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 4   SPC Objectives and Organization
4.1  SPC Objectives
	
	Yes
	No
	N/A
	Comments

	1. Have stated objectives for the SPC program?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	2. Are SPC objectives communicated to all employees?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3. Do SPC objectives include:
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(i) Increasing knowledge of the process?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(ii) Steering processes in a desired way?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(iii) Variation reduction?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(a) Economic management of processes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(b) Reducing variation around a target?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(c) Transferring variation to a control parameter?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(d) Assessing process behavior?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(e) Assessing process capability?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(f) Identification of assignable causes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(g) Root cause analysis?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(h) Removal of assignable causes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(i) Controlling and/or reducing random cause variation through process design?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	(j) Cause and effect analysis?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4. Does the SPC strategic plan identify individual projects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	5. Are the projects supported by cross-functional teams?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	6. Do project plans show evidence of objectives to minimize current quality conformance techniques with identifica-tion of cause-effect relationships between end product, in-process product and process parameters?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


	Organizational Verification Requirements

To receive credit for 4.1, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented SPC objectives 
	     
	     
	 FORMCHECKBOX 

	     

	Evidence of communication and understanding of SPC objectives by employees
	     
	     
	 FORMCHECKBOX 

	     


Section 4.1 Scoring Summary: Total questions in section applicable: ______ Total questions answered “Yes” : ______ 

4.2 Financial Motive for SPC
	
	Yes
	No
	N/A
	Comments

	1. Collect producer costs such as cost of scrap, screening, rework, equipment repair, downtime, and outages? (a)
	
	
	
	

	2. Collect consumer costs incurred over the life cycle of the product  (e.g., external failure costs)? (b)
	
	
	
	

	3. Estimate the amount of business and jobs lost because dissatisfied customers turn to competitors or refuse to pay a premium for perceived greater quality? (c) 
	
	
	
	

	4. Estimate benefits to other parts of the organization, (such as design and development, marketing, production, installation, and servicing) from the feedback and information that SPC brings? (d) 
	
	
	
	

	5. Quantify benefits to other parts of the organization from faster troubleshooting and greater potential for process or product innovation? (e)
	
	
	
	


	Organizational Verification Requirements

To receive credit for 4.2, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of collection and analysis of quality costs.

Reference the type of costs in the above table.
	
	
	
	

	Evidence of management review and decision making from the quality cost analysis.
	
	
	
	


Section 4.2 Scoring Summary:   Total questions in section applicable: _____  Total questions answered “Yes” : _____
4.3  Relationships
	
	Yes
	No
	N/A
	Comments

	a) Identify cause and effect relationships between final product, in-process product (or process output), and process input parameters?  (4.3.2a)
	
	
	
	

	b) Enable controls to be set up as early in the process as possible? (4.3.2b)
	
	
	
	

	c) Minimize process variation based on knowledge acquired from (a) and on control actions taken in (b) above? (4.3.2c)
	
	
	
	


Part A Verification: Indicate the Percentage Completion of:

	Process

(Indicate Process Name)
	4.3 (a) Evidence of identification of cause and effect  relationships between final product, in-process product (or process output), and process input parameters.


	4.3 (b) Evidence of enabling controls to be set up as early in the process as possible. 
	4.3 (c) Evidence of minimizing process variation based on knowledge acquired from (a) and on control actions taken in (b). 
	Submitted
	On File
	N/A
	Comments

	Critical Process A
	
	
	
	
	
	
	

	Critical Process B
	
	
	
	
	
	
	

	Critical Process C
	
	
	
	
	
	
	

	Critical Process (indicate % for all major processes)
	
	
	
	
	
	
	

	Organization-wide Summary (all processes)
	
	
	
	
	
	
	


Part B Verification
	Quality Assurance Methods
	Percentage of Specifications  using this Quality Assurance Method
	Submitted
	On File
	N/A
	Comments

	1. Quality conformance evaluations and acceptance sampling without feedback to the process (i.e., screening, sorting, and testing).
	
	
	
	
	

	2. Quality conformance evaluations and acceptance sampling with feedback (algorithmic or procedural) to the process.


	
	
	
	
	

	3. Final-product parameter monitoring and control.
	
	
	
	
	

	4. In-process product parameter monitoring and control.


	
	
	
	
	

	5. Process parameter monitoring and control, for those parameters identified as correlating with final-product parameters.


	
	
	
	
	

	TOTAL PERCENTAGE
	
	
	
	
	


Section 4.3 Scoring Summary:   Total questions in section applicable: _____ Total questions answered “Yes” : _____

4.4 SPC Organization
4.4.1 Organizing for SPC Implementation
	
	Yes
	No
	N/A
	Comments

	1. Through projects selected based on specific criteria?
	
	
	
	

	2. Through work on processes linked in a successive stream or product supply chain? (For example, this may be done by choosing a final product parameter and organizing SPC efforts focusing on one set of parameters, then moving to another set successively upstream in the supply chain.)
	
	
	
	


	Organizational Verification Requirements

To receive credit for 4.4.1, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of a prioritized SPC project List.
	
	
	
	

	Evidence of SPC implementation on processes linked in a successive stream or product supply chain
	
	
	
	


4.4.2 Strategic Planning
	
	Yes
	No
	N/A
	Comments

	A documented strategic SPC plan?
	
	
	
	

	Has the plan been updated to reflect current situation?
	
	
	
	

	Does the SPC strategic plan address all the elements in IPC-9191?
	
	
	
	

	Does the SPC strategic plan identify individual projects?
	
	
	
	

	Do cross-functional teams support the projects?
	
	
	
	

	Do project plans show evidence of objectives to minimize current quality conformance techniques with identification of cause and effect relationships between end-product, in-process product and process parameters.
	
