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	AUDIT PREPARATION
	
	
	

	
	YES
	NO
	N/A

	Consult ISO 9001 Audit Plan for audit schedule dates, locations, and area/activities to be audited. (NOTE: The Quality Assurance Office (QAO) for each office or major contract maintains a unique Audit Plan for that location.)
	
	
	

	1. Auditors report any scheduling conflicts (e.g., vacation, TDY) to the Lead Auditor and/or QAO.
	
	
	

	2. If an auditor has not conducted an audit within the last 12 months, inform the Lead Auditor who will retrain the auditor. 
	
	
	

	3. Auditors report any conflicts of interest or potential conflicts to the Lead Auditor.  (NOTE:  Conflicts of interest include, but are not limited to:

· Audting an area/activity for which the auditor has responsibilities for.

· Related to auditee by marriage or birth.

· Personal relationship (e.g., dating).

· Financial relationship (e.g., off-duty business partners).

· Any other potential conflict that could give the appearance of a conflict.

The Lead Auditor/Quality Manager resolve conflicts of interest issues and the QAOs make adjustments to their audit plans, as appropriate.)
	
	
	

	4. Prior to each audit, the Lead Auditor/QAO tasks the auditees to identify the Functional Area Manager (FAM) or OPR for each area and location to be audited.  For example, the LO&SC identifies the individual that the audit team will audit to determine compliance with ISO 9001, 7.5.4: Customer Property.
	
	
	

	5. Auditors assist the Lead Auditor and QAOs  in developing the audit plan for the organization to be audited.  Auditors accomplish the following:

· Contact the auditees and introduce themselves and explain the areas that are to be audited.

· Negotiate the date, time, location, etc. of the audit.

· Discuss any security, safety, and/or environmental issues.  For example, will the auditors be able to get into restricted areas?  Are hard hats required?  

· Discuss any operational constraints that could affect the audit.  

· Stress with the auditee the importance of keeping to the schedule/Audit Plan.
· Reverify who the FAM is for each area to be audited.

· Ensure the auditee has a copy of the ISO 9001 Checklist and any other checklist the auditor will be using.  (NOTE: There are no secrets here!)

· Encourage the auditee to call prior to the audit if there are any questions or if the schedule needs to be changed. (NOTE: Report all schedule changes to the Lead Auditor/QAO.)
	
	
	

	6. The Lead Auditor/QAO completes the updated ISO 9001 Audit Plan after all conflicts have been resolved and forwards the plan to the auditees (e.g. posts to a server), the auditors, the Quality Manager, the Customer (when appropriate), etc.
	
	
	

	7. Review, as appropriate, the following prior to the audit:

· ISO 9001: Quality Management Systems – Requirements 

· SBAR Quality Manual
· SBAR ISO element procedures 

· Work Instruction(s) for process(es) being audited

· Contract Statement(s) of Work (SOW) 

· Regulations, national standards, etc.

· Other written directives, whether internal or external to SBAR, that are relevant to the audit. (NOTE: Auditors contact the auditees and ensure the auditor has access to all relevant WIs, SOWs, etc.)
	
	
	

	
	
	
	

	ETHICS
	
	
	

	
	
	
	

	8. Maintain the self-esteem of the individual.  No cutting or sarcastic remarks.
	
	
	

	9.  Show empathy and understanding.  
	
	
	

	10.  Try not to show shock, dismay, or surprise if the auditee reveals damaging information.  Simply restate the facts as you understand them and communicate an appreciation of openness and honesty.
	
	
	

	11.  Maintain a conscious objectivity toward the subject being evaluated.  Previous practices or personal beliefs can prevent a full understanding of the existing conditions.
	
	
	

	12.  Concentrate on the relevant facts.
	
	
	

	13. Surprises should not be a part of an auditor’s evaluation.  A “gotcha” mentality is unprofessional and damaging to the entire audit process.
	
	
	

	14.  To the maximum extent practical, audit findings and recommendations should be stated in the impersonal tense.  Avoid using names.  For example, instead of writing, “John Smith’s department does not have any records of contract reviews;” state, “There are no records of contract reviews.”
	
	
	

	15.  To the greatest extend practical, the auditor should comply with the customs of the audited facility.  This includes compliance with working hours, mode of dress, observance of lunch periods, etc.
	
	
	

	
	
	
	

	PUTTING THE AUDITEE AT EASE
	
	
	

	
	
	
	

	16. Be sensitive to the anxiety of all auditees.  A little humor at the right time helps.
	
	
	

	17. Avoid the “my way or the highway” mentality and be willing to accept different methods of compliance to a specific requirement.
	
