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1. purpose

1.1. The procedure establishes the process to track and investigate potential non-conformances or risks in the SML Quality Management System. The cornerstone of preventive action and of the risk register is written and retrievable documentation of actions taken and follow-up monitoring to determine that preventive actions have been implemented and documented.

2. SCOPE:

2.1. This procedure is applicable to all organizational units in Standard Meter Lab.

3. DEFINITIONS:

3.1. Preventive Action: Is an action taken to eliminate the cause of a potential non-conformity or other undesirable potential situation. Preventive action is taken to prevent occurrence whereas corrective action is taken to prevent recurrence.  

3.1.1. For Example: If the problem is delayed delivery of calibration reports, the preventive actions may include creating a proper customer perception (during the sales operation) of the realistic time frame for the report delivery, creation of electronic templates for reports, obtaining proper machinery and software for faster processing of tests and their results, or investing in more training such as cross training more employees in the creation of the test report. These changes are system wide and made to improve the entire process.

3.2. Non-Conformance: This is a non-fulfillment of a specified, or implied, requirement of the Quality Management System (QMS) or of a quality work product. Fitness-for-use criteria and evaluations determine the significance of a nonconformance.

3.3. Risk: The possibility of an action or occurrence that could impede the organizations ability to achieve operational objectives.

4. RECORDS:
	Description
	Record
	Location
	Retention

	PAR Status Log (SML-158)

PAR Record Form (SML-159)


Due Diligence Check-
Off sheets (SML-168)

Risk Assessment and Communication Form (SML-163)

Risk Logbook (SML-166)
	Record of PAR Status


Root Cause Investigation & Correction

Record of drift between Calibrations

Documented Risk Possibilities


Record of Risk Status
	PAR Binder
SML Server QMS

PAR Binder
SML Server QMS


Due Diligence Binder


SML Server QMS



SML Server QMS
	2 Years Minimum


2 Years Minimum



2 Years Minimum


2 Years Minimum



2 Years Minimum



5. RESPONSIBILITIES:

5.1. All SML Employees are responsible to:

5.1.1. When a potential nonconformance is identified, the employee who identifies the potential problem or improvement shall bring it to the attention of the SML Management Team. This is done by assigning a log number in the Risk Logbook SML-166 and by filling out the Risk Assessment and Communication form SML-163. The employee is to fill out the date, the risk description, the likelihood of this potential risk occurrence, and the possible severity. They are then required to notify the Quality Assurance of its existence. Together, they determine if the Risk is deemed a Medium to High severity. If so then the Quality Assurance Coordinator will begin a preventive action by assigning a log number, reference SML-158 Preventive Action Status Log.

5.1.2. Assist as necessary in coming up with a proposed solution and its implementation, if assigned by the SML Quality Assurance Coordinator either directly or through the normal hierarchy.

5.2. The Quality Assurance Coordinator (or designee) shall:

5.2.1. Review the description of the potential risks and suggested solutions.

5.2.2. Assign a person who has responsibility for the area the problem is in.

5.2.3. In collaboration with the assignee, determine the corrective actions necessary.

5.2.4. Verify the recommended corrections do not conflict with the requirements of our QMS.

5.2.5. Oversee implementation of those changes. Making mid-course corrections as necessary to assure the problem is completely resolved.

5.3. SML Top Management (or designee) shall:

5.3.1. Determine if the Risk is deemed a Medium to High severity.

5.3.2. If so, begin a preventive action by assigning a log number in SML-158 PAR Logbook

5.3.3. To review all Risks and assign PAR’s if necessary

5.3.4. To be informed about the PAR.

5.3.5. Provide necessary resources for timely resolution.

5.3.6. Track the progress until the PAR is fully resolved, documented and closed.




6. PREVENTIVE ACTION LOG:

6.1. Information related to the PAR is recorded on SML-158 Preventive Action Status Log form as follows:

6.1.1. PAR number (the next numerically sequenced number in the log).

6.1.2. Responsibility (person or functional area where problem lies)

6.1.3. Date opened

6.1.4. Date closed

7. PREVENTIVE ACTION REQUESTS:

7.1. A PAR is generated when proactive steps are required system or process-wide to prevent the occurrence or recurrence of problems which are the result of a weakness in our quality system, insufficient training, customer complaints, subjective wording in our procedures, bottle necks in production due to a lack of available equipment, or other unforeseen circumstances.

7.2. Preventive action requests may be initiated by any employee who identifies the need, or may be the result of a risk register, customer complaint, non-conforming work or internal/external audit.  SML-159 Preventive Action Record Form must contain, at a minimum, the following information:

7.2.1. Assigned PAR log number.

7.2.2. Assigned PAR log number.

7.2.3. Name of the person generating the PAR.

7.2.4. Opening date of request.

7.2.5. Source of the request.

7.2.6. Description of the problem (ie. Potential non-conformance).

7.2.7. Proposed solution.

7.2.8. Assignee, approvals, and comments by the (Quality Assurance Coordinator. 

8. METHOD:

8.1. Preventive action requests are part of a proactive process for risk base thinking as well as improvement rather than a reaction to problems or complaints. Preventive action includes the use of sources of information such as processes and work operations which affect quality, audit results, quality records and complaints to detect, analyze, and eliminate potential causes of non-conformances.

8.2. Preventive action includes the use of measurable quality objectives and requirements, risk registers, validation and review processes, audits and management review, feedback and complaints, and the quality system and the International Organization for Standardization and the International Electrotechnical Commission (ISO/IEC) requirements.

8.3. The laboratory performs function verification, preventive maintenance and due diligence on instrumentation to assure unit is not drifting in between calibrations.

8.4. If a potential nonconformity is identified from any of the above listed sources, a documented investigation is initiated using SML-159 Preventive Action Request Form

8.5. The preventive action process consists of:

8.5.1. Reviewing potential problems.

8.5.2. Deciding the potential cause of the problems.

8.5.3. Deciding the course of action to eliminate the problem from occurring.

8.5.4. Putting the plan into action; and

8.5.5. Then ensuring or verifying the action solved the problem or is effective over time.

9. METHOD:

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

9.1.1. 15 working days for low priority PAR’s.

9.1.2. 8 working days for medium priority PAR’s.

9.1.3. Immediate Action for High priority PAR’s.

9.2. The individual who has been assigned a PAR must respond to the request on or before the specified due date.

9.3. If the response time is exceeded, Quality Assurance contacts the responsible party to determine progress and estimated completion time. 

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