	
	
	


	Organizational Verification Requirements

To receive credit for 4.4.2, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	A documented SPC strategic plan
	
	
	
	

	Strategic SPC project list with objectives to minimize current quality conformance techniques with identification of cause and effect relationships between end-product, in-process product, and process parameters.
	
	
	
	


Section 4.4 Scoring Summary:   Total questions in section applicable: _____  Total questions answered “Yes” : ____

5   Conditions for Statistical Process Control

5.1 Management Support
	
	Yes
	No
	N/A
	Comments

	(a) Improve the process based on periodic review of both SPC results and audit reports? (The supplier should ensure that management SPC policy is understood, implemented, and maintained at all levels in the organization.)
	
	
	
	

	(b) Use and improve data to drive decisions about the process?
	
	
	
	

	(c) Support recording of and reaction to process disturbances and/or out of control points without penalty to the source of the report?
	
	
	
	

	(d) Appoint and support SPC coordination responsibility?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 5.1, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of management review of SPC results and audit reports. (5.1a).
	
	
	
	

	Evidence that the organization reviews performance of processes against the SPC objectives in 4.1. (5.1a)
	
	
	
	

	Evidence of an organizational policy or procedure that requires the use of data to drive decisions about the process. (5.1b).
	
	
	
	

	Evidence that the organization supports recording and reaction to process disturbances and/or out of control points without penalty. (5.1c).
	
	
	
	

	Evidence of an organizational coordinator whose role is to plan, implement, and maintain the SPC system. (5.1d).
	
	
	
	


Section 5.1 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : _____

5.2 Understanding of SPC Tools and Methods
	
	Yes
	No
	N/A
	Comments

	(a) Provide awareness in SPC tools and methods for all employees (including management) involved with SPC?
	
	
	
	

	(b) Provide training to make SPC skills appropriate to employees' job functions and to their interaction with the process?
	
	
	
	

	(c) Ensure sufficient expertise is available to understand the  objectives, applications, and risks associated with the statistical and algorithmic control techniques chosen?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 5.2, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of an organizational training program that provides sufficient resources to meet the objectives of 5.2 (a) through (c).
	
	
	
	


Section 5.2 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : _____

5.3 Quality System
	
	Yes
	No
	N/A
	Comments

	ISO 9001
	
	
	
	

	ISO 9002
	
	
	
	

	QS 9000
	
	
	
	

	TL 9000
	
	
	
	

	Other – Specify ____________
	
	
	
	


	
	Yes
	No
	N/A
	Comments

	1. Management responsibility?
	
	
	
	

	2. Quality system?
	
	
	
	

	3. Contract review?
	
	
	
	

	4. Design control?
	
	
	
	

	5. Document and data control? 
	
	
	
	

	6. Purchasing?
	
	
	
	

	7. Customer supplied product?
	
	
	
	

	8. Identification and traceability?
	
	
	
	

	9. Process control?
	
	
	
	

	10. Inspection and testing?
	
	
	
	

	11. Inspection and test equipment?
	
	
	
	

	12. Inspection and test status?
	
	
	
	

	13. Nonconforming product control?
	
	
	
	

	14. Corrective/preventive action?
	
	
	
	

	15. Handling/storage/packaging/delivery?
	
	
	
	

	16. Quality records?
	
	
	
	

	17. Internal quality audits?
	
	
	
	

	18. Training?
	
	
	
	

	19. Servicing?
	
	
	
	

	20. Statistical techniques?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 5.3, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of certification to any of the quality systems shown above.
	
	
	
	

	Evidence a current quality system manual documenting 

1 through 20 in 5.3.
	
	
	
	


Section 5.3 Scoring Summary:   Total questions in section applicable: _____ Total questions answered “Yes” : _____

6   ELEMENTS OF A STATISTICAL PROCESS CONTROL SYSTEM

6.1 Process Documentation and Control Plan
	
	Yes
	No
	N/A
	Comments

	(a) Construct a flow diagram, or other alternative, that identifies:
	
	
	
	

	1. Process inputs and outputs?
	
	
	
	

	2. Process flows?
	
	
	
	

	3. Process measurement points (with feedforward or feedback control loops, if appropriate)?
	
	
	
	

	4. Process return loops (for example, repair, rework, regrinding, reprocessing, purging, or rejections and dropout of transactions)?
	
	
	
	

	5. Process boundaries?
	
	
	
	

	(b) Identify:

· Potential process parameters?

· In-process product parameters?

· Final-product parameters?

(Process parameters sometimes may affect product performance in ways not measurable or observable immediately after the operation occurs.) 

· Which of the following methods are used to identify process/product parameters?
	
	
	
	

	1. Engineering judgment.
	
	
	
	

	2. Controls applied downstream to measure process parameters whose effects are not immediately visible.
	
	
	
	

	3. Conformance testing, repeated periodically when designs or materials change.
	
	
	
	

	4. Functional testing or accelerated testing.
	
	
	
	

	5. A system for timely customer feedback of suitability for use on receipt of the product by the customer.
	
	
	
	

	6. Special process studies or experimentation.
	
	
	
	

	(c) Assess how process and in-process product parameters may affect form, fit, function, and suitability for the customer's use; and how time and conditions of use either may interact with these parameters' effects, or may directly affect final product parameters?
	
	
	
	

	(d) Define expectations for how the three sets of parameters –process, in-process product, and final-product parameters -- may be related, to help identify omissions in the control plan?
	
	
	
	

	(e) Identify what parameters are effective to measure, where, when, how often; identifying how the data should be used; identifying how the data should be retained if applicable; and by what job function's responsibility; and understanding why certain parameters are chosen?  (For example, in automatic control, indirectly and directly controlled variables are distinguished.)
	
	
	
	

	(f) Identify what remaining parameters can only be measured with attribute or count data as the result, or not measured at all, to help rank improvements to the measurement system?
	
