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1. purpose:

1.1. To establish a policy and procedure to designate appropriate athorities for implementing corrective action when non-conforming work or departures from policies and procedures in the quality system or technical operations have been identified. 
2. SCOPE:

2.1.1. [bookmark: _Hlk207789554]Problems with the quality system or with the technical operations of the laboratory may be identified through a variety of activities, such as Control of non-conforming work, internal or external Audits, management reviews, feedback from customers, or staff observations.
3. Definitions:

3.1.1. Corrective Actions: Steps that are taken to eliminate the causes of existing nonconformities in order to prevent recurrence. The corrective action process tries to make sure that existing nonconformities and potentially undesirable situations don’t happen again.

4. 	RECORDS:
	Description
	Record
	Location
	Retention

	CAR Status Log (SML-127)

CAR Request Form (SML-111)
	Record of CAR Status


Root Cause Investigation & Correction
	SML Server Shared Folder 


SML Server Shared Folder


	2 Years Minimum



2 Years Minimum



5. RESPONSIBILITIES:

5.1. [bookmark: _Hlk207789572][bookmark: _Hlk207789617] All SML employees are responsible to:

5.1.1. Identify non-conformance in accordance with (SML-208) Control of Nonconforming Work
5.1.2. If desiginated by management, to assist in root cause analysis 
5.1.3. If desiginated by management, to assist the in the necessary corrections. 

5.2. [bookmark: _Hlk207789690]The SML Management Team or designee is responsible to:

5.2.1. Implement remedial actions to correct the problem.

5.2.2. Perform the root cause analysis.
5.2.3. Determine the corrective actions that will completely resolve the problem(s) 
5.2.4. Implements those changes, making mid course corrections as necessary to assure the problem is completely resolved

5.3. [bookmark: _Hlk207789771]The Quality Assurance Coordinator:

5.3.1. Verifies the recommended corrections do not conflict with the requirements of our QMS

5.3.2. In consultation with the Calibration Laboratory Manager, monitors the root cause corrections and verify those changes are effective.


5.4. SML Top Management is responsible to: 

5.4.1. Keep informed about the CAR.

5.4.2. Review and approve the root cause analysis and corrective actions.

5.4.3. Provide necessary resources for timely resolution.

5.4.4. Track the progress until the CAR fully resolved, documented and closed

6. Corrective action Status log:

6.1. Information relative to the CAR is recorded on the Corrective Action Status Log form as follows:

6.1.1. CAR number

6.1.2. Responsibility (department, individual or discipline the CAR is against)

6.1.3. Date opened

6.1.4. Date closed


7. METHOD
7.1. A CAR is generated when nonconforming work is found which raises a serious concern. See SML-208 Control of Non-Conforming Work for specific criteria.
7.2. Corrective action requests may be initiated by any employee who identifies the need. Or may be the result of a customer complaint, non conforming work or internal/external audit etc.  
7.3. The top portion of the form is filled out down to the investigation section.  The employee shall:

7.3.1. Be assigned a CAR log number from (SML-127) Corrective Action Status Log by Quality Assurance.

7.3.2. Complete the top portion of the (SML-111) Corrective Action Request  Form down to the investigation section.

7.3.3. Provide a description of the violation including objective evidence of the violation and references to the specific article or clause or requirement where the non-conformance lies.
Note: If the nonconformance does not conflict with the our QMS ie. a specific document then a PAR may be in order and not a CAR. CARs are for violations of specific requirements controlling documents, customer requirements etc.
7.3.4. Email the form to the Quality Assurance Coordinator, Calibration Laboratory Manager, and SML Management.
7.3.5. Place a copy into the CAR folder on the shared drive.

7.4. Upon receipt the Calibration Laboratory Manager or designee shall implement any necessary remedial actions to correct the problem at hand.

7.5. Then perform a root cause analysis to determine where the weakness is that allowed the violation to occur. Some possible causes might be:

7.5.1. A employee who requires additional training or refresher training.

7.5.2. An error or missing information on a work order.

7.5.3. Ambiguous instructions on a procedure.


7.6. The Quality Assurance Coordinator together with the Calibration Laboratory Manager put together a root cause correction plan. Verifying compliance with the requirements of SML’s QMS.

7.7. Once approved the Calibration Laboratory Manager implements the plan and then monitors the changes verifying effectiveness. Additional followup and review of effectiveness is done annually during the management review.
  
8. Additional Audits

8.1. If the non-conformances are so broad-based that implementation of quality system is in doubt, or, if the problems pose serious risk to the business, or, if the non-conformances are found repeated after the corrective actions have been in implemented for a reasonable time, SML Calibration Laboratory Manager / Management designee, in consultation with the Quality Assurance Coordinator, performs additional internal audits of the affected areas and reports the findings to the SML Operations Manager, Remedial, corrective actions are again implemented. The process continues until the problems are satisfactorily resolved.
 
9. RESPONSE:

9.1. Unless otherwise specified, the standard response time shall be as follows:

9.1.1. Internal issues, 10 working days

9.1.2. External issues, 5 working days.

9.2. If the response time is exceeded, Quality Assurance contacts the Calibration Laboratory Manager to determine progress and estimated completion time. 

9.3. A request for extension may be granted by Quality Assurance if additional time is required.

9.3.1. All extensions shall be referenced on the relevant (SML-111) Corrective Action Request Form.
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