conformance occur?” and “What needs to be done to prevent reoccurrence?”. If it is considered that no action is to take place, there needs to be an explanation as to how that conclusion was derived. Accomplishments should be updated as they happen to keep the CA up to date.
If action is quick to implement or minor in nature then completing it within the NC is appropriate and is to be documented on the investigation tab. If the action involved is more significant such as a process change then a CA should be created to resolve it. The CA must be attached to the NC and a reference made to the CA in the investigation tab notes. The investigation may be passed between users to accomplish the tasks. Each data entry is preceded by a time stamp. Each user must understand their role in the investigation to know if it is appropriate to conclude the tab or to pass it to another for further work.

5.2.8.4. Disposition: This is the concluding portion of the NC. The decisions made and results of activities are identified in this tab. All aspects of the non-conformance and corrective activities contained within the NC must be complete prior to disposition being completed. Data entry is typically made by one person and each entry is to be preceded by a time stamp. Upon the conclusion of the disposition, the record is passed to the predetermined manager for evaluation and to close the NC.
5.2.8.5. Attachments: Same as with the CA, this is the tab where connections are made between various records such as a CA, document or training. Also attached is external or evidential supportive information such as pictures, reports, etc.
5.2.9. CA Process
5.2.9.1. The corrective-preventive action captures process improvement changes. These changes may be a result of an NC, incident, or some other method of identification. The CA corrective actions are typically more complex and require more effort than what is done within an NC. There is more structure to the corrective action methodology in a CA.
5.2.9.2. Origination: The role of the person that creates the CA has the responsibility to articulate the requirement for corrective action in sufficient detail that somebody without intimate knowledge will understand what is required and why it is required. The origination also includes the source of the requirement and any recommendations for action. Data entry is typically made by one person and each entry is preceded by a time stamp.
5.2.9.3. Investigation: This portion of the CA is where root cause is determined. A standard methodology is encouraged and there should be input from representatives from all affected disciplines. The investigation is complete when there is confidence that the root has been determined. The methodology and determination is contained within the investigation tab. Relevant attachments are also referenced within the tab. Data entry is typically made by one person and each entry is preceded by a time stamp.
5.2.9.4. Action Plan: An action plan is created based on the findings in the investigation. The plan details the corrective measures to be taken to address the requirement identified in the origination. The plan should include milestones so that readers will understand the steps and time frames. Data entry is typically made by one person and each entry is preceded by a time stamp.
5.2.9.5. Implementation: This portion of the CA is where the planned corrective work is captured. Accomplishments should be updated as they happen to keep the CA up to date. The investigation may be passed between users to accomplish the tasks. Each data entry is preceded by a time stamp. Each user must understand their role in the implementation to know if it is appropriate to conclude the tab or to pass it to another for further work.
5.2.9.6. Verification: This tab captures the users self-check to make sure that the implementation is effective. The self-check needs to be detailed within the tab, so effectiveness can be evaluated by the predetermined manager. Upon the conclusion of the disposition, the record is passed to that manager for evaluation and conclusion.
5.2.9.7. Attachments: Same as with the NC, this is the tab where connections are made between various records such as a CA, document or training. Also attached is external or evidential supportive information such as pictures, reports, etc.
6. Revision History 
	Revision Number   
	Notes    

	00    
	New Procedure  

	01
	Added uniPoint flow chart, formally 10011   

	02
	Removed uniPoint flow chart, formally 10011

Added 5.2.9 NC Process

Added 5.2.10 CPA Process

Added Attachment 1: NC and CPA Process Examples    

	03
	Removed Preventive Action
Removed attachments

	04
	Revised section 5.1.2, 5.1.4, 5.1.7, 5.1.8 and 5.2.7

	05
	Section 5.1.3.2 and 5.1.6 was updated with minimum cost estimate for in process and installation issues.

	06
	Replaced CPA with CA. Added on section 5.2.42 - (including the Origin/Root Cause section: 1.) Origin, 2.) Origin Ref:, 3.) Cause and 4.) Category)
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