	
	
	

	(g) State in an out-of-control action plan what to do about out-of-control signals and/or process disturbances: reaction mechanisms, corrective actions, and responsibilities for action by specific job functions?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.1, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for process owners to document a process flow diagram (6.1a).
	
	
	
	

	Requirements for process owners to document a process control plan (6.1b).
	
	
	
	

	Requirements for process owners to periodically update process control plans (6.1b).
	
	
	
	

	Requirements for process owners to assess how process and in-process product parameters affect form, fit, function, and suitability for the customer's use (6.1c).
	
	
	
	

	Requirements for process owners to define relationships between the three sets of parameters –process, in-process product, and final-product parameters, to help identify omissions in the control plan (6.1d).
	
	
	
	

	Requirements for process owners to identify what parameters are effective to measure. (6.1e).
	
	
	
	

	Requirements for process owners to rank improvements to the measurement system based on those parameters that can only be measured with attribute or count data (6.1f).
	
	
	
	

	Requirements for an out-of-control action plan (6.1g).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.1, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Process control plan for specific product type that includes all of the elements in 6.1b through 6.1g.
	
	
	
	

	Process control plan for any major process that includes all of the elements in 6.1b through 6.1g.
	
	
	
	


Section 6.1 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : _____

6.2 Definition of Process Targets and Limits
	
	Yes
	No
	N/A
	Comments

	(a) Quantify target values and operating limits, or identify them with a qualitative description or other appropriate sensory mechanism, such as a picture, photograph, master sample, reference sample, etc.?
	
	
	
	

	(b) Review target values and/or operating limits, including evaluating their adequacy with respect to both customer needs and an understanding of the process?
	
	
	
	

	(c) Identify problems that affect the setting of targets and limits? (This helps the supplier rank improvements to the customer feedback system or to the system that measures the accelerated life of a product.)
	
	
	
	

	(d) Draw on cross-functional job experiences to set targets and limits, especially those job functions involved in setting or adjusting process control parameters or in responding to process disturbances?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.2, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for setting target values and limits of process and in-process product parameters, and documenting methods used to arrive at them (6.2a) 
	
	
	
	

	Requirements for periodic evaluation of process target values and limits (6.2b).
	
	
	
	

	Requirements for identifying problems that the affect the setting of targets and limits. (6.2c).
	
	
	
	

	Requirements for drawing on cross-functional job experiences to set targets and limits, especially those job functions involved in setting or adjusting process control parameters or in responding to process disturbances (6.2d).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.2, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documentation showing the target values and operating limits for process and/or in-process product parameters (6.2a).
	
	
	
	

	Evidence that the process owner periodically updates target values and operating limits (6.2b).
	
	
	
	

	Evidence that the process owner identifies shortcomings in targets and limits due to insufficient field tracking or other measurement problems (6.2c).
	
	
	
	

	Evidence that the process owner draws on cross-functional job experiences to set targets and limits, especially those job functions involved in setting or adjusting process control parameters or in responding to process disturbances (6.2d).
	
	
	
	


Section 6.2 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : _____

6.3 Measurement System Evaluation and Control
	
	Yes
	No
	N/A
	Comments

	(a) Evaluate the adequacy of their measurement systems? (Including the evaluation of adequacy of the measurement system's uncertainty under the range of conditions within which the system operates.) 

This includes, but is not limited to, 

· Discrimination

· Accuracy

· Repeatability

· Intermediate precision

· Reproducibility

· Linearity

· Stability under the range of conditions that the system operates under.

(This should include using SPC methods such as control charts and time series analyses to evaluate the measurement system; and evaluating test set and test operator differences in bias and precision.)
	
	
	
	

	(b) Establish criteria for acceptable uncertainty in the measurement system?
	
	
	
	

	(c) Periodically audit or verify calibration of measurement system facilities?
	
	
	
	

	(d) Document the conditions requiring periodic verification of calibration?
	
	
	
	

	(e) Maintain historical data of the measurement results taken just before calibration, and analyze the history to adjust calibration intervals?
	
	
	
	

	(f) Adjust calibration intervals; and if appropriate, have procedures to identify when to quarantine or recall product that may severely deviate from target because of a mis-calibrated or un-calibrated instrument?
	
	
	
	

	(g) Supplement the measurement system evaluation with tolerance analyses based on specification data supplied with the measuring system?
	
	
	
	

	(h) Document limitations on measurement system evaluation and control? (Care should be taken to avoid calibrating the measurement system beyond the physical limits of the technology or the equipment, as this can add to the measurement system uncertainty.)
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.3, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for measurement system evaluation, audit, and calibration systems (6.3a and 6.3c)
	
	
	
	

	Criteria for acceptable uncertainty in measurement systems (6.3b).
	
	
	
	

	Requirements for periodic verification of calibration (6.3d).
	
	
	
	

	Requirements for maintaining and analyzing historical data of the measurement results (6.3e).
	
	
	
	

	Requirements for adjusting calibration intervals and procedures for quarantining product when calibration problems occur (6.3f).
	
	
	
	

	Requirements for tolerance analysis of measurement systems (6.3g).
	
	
	
	

	Requirements to identify limitations on the measurement system (6.3h).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.3, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Verify measurement system evaluation, audit, and calibration records for the process (6.3a, 6.3c, and 6.3d)
	
	
	
	

	Verify uncertainty in process/product measurement systems (6.3b).
	
	
	
	

	Verify the availability and analysis of the measurement system historical data (6.3e).
	
	
	
	

	Corrective and containment actions when any calibration problems occur (6.3f).
	
	
	
	

	Verify tolerance analysis of the measurement systems (6.3g).
	
	
	
	

	Identification of measurement system limitations (6.3h).
	
	
	
	


Section 6.3 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : _____

6.4 Documented Work Instructions
	
	Yes
	No
	N/A
	Comments

	(a) Document procedures for production, measurement, inspection, test and maintenance processes?
	