	
	

	18. Arrive at the audit location on time and be prepared to conduct the audit!
	
	
	

	19. If behind schedule, notify the next auditee as soon as possible.  
	
	
	

	20. Be enthusiastic, unbiased, and confident.
	
	
	

	21. Never chide or ridicule.
	
	
	

	22. Maintain good eye contact, head nods and such, as appropriate.
	
	
	

	23. Remind yourself and the auditees that systems are being audited, not individual people.
	
	
	

	24. Remember, audit others as you would like to be audited.
	
	
	

	INTERVIEW/COMMUNICATION TECHNIQUES
	
	
	

	
	
	
	

	25. Take notes throughout the interview/audit.  Explain to the auditee that notes are being taken to ensure an accurate record. 
	
	
	

	26.  “Listen” for both facts and emotions.
	
	
	

	27. Auditors should not formulate new questions when the auditee is responding to the previous questions.  
	
	
	

	28.  Ask open-ended questions.  For example, don’t ask “Do you throw away obsolete drawings?”  The auditee will answer yes; rather ask “Please explain the system for preventing obsolete drawings from being used on the production floor.”
	
	
	

	29.  Ask the auditee to show proof of objective evidence, for example, ask to see the records that demonstrate compliance.
	
	
	

	30.  When appropriate and there is a need to ascertain the auditee’s knowledge, ask questions such as “Where does this come from?” or “Where does this go next?”
	
	
	

	31.  If unsure, don’t hesitate to tell the auditee you don’t understand.
	
	
	

	32.  Depending upon the situation and the personality of the auditee, silence is a classical tool that can be invaluable in drawing information from an auditee.
	
	
	

	33.  Questions should be in a logical, sequential order.  
	
	
	

	34.   Ask several sources how a process works.  For example, a manager, a foreman, and an operator may all think a process works differently.  For processes affecting several departments, ask the same questions in each department.  (NOTE:  Compare your objective evidence with what the procedure or work instructions (WI) requires.) 
	
	
	

	35.   Always ask the operators and “lower-level” personnel how the process really works.  You’ll often get an earful! (NOTE:  Be sensitive how you treat this information.  Verify through the objective evidence.)
	
	
	

	36. Auditors must not be judgmental when asking questions.  Wait until you have all the facts (i.e., reviewed all the records, interviewed other personnel, etc.).
	
	
	

	37. Structure your questions to move from the general to the specific.  (NOTE: A review of the process procedure/WI should have already given you general information; however, that may not always be the case.)
	
	
	

	38. When asking for details, do not belabor the point.  Once you have “objective evidence” of compliance (or noncompliance), move on.  Remember, auditors and auditees have a schedule to keep!
	
	
	

	39. Several clarification techniques can be used to ensure that the information received is clear and complete:

· Use follow-up questions to further explore an auditee’s response.

· Repeat and reword important points.

· Summarize a set of major points to ensure the auditor understands the auditee.
	
	
	

	
	
	
	

	
	
	
	

	UNUSUAL SITUATIONS OR CONFLICTS
	
	
	

	
	
	
	

	40.  If an auditee tries to dominate the interview, rambles on in an irrelevant monologue, and/or repeatedly fails to answer a question, ask questions that require a yes or no response.  Follow-up with, for example, “Do you maintain records that verify compliance, and if so, please show me those records.”    If this fails, immediately report the problem to the auditee’s supervisor and the Lead Auditor for resolution.
	
	
	

	41.  Whenever possible, statistical data, by itself, should not be used as objective evidence.  Obtain validation through other means such as interviews, process forms, etc.
	
	
	

	42.  If someone asks to speak to you “off the record,” inform them that during an audit, there is no such thing as an “off the record” conversation.
	
	
	

	43.  During an audit, sincerely ethical people may indicate an interest in talking to an auditor.  This does not mean these volunteers are necessarily correct in their analysis of a situation.  Do not ignore them; however, seek out objective evidence that either collaborates or refutes their analyses.
	
	
	

	
	
	
	

	KEEPING THE AUDITEE INFORMED, AUDITOR MEETING, & THE DAILY STATUS MEETING 
	
	
	

	(NOTE:  Auditor Meetings and Daily Status Meetings are normally only used when there is a complete audit of the Quality Management System to include all ISO 9001 clauses/elements.)
	
	
	

	44.  Fully discuss your findings and observations with the auditee. There are no secrets and the goal is to correct any problems or potential problems as soon as possible.  
	
