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1. PURPOSE

1.1. [bookmark: _Hlk207351748]SML shall take immediate action to correct any non-conforming work when it is identified. Such action, when necessary, will include notifying the customer and recall or modification of the test reports; and any recompense to the customer if deemed necessary by SML Top Management. Work is resumed only after SML Top Management has ascertained that the conditions that caused the non-conformance have completely been resolved.

2. SCOPE

2.1. This SOP covers all non-conforming work, which may be identified in various areas such as in our policies and procedures, in the technical operations, in customer complaints, in calibrations, in checking of critical consumables, in staff observations or supervision, in test reports, in internal audits, and in management reviews

3. RESPONSIBILITY

3.1. All SML Employees are responsible to:

3.1.1. Bring any non-conforming work they identify, to the attention of SML Management in a timely manner. This is done by a documented email to SML Management, the Calibration Laboratory Manager, and QA Coordinator. 

3.1.2. All employees can assist in “root cause analysis”, “remedial action”, “corrective action” and “preventative action” as directed by SML Management, either directly or through the normal hierarchy.

3.2. SML Quality Assurance, Management, and Technical Services shall jointly:

3.2.1. Determine the severity, scope and extent of the non-conforming work.

3.2.2. If deemed necessary, assign a log number in (SML-156) Non-Conforming Work Log. Log number convention should follow NC-XXXX.

3.2.3. Investigate and complete the (SML-157) Non-Conforming Work Record Form. 

3.2.4. Inform Top Management of the situation continually;

3.2.5. Designate appropriate resources and competent personnel to perform root cause analysis, and come up with remedial, corrective and preventative actions. The personnel shall be selected excluding those who may be responsible for the non-conformance, and avoiding any conflict of interest.

3.2.6. Inform the customer if and when needed;

3.2.7. Put a hold on, recall, or repeat any work as needed.

3.2.8. Supervise the resolution of the situation in a technically sound, fair, just, and timely manner.
3.2.9. See through the closure of the non-conformance report.


3.3. SML Top Management or appointee is responsible to:

3.3.1. Review the report of the non-conforming work, approve or amend and guide the actions;

3.3.2. Provide resources for the timely resolution of the non-conformance;

3.3.3. Track the resolution
 

4. REQUIREMENTS

4.1. Test equipment that is found during calibration or final inspection not to conform to published specifications is quarantined to prevent inadvertent use during the evaluation period.

4.2. A Concession from the Customer may be granted deviating from manufacturer specifications when the intended usage and safety will not be compromised. In such cases a (SML-119) Limited Calibration sticker shall be applied.

5. DEFINITIONS

5.1. Concession: Permission granted from a customer to release a product that does not conform to specified requirements.

5.2. Non-Conforming Work: Any work done or its results are “Non-Conforming Work” when they are not in conformance to:

5.2.1. SML’s policies and procedures in our Quality Policies Manual or SOP’s.

5.2.2. Published national test standards / acceptance criteria in the Calibration contract.

5.2.3. Customer requirements in the Calibration Contract.

5.3. Certified Reference Material (SRM): Sometimes called a reference standard, an SRM is a material measure, measuring instrument, reference material or system intended to define, realize, conserve, or reproduce a unit or one or more known values of a quantity to serve as a reference.

5.4. Unit Under Test (UUT): This is the unit that is being calibrated and/or repaired.











6. RECORDS

6.1. Non-conformance Records are maintained as follows:
	
	RECORD
	DESCRIPTION
	LOCATION
	RETENTION

	
Non-Conforming Work Log (SML-156)

Non-Conforming Work
Record Form (SML-157)

	.
Record of log numbers 
Dates issued & Closed

Non-Conforming work, investigation/resolution 
	
Shared Drive


Shared Drive
	
Maintained For 2 Years Minimum

Maintained For 2 Years Minimum



7. METHOD

7.1. Any SML employee may identify non-conforming work, as defined in par. 4.2 above. He/she shall immediately bring it to the attention of the SML Manager, QA Coordinator, and Calibration Laboratory manager, going through documented email.

7.2. The SML Manager determines the scope and extent of the problem and designates the appropriate personnel and resources to perform the root cause investigation and analysis, and to come up with recommendations for remedial, corrective and preventative actions. Simultaneously, he keeps the Top Management fully informed about the non-conforming work and incorporates in his actions any guidance they may provide

The SML Manager informs the customer involved about the non-conforming work when necessary.

Example 1: Non-conforming work resulted when a measuring instrument (SRM) used in taking certain readings was found to have gone out of calibration.

	SML Manager or appointee investigation reveals the instrument was indeed out of calibration technically, but it was giving accurate readings, on that day. He confirmed this, when he got it checked and re-calibrated. Because the unit was still in the possession of SML he was also able to repeat the test and found the readings to be un-changed.

In such a situation, neither the readings nor the result have been affected. The SML Manager need not inform the customer about this non-conforming work.

SML Manager or appointee shall, nonetheless, perform the root cause investigation as to why the instrument calibration was allowed to lapse, and to come up with remedial, corrective and preventive actions. He must document them; report them to Top Management, and make them available for review in the internal and external audits.

Example2: The instrument (SRM) in example 1 above is found to be out of tolerance during the calibration, but the errors in the readings do not affect the outcome of the calibration on the customers unit. (e.g. this may be relating to the 4:1 minimum accuracy ratio between the SRM and the UUT) however the calibration was performed as an accredited calibration and the uncertainty of Measurement was affected. 

In this case the SML Manager is obligated to inform the customer, if the data taken earlier is sufficient to recalculate the measurement uncertainties the customer must be provided with a corrected report. If re-calibration is required this must be made available to the customer at no cost.

Just as in the example above, the SML Manager or appointee shall perform the root cause investigation as to why the instrument calibration was allowed to lapse, and to come up with remedial, corrective and preventive actions. They must document them; report them to Top Management, and make them available for review in the internal and external audits.

Example 3: The SRM in example 1 above is found by the external accredited calibration vendor, to give such erroneous readings that the SML calibration results come into question, in part or in whole.

In this case, the SML Manager or appointee is obligated to inform the customer, and cancel the existing test report. He must also recall the unit issuing a RMA in accordance with (SML-307) Return Material Authorization Process. Repeat the entire calibration and issue a fresh, accurate report to the customer. 

Just as in the example above SML Manager or appointee, shall perform the root cause investigation as to why the instrument calibration was allowed to lapse, and to come up with remedial, corrective and preventive actions. He must document them; report them to Top Management, and make them available for review in the internal and external audits.






	