	
	
	

	(b) Document procedures and/or control algorithms for the following:
	
	
	
	

	1. Setting up the process?
	
	
	
	

	2. Operating the process?
	
	
	
	

	3. Monitoring the process?
	
	
	
	

	4. Controlling the process?
	
	
	
	

	5. Detecting deficiencies in process inputs, control variables, and process outputs?
	
	
	
	

	6. Reacting to out-of-control conditions?
	
	
	
	

	7. Troubleshooting process disturbances?
	
	
	
	

	(c) Periodically review work instructions for adequacy and employee understanding?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.4, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for documenting procedures for production, measurement, inspection, test, and maintenance processes (6.4a). 
	
	
	
	

	Requirements for procedures and/or controlled algorithms for items 6.4b-1 through 6.4b-7 (6.4b) 
	
	
	
	

	Requirements to periodically review work instructions for adequacy and employee understanding (6.4c).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.4, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented procedures for production, measurement, inspection, test, and maintenance processes (6.4a). 
	
	
	
	

	Documented procedures and/or controlled algorithms for items 6.4b-1 through 6.4b-7 (6.4b) 
	
	
	
	

	Evidence of review of work instructions for adequacy and employee understanding (6.4c).
	
	
	
	


Section 6.4 Scoring Summary:   Total questions in section applicable: _____ Total questions answered “Yes” : _____

6.5 Employee Training and Involvement in Process Data
	
	Yes
	No
	N/A
	Comments

	(a) Preparing a plan and instructions for data collection?
	
	
	
	

	(b) Having procedures for designing, installing, and testing control systems and instrumentation, and procedures for sampling, collecting, interpreting, and acting on data?
	
	
	
	

	(c) Identifying and acquiring any controls, processes, inspection, or monitoring equipment or software, facilities, resources, and skills that may be needed to obtain the required data for process control?
	
	
	
	

	(d) Updating, as necessary, process control, inspection and testing techniques, including development of new instrumentation or control algorithms that influence data quality and integrity for process control?
	
	
	
	

	(e) Identifying any measurement requirement that exceeds the known state of the art in process control, in enough time for the necessary measurement ability to be developed?
	
	
	
	

	(f) Assessing the inherent capability of the measurement system, and its capability with respect to the system for controlling a particular process?
	
	
	
	

	(g) Setting standards of acceptability and integrity of process data, including those that contain subjective, unobservable, or immeasurable elements?
	
	
	
	

	(h) Identifying, preparing, and retaining process data records?
	
	
	
	

	(i) Improving the integrity, interpretation, and analysis of process data records?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.5, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for employee training and involvement in process data, as defined in 6.5(a) through 6.5(i).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.5, the following must be on file or accompany the completed System Assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of appropriate employee training/involvement in the items called out in 6.5(a) through 6.5(i).
	
	
	
	


Section 6.5 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : _____

6.6 Process Data Recording and Collection
	
	Yes
	No
	N/A
	Comments

	(a) Plan the system to let historical data be used to identify causes potentially assignable in the process?
	
	
	
	

	(b) Document sampling decisions?  This should include, but is not limited to:
	
	
	
	

	1. Basis for sub-grouping.
	
	
	
	

	2. Sample size.
	
	
	
	

	3. Sampling frequency relative to throughput and cycle time, including quantities processed between successive samples.
	
	
	
	

	4. Sampling stratification.
	
	
	
	

	5. Randomization strategies.
	
	
	
	

	6. Sampling location.
	
	
	
	

	7. Sampling responsibilities.
	
	
	
	

	8. Order of measurement, with respect to the order of production.
	
	
	
	

	9. Periodic review of sampling decisions.
	
	
	
	

	(c) Define what summary data should be retained to identify and correlate patterns of variation with assignable causes (particularly those visible only with longer histories, such as seasonal patterns; and establishing and maintaining retention times and retention systems for those summary data?
	
	
	
	

	(d) Periodically audit the record-keeping system, including adherence to sampling decisions?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.6, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for process data collection systems (6.6a).
	
	
	
	

	Documented requirements for sampling procedures (6.6b).
	
	
	
	

	Documented requirements for data retention and analysis procedures (6.6c).
	
	
	
	

	Evidence of an audit plan for process data recording and collection (6.6d).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.6, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of process data collection systems (6.6a).
	
	
	
	

	Evidence of sampling decisions in accordance with 6.6b-1 through 6.6b-9 (6.6b).
	
	
	
	

	Evidence of data retention and analysis of variation patterns for correlation with assignable causes (6.6c).
	
	
	
	

	Record-keeping system audit results (6.6d).
	
	
	
	


Section 6.6 Scoring Summary:   Total questions in section applicable: _____  Total questions answered “Yes” : _____

6.7 Traceability and Production Sequence Identification
	
	Yes
	No
	N/A
	Comments

	(a) Identify as appropriate the sequencing of the product and/or process outputs?
	
	
	
	

	(b) Develop as appropriate the ability of the customer to relate suitability of use to the sequence of production?
	
	
	
	

	(c) Identify as appropriate the source of process inputs, such as the materials, labor, and facilities used to produce a quantity of outputs from the process?  

(This may include maintaining the ability to trace sources of process disturbances and/or conditions or settings of the facilities in use at the time the output was produced, and establishing associated record retention.)
	
	
	
	

	(d) Maintain a system for documenting deviations of practice from this requirement, to help identify assignable causes not currently being monitored?
	
	
	
	

	(e) Maintain a sample or summary data of process outputs, at least until suitability for use can be verified, or for a defined retention period deemed appropriate by the supplier as appropriate?
	
	
	
	

	(f) Require traceability and identification of production sequences in subcontractors' supply streams as appropriate?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.7, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	System in place and implemented to establish and maintain appropriate mechanisms for product traceability and production sequence identification per 6.7a through 6.7f.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.7, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of identification of appropriate sequencing of the product and/or process outputs (a).
	
	
	
	

	Evidence of relating suitability of use to the sequence of production for the customer (e.g., time plots of final product parameters or joint capability studies between customer and supplier) (b).
	
	
	
	

	Evidence of identification of sources of process inputs, such as the materials, labor, and facilities used to produce a quantity of outputs from the process (c). 
	
	
	
	

	Evidence of use of a system for documenting deviations of practice from this requirement, to help identify assignable causes not currently being monitored (d).
	
	
	
	

	Verify retention of summary data of process outputs (e).
	
	
	
	

	Evidence of review of subcontractors’ traceability and identification of production sequences (f).
	
	
	
	


Section 6.7 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : _____

6.8 Subcontractor Performance Evaluation
	
	Yes
	No
	N/A
	Comments

	(a) Evaluate the subcontractor's process performance, ensuring  the subcontractor's process control system satisfies appropriate elements of IPC-9191?
	
	
	
	

	(b) Trace performance measures to specific deliveries of products, services, or transactions?
	
	
	
	

	(c) Evaluate and communicate the subcontractor's control plan and changes in the subcontractor's process to the supplier? (Care should be taken to maintain and update the control plan.)
	
	
	
	

	(d) Determine the subcontractor's process capability?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.8, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Verify documented requirements for evaluation of subcontractor’s process performance and process control system per 6.8a through 6.8d.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.8, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of evaluation of the subcontractor's process performance and process control system (a).
	
	
	
	

	Evidence showing tracing performance measures to specific deliveries of products, services, or transactions (b).
	
	
	
	

	Evidence of verification of a communication process for the subcontractor's control plan and changes to their process (c).
	
	
	
	

	Evidence of determining subcontractor's process capability (d).
	
	
	
	


Section 6.8 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : _____

6.9 Process Input Sequencing
	
	Yes
	No
	N/A
	Comments

	(a) Document when resource inputs are known or suspected to be mixed together in an inseparable way?  

(Knowing what is and isn't in order is important, as a common or apparently random cause at the early stage of a process may turn out to be a special or assignable cause.)
	
	
	
	

	(b) Set up a system to document and review deviations of practice from the established system (to help identify potential sources of repetitive process disturbances and significant process events)?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.9, the following must be on file or accompany the completed system Assessment.
	Submitted
	On File
	N/A
	Comments

	System established and maintained for using inputs to the process, such as materials and/or data (i.e., information transactions or time-stamped information), in the same time order or sequence in which they were produced as appropriate (6.9).
	
	
	
	

	System established to document and review deviations of practice from the established system (6.9a and 6.9b).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.9, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of use of inputs to the process in the same time order in which they were produced (6.9).
	
	
	
	

	Evidence of documenting and reviewing deviations of practice from the established system (6.9a and 6.9b).
	
	
	
	


Section 6.9 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : _____

6.10 Process Logs
	
	Yes
	No
	N/A
	Comments

	(a) Require the recording of significant process disturbances in the sequences that occurred and, where appropriate, associate them with the timing or sequence of process outputs?
	
	
	
	

	(b) Require the recording of operational changes or adjustments to the process (or where appropriate, the magnitude of adjustment to manipulated variables or of in-process parameters), adjustments to the measurement system, or adjustments to the control system, in the sequences that they occurred?
	
	
	
	

	(c) Where appropriate, associate changes to the process with the timing or sequence of process outputs, and with any potential change in final-product parameter(s)?
	
	
	
	

	(d) Use the data from process logs to identify what causes of process disturbances might be minimized, and to evaluate the potential gains from minimizing particular causes of disturbances?
	
	
	
	

	(e) Use the data from process logs to identify and reduce process over-adjustments, defined as compensations for variations in the process that themselves increase the variation in the process?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.10, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for the recording of significant process disturbances, operational changes, or adjustments to the process per 6.10a and 6.10b. 
	
	
	
	

	Requirements for analyzing of process logs per 6.10c through 6.10e.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.10, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of the recording of significant process disturbances in the sequences that they occurred and, where appropriate, associate them with the timing or sequence of process outputs (6.10a).
	
	
	
	

	Evidence of the recording of operational changes or adjustments to the process (or where appropriate, the magnitude of adjustment to manipulated variables or of in-process parameters), adjustments to the measurement system, or adjustments to the control system, in the sequences that they occurred (6.10b).
	
	
	
	

	Evidence of association of changes to the process with the timing or sequence of process outputs, and with any potential change in final-product parameter(s), where appropriate (6.10c).
	
	
	
	

	Evidence of the use of data from process logs to identify what causes of process disturbances might be minimized (6.10d part 1).
	
	
	
	

	Evidence of the evaluation of potential gains from minimizing particular causes of disturbances (6.10d part 2).
	
	
	
	

	Evidence of the use of data from process logs to identify and reduce process over-adjustments (6.10e).
	
	
	
	


Section 6.10 Scoring Summary:   Total questions in section applicable: _____ Total questions answered “Yes” : _____

6.11 Process Reliability 

	
	Yes
	No
	N/A
	Comments

	(a) Define requirements for equipment durability, reliability, maintainability, and availability, and specifying appropriate indices for monitoring failure and repair performance, such as mean time to failure, mean time between failures, and mean time to restoration or repair?
	
	
	
	

	(b) Perform Failure Modes and Effects Analysis (FMEA) and Failure or Fault Analysis (FFA) for equipment, systems, designs, and processes, as appropriate, repeating the analyses as changes are made to them?

These efforts involve
	
	
	
	

	1. Identifying potential failure modes and their effects on the performance of production facilities used in the process, 
such as systems and subassemblies or components.
	
	
	
	

	2. Rating the severity of their effects.
	
	
	
	

	3. Identifying parameters that are significant characteristics and/or reliability-affecting parameters.
	
	
	
	

	4. Rank-ordering potential design and process deficiencies.
	
	
	
	

	5. Helping personnel focus on eliminating product and process concerns, and preventing problems from occurring that repeatedly disturb the process.
	
	
	
	

	(c) Collect reliability data during acceptance testing of equipment, and using those data to develop a reliability baseline, or starting point for process reliability growth through continuous improvement
	
	
	
	

	(d) 

1. Implement an appropriate data collection and feedback system for recording failure and repair performance indices?

2. Analyze that system for root causes of process disturbances and product variation; setting up procedures for acting on the results of analysis?

3. Conduct equipment design review and taking appropriate corrective action?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.11, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Requirements for a process maintenance and reliability system and documented supporting procedures per 6.11a through 6.11d.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.11, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of defined requirements for equipment durability, reliability, maintainability and availability, and specifying appropriate indices for monitoring failure and repair performance (a).
	
	
	
	

	Evidence of FMEA per 6.11b-1 through 6.11b-5, repeating the analyses as changes are made (b).
	
	
	
	

	Evidence of collection and analysis of reliability data during acceptance testing of equipment (c).
	
	
	
	

	1. Evidence of a data collection and feedback system for recording failure and repair performance indices. (d 1.).

2. Evidence of analysis of for root causes of process disturbances and product variation; setting up procedures for acting on the results of analysis. (d 2.).

3. Evidence of equipment design review and taking appropriate corrective action (d 3.).
	
	
	
	


Section 6.11 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : ____

6.12 Process Output Monitoring System
	
	Yes
	No
	N/A
	Comments

	(a) 


1. Track process outputs over time?

2. Note in the process data collection system any significant process disturbances and, if appropriate, process adjustments?
	
	
	
	

	(b) Investigate apparently favorable process output measurements, and, if validated, considering a process adjustment that capitalizes on and captures chance excellence -- a highly favorable process output?
	
	
	
	

	(c) Compare process output with target values, and specification and/or operating limits (the latter sometimes statistically determined)?
	
	
	
	

	(d) Initiate a reaction to any important deviation found?
	
	
	
	

	(e) Analyze histories of process outputs with feedback of the results to those who can effect change?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.12, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for a process monitoring program per 6.12 a-e.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.12, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of charts/logs for monitoring process outputs including recording of process disturbances and or process adjustments (a).
	
	
	
	

	Evidence of investigation of favorable process outputs and associated adjustments to the process (b).
	
	
	
	

	Evidence of comparison of process outputs to process targets and limits. (c).
	
	
	
	

	Evidence of reaction to important deviations (d).
	
	
	
	

	Evidence of analysis of process history and reporting (e). 
	
	
	
	


Section 6.12 Scoring Summary:   Total questions in section applicable: _____ Total questions answered “Yes” : _____

6.13 Process Control System

	
	Yes
	No
	N/A
	Comments

	(a) Make operational the control plan and its supporting systems for data collection and recording, process input sequencing, process monitoring, and process logging?
	
	
	
	

	(b) Define who has responsibility for reacting to out-of-control conditions?
	
	
	
	

	(c) Take corrective or control actions if a parameter is outside its limits of control or if undesirable patterns are detected? Limits of control may be statistical, algorithmic, or model-based.
	
	
	
	

	(d) Define who has responsibility of taking action to prevent nonconforming outputs from reaching the customer?
	
	
	
	

	(e) Analyze historical data on process parameters, in-process product parameters, and final-product parameters, with feedback of the results to those who can effect change?
	
	
	
	

	(f) Use results from this system to review periodically the control plan and its supporting system, and to improve its ability to reduce variation and its suitability to satisfy customer needs?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.13, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for a process control system per 6.13 a-f.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.13, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of an operational control plan and its supporting systems for data collection and recording, process input sequencing, process monitoring, and process logging (a)
	
	
	
	

	Evidence of Out-of-control action plan owners (b)
	
	
	
	

	Evidence of reactions to out-of-control conditions (c)
	
	
	
	

	Evidence of containment of non-conforming outputs (d)
	
	
	
	

	Evidence of analysis of historical process/product data and reporting to management. (e)
	
	
	
	

	Evidence of continuous improvement to the process control system using the results of the system itself. (f)
	
	
	
	


Section 6.13 Scoring Summary:   Total questions in section applicable: _____ Total questions answered “Yes” : _____

6.14 Short-Term Variability Assessment
	
	Yes
	No
	N/A
	Comments

	(a) Examine the process data in the sequence that they were produced to see how they vary over a short time?
	
	
	
	

	(b) Evaluate the distribution of the data and the amount of variation in the data?
	
	
	
	

	(c) Explore the data for patterns of variation within and, as appropriate, between groups in the data (such as those defined by time, shift, setup, operator, batch, material lots, output lots), to help set the best sampling strategy for the process?
	
	
	
	

	(d) Identify relationships between process parameters, in-process product parameters and, where appropriate, final-product parameters, to help choose a process control strategy and to identify assignable causes in the process?
	
	
	
	

	(e) Limit the factors likely to contribute to the process parameter's variation, to isolate the effect of a changed value or level in a single factor (or the few factors) varying in the short term whose short-term variability is of interest?
	
	
	
	

	(f) Assess the variability of new process inputs, such as people, machines, and materials, for example, as preconditions for acceptance?
	
	
	
	

	(g) Conduct systematically designed test runs using small amounts of sample data collected in a short period of time, usually carried out under pre-production or pilot conditions?  

(Such test runs are used to observe process and product parameters' changes and interrelationships, assess machine capability, or isolate the variability of a single factor of production.)
	
	
	
	

	(h) Operate the process under usual production practices and conditions, and with customary adherence to documented operating procedures, to help assess the process's potential variability?
	
	
	
	

	(i) Record assignable causes, including identifying those causes whose elimination is currently limited (e.g., by technology or contractual agreements)?
	
	
	
	

	(j) Record possible factors whose effects are not measured in the data (e.g., because the data were collected in only one shift) or are not currently measurable (e.g., because of technology or contractual agreements)?  

(This is done to help identify potential assignable causes missing from the process data that are routinely collected.)
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.14, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for short term variability assessment per 6.14 a-j.
	
	
	
	

	The following elements should also be assessed to ensure the organization is setting process performance goals and comparing process variability to those goals– reference IPC-9191.
	
	
	
	

	Documented organizational requirement for :

1. Setting parameter capability objectives

2. Identifying specification or Operating limits and target values.

3. Analysis of Parameter Capability. 
	
	
	
	


	Process Verification Requirements

To receive credit for 6.14, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of analysis of process data in the sequence that they were produced (i.e., run chart, control chart, etc.) (a).
	
	
	
	

	Evidence of analysis of the distribution and amount of variation in the data, (i.e., distribution analyses – histogram, curve fitting, normality tests, goodness of fit, etc., amount of variation – standard deviation of range, etc.) (b).
	
	
	
	

	Evidence of analysis of patterns of variation to help set sampling strategies for the process (i.e., multi-variability studies, test runs, multivariate, etc.) (c).
	
	
	
	

	Evidence of analysis of relationships between process parameters, in-process product parameters, and product parameters to help choose a process control strategy and/or identify assignable causes in the process (i.e., DOE, FMEA, cause and effect diagrams, etc.) (d).
	
	
	
	

	Evidence of limiting analysis to the critical few factors that will likely contribute to short-term variability (i.e., model fitting, cause and effect analysis, prioritization of parameters, etc) (e).
	
	
	
	

	Evidence of assessing new process inputs as preconditions for acceptance of changing the process (i.e., new operator certification exam, qualification tests, etc.) (f).
	
	
	
	

	Evidence of conducting systematically designed test runs to observe effects of changes to process and/or product parameters, assess machine capability, or isolate the variability of a single factor of production (g).
	
	
	
	

	Evidence of analysis of process potential by operating the process under usual conditions (h).
	
	
	
	

	Evidence of recording assignable causes of variation 

( i ) (e.g. process log, annotation of control charts, etc).
	
	
	
	

	Evidence of recording of factors not included in the short term variability analysis that may contribute to variation (j) 
	
	
	
	

	Evidence of setting objectives for parameter capability (e.g., Cpk > 1.33, dpmo < 500, etc.) 6.14.1.
	
	
	
	


	In addition the following elements should be assessed to ensure the organization is setting process performance goals and comparing process variability to those goals (reference IPC-9191, paragraphs 6.14.1-6.14.5).
	Submitted
	On File
	N/A
	Comments

	Evidence of characterization of the parameters’ statistical distribution (e.g., normal, folded normal, Weibull, etc) 6.14.2.
	
	
	
	

	Evidence of identification of specification limits, operating limits and target values (e.g., USL, LSL, process target). 6.14.3.
	
	
	
	

	Evidence of determining parameter capability (e.g., calculation of Cp, total dpm, etc.) 6.14.4.
	
	
	
	

	Evidence of analysis of capability (e.g., calculation of Cpk, dpm vs. target dpm, etc.) 6.14.5
	
	
	
	


Section 6.14 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : ____

6.15 Long-Term Variability Assessment
	
	Yes
	No
	N/A
	Comments

	(a) Examine the data in the sequence that they were produced, to see how they vary over a long time when all factors may vary.
	
	
	
	

	(b) Evaluate the distribution of the data and the amount of variation in the data taken over a long time when the process is in a state of statistical control.
	
	
	
	

	(c) Identify patterns of variation within and, as appropriate, between groups observable in the data over a long time period, to help make long-term process improvements requiring capital investments or technological or contractual changes.
	
	
	
	

	(d) Identify relationships between process parameters, in-process product parameters and, where appropriate, final-product parameters, to help choose a process control strategy and to identify assignable causes in the process observable in the long term.
	
	
	
	

	(e) Assess process capability and performance.
	
	
	
	

	(f) Identify causes whose elimination is currently limited (e.g., by technology or contractual agreements).
	
	
	
	

	(g) Identify important factors whose effects are currently unmeasured, or whose operating range is constrained, to help identify potential assignable causes missing from assessment of the process's long-term variability.
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.15, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for long term variability assessment per 6.15 a-g.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.15, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of examination of data in the sequence that they were produced to determine parameter variation under normal conditions (i.e., plots, control chart, cusum chart, etc.) (a).
	
	
	
	

	Evidence of analysis of the distribution and amount of variation in the data over the long term (i.e., distribution analysis – histogram, curve fitting, normality tests, goodness of fit, etc., amount of variation – standard  deviation of range, etc.) (b). 
	
	
	
	

	Evidence of analysis of patterns of variation in the long term to help make long-term process improvement decisions (i.e., capital investments, technology changes, contractual changes, etc.) (c).
	
	
	
	

	Evidence of analysis of long term relationships between process parameters, in-process product parameters, and product parameters to help choose a process control strategy and/or identify assignable causes in the process (i.e., DOE, FMEA, cause and effect diagrams, etc.) (d).
	
	
	
	

	Evidence of analysis of process capability and performance (i.e., Cp, Cpk) (e).
	
	
	
	

	Evidence of identifying assignable causes that can't be eliminated (f).
	
	
	
	

	Evidence of identifying important factors whose effects are currently unmeasured or unrestrained to help identify potential assignable causes missing from an assessment of long term process variability (g).
	
	
	
	


Section 6.15 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : ____

6.16 Communicating the Results of Process Analyses
	
	Yes
	No
	N/A
	Comments

	(a) To those who operate and engineer the process?
	
	
	
	

	(b) To design and development?
	
	
	
	

	(c) To customers?
	
	
	
	

	(d) To internal suppliers or to subcontractors?
	
	
	
	

	(e) To management?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.16, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for communicating the results of process analysis to the stakeholders in  6.16 (a)-(e).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.16, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of reporting the results of process analysis to those who operate and engineer the process (a).
	
	
	
	

	Evidence of reporting the results of process analysis to design and development personnel (b).
	
	
	
	

	Evidence of reporting the results of process analysis to customers (c) .
	
	
	
	

	Evidence of reporting the results of process analysis to internal suppliers or to subcontractors (d).
	
	
	
	

	Evidence of reporting the results of process analysis to management (e).
	
	
	
	


Section 6.16 Scoring Summary:   Total questions in section applicable: ____ Total questions answered “Yes” : ____

6.17 Customer Information System  

	
	Yes
	No
	N/A
	Comments

	(a) Record consistency, suitability for use, and/or durability, either by direct measurement or by an indirect mechanism (for example, competitive benchmarking, surveying, sampling,  testing, or reverse engineering)
	
	
	
	

	(b) Use information from these records to improve the process and/or product.
	
	
	
	

	(c) Document the system of measurement used.
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.17, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for a customer information system per 6.17 (a)- (c) .
	
	
	
	


	Process Verification Requirements

To receive credit for 6.17, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of recording consistency, suitability for use and/or durability of the organizations products and/or services  to the customer (s) (i.e., customer surveys, customer audits, customer complaint system, etc.) (a).
	
	
	
	

	Evidence of using the customer information system to improve the process and/or product (b). 
	
	
	
	

	Evidence of documentation of the customer information system (c) . 
	
	
	
	


Section 6.17 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : ____

6.18 Internal SPC Audits  

	
	Yes
	No
	N/A
	Comments

	(a) A process control plan has been implemented?
	
	
	
	

	(b) Process data are being collected and used as intended?
	
	
	
	

	(c) Process controls are effective?
	
	
	
	

	(d) Corrective or control actions are taken to prevent repetitive process disturbances, and checks are done to make sure the actions taken are effective, as appropriate?
	
	
	
	

	(e) Work instructions exist for every operation, as appropriate?
	
	
	
	

	(f) Work is consistently being done according to documented instructions?
	
	
	
	

	(g) Audit frequency is based on status and importance of the process?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.18, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for an internal SPC audit program per 6.18 (a) – (g) .
	
	
	
	

	Evidence that the internal audit frequency is based on status and importance of the organizations’ processes (g).
	
	
	
	


	Process Verification Requirements

To receive credit for 6.18, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence that the internal audit verifies the process control plan (a).
	
	
	
	

	Evidence that the internal audit verifies process data collection and use (b).
	
	
	
	

	Evidence that the internal audit verifies that process controls are effective (c).
	
	
	
	

	Evidence that the internal audit verifies corrective or control actions are taken to prevent repetitive process disturbances and verifies the effectiveness of those actions (d).
	
	
	
	

	Evidence that the internal audit verifies work instructions for every operation (e).
	
	
	
	

	Evidence that the internal audit verifies work is completed according to work instructions (f).
	
	
	
	

	Evidence that audit frequency is based on status and importance of the process (g).
	
	
	
	

	Evidence that internal audits are conducted by personnel independent of those having direct responsibility for the process being audited (6.18)
	
	
	
	


Section 6.18 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : ____

6.19 SPC Projects and Teams  

	
	Yes
	No
	N/A
	Comments

	SPC implementation goals?
	
	
	
	

	SPC implementation plans or projects?
	
	
	
	

	SPC implementation cross-functional teams?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.19, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirement for chartering and empowering SPC project teams 
	
	
	
	

	List of existing SPC project teams including team missions, team roster, minutes, project reports.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.19, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of the use of SPC project teams including team missions, team roster, minutes, project reports specific to the process.
	
	
	
	


Section 6.19 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : ____

6.20 Process Improvement, Optimization, and Troubleshooting  

	
	Yes
	No
	N/A
	Comments

	(a) Process improvement to reduce random causes, after preventing assignable causes from affecting the process?
	
	
	
	

	(b) Process optimization to prevent assignable causes from affecting the process and to set better process parameter values?
	
	
	
	

	(c) Process troubleshooting and investigation to reduce the effects of special process events and disturbances?
	
	
	
	


	Organizational Verification Requirements

To receive credit for 6.20, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Documented organizational requirements for the use of process improvement, optimization and troubleshooting to achieve the best economic target.  
	
	
	
	

	Evidence of continuous improvement in key process metrics.
	
	
	
	


	Process Verification Requirements

To receive credit for 6.20, the following must be on file or accompany the completed system assessment.
	Submitted
	On File
	N/A
	Comments

	Evidence of reduction in random causes (variation) (i.e., improvement in Cp) (a).
	
	
	
	

	Evidence of the effectiveness of process optimization in preventing assignable causes from affecting the process  (e.g., process control charts in control, no evidence of process patterns as specified in ATT Handbook Runs Tests for special causes (see the tool matrix in IPC-9191, page 25-26) (b).
	
	
	
	

	Evidence of the effectiveness of process troubleshooting in reducing the effects of special process events/disturbances (e.g., process control charts in control, no evidence of process patterns as specified in ATT Handbook Runs Tests for special causes (see the tool matrix in IPC-9191, page 25-26) (c).
	
	
	
	

	Evidence of effectiveness of shifting the parameters average value closer to target (6.20) (e.g. improvement in Cpk)
	
	
	
	


Section 6.20 Scoring Summary:   Total questions in section applicable: ____  Total questions answered “Yes” : ____
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