	
	

	45.  At the Auditor Meeting, held daily before the Daily Status Meeting, be prepared to discuss your findings and observations with the audit team.  “Crosstalk” between auditors is essential; therefore, when appropriate, offer suggestions as to the areas that need to be stressed during the following day’s audit.  This meeting is also used to resolve any problems associated with the administration of the audit. (NOTE:  An attendance roster is taken and maintained as an audit record.)
	
	
	

	46.  The Daily Status Meeting is used by the Lead Auditor to inform senior management and FAMs of the results of the day’s audit and to resolve any difficulties encountered with administering the audit.  Again, there are no surprises!  (NOTE:  An attendance roster is taken and maintained as an audit record.)
	
	
	

	
	
	
	

	COMPLETING THE AUDIT REPORT
	
	
	

	
	
	
	

	47.  The completed ISO 9001 Checklist, of the processes and ISO elements audited,  is the official audit record.  This record is signed and dated by the auditor and forwarded to the Lead Auditor and/or appropriate QAO for record storage.  Any nonconformances, preventive actions, or process improvements are attached to the Checklist. 
	
	
	

	48.  It is important that nonconformances, preventive actions, and process improvement opportunities be supported by objective evidence. Objective evidence is defined as information that can be proved true, based on facts obtained through observation, measurement, testing, or other means.
	
	
	

	49.  Give the benefit of the doubt to the audited organization.  If there is doubt as to the verifiable facts or the auditor’s recommendation, discuss these concerns with other auditors and the Lead Auditor.  If there is still doubt, do not report the item in the ISO 9001 Checklist.  Remember, objective evidence can be proven true.
	
	
	

	50.  In the Remarks block of the ISO 9001 Checklist, identify any good practices that can be used in other areas of the company.  Also, identify individuals by name that are performing in an exceptional manner.
	
	
	

	51.  The Lead Auditor and QAOs are responsible for informing the remainder of the company of any good practices that the audit team identifies as worthy of adoption.
	
	
	

	
	
	
	

	OPENING MEETING
	
	
	

	(NOTE:  Opening Meetings are normally only used when there is a complete audit of the Quality Management System to include all ISO 9001 clauses/elements.)
	
	
	

	
	
	
	

	52. The Lead Auditor chairs the Opening Meeting, which is attended by senior management, FAMs, supervisors, selected auditees, and the audit team.
	
	
	

	53. The purpose of the Opening Meeting is to:
· Introduce the audit team to senior management, FAMs, etc.
· Review scope and objectives of audit.
· Summarize methods and procedures to be used to conduct the audit.  (NOTE: The audit consists of process review, personnel interviews, review of procedures/WIs, work site visits, and review of quality records.  Systems will be evaluated against the ISO 9001 Checklist, specific contract statements of work, recognized standards, etc.)
· Auditors will keep auditees fully informed of audit team findings.  Additionally, the audit team will meet with senior management and auditees at the end of the day and/or at the Closing Meeting to discuss findings.
· Auditors and auditees alike are asked to promptly inform each other if the schedule needs to be changed.
· Confirm the resources and facilities needed to complete the audit.  As a minimum, the audit team needs a conference room and telephone access.
· Clarify any unclear details to the Audit Plan.
	
	
	

	
	
	
	

	AUDTIOR MEETING
	
	
	

	(NOTE:  Auditor Meetings are normally only used when there is a complete audit of the Quality Management System to include all ISO 9001 clauses/elements.)
	
	
	

	
	
	
	

	54. The Lead Auditor chairs the Auditor Meeting that is attended by all auditors and is intended to:
· Discuss the audit findings.
· Make adjustments to the following day’s Audit Plan (if applicable).
· Identify any potential problem areas for the following day’s audit.
· Prepare to brief senior management and FAMs on the preliminary findings during the upcoming Daily Status/Closing Meeting.
	
	
	

	55. The Lead Auditor should ask each auditor for their findings in the following categories, as applicable:
· ISO 9001 nonconformances and preventive actions.
· Process nonconformances and preventive actions.
· Procedure/WI nonconformances and preventive actions.
· Continual improvement opportunities. 
· Good practices and any exceptional performers.
	
	
	

	
	
	
	

	DAILY STATUS MEETING
	
	
	

	(NOTE:  Daily Status Meetings are normally only used when there is a complete audit of the Quality Management System to include all ISO 9001 clauses/elements.)
	
	
	

	
	
	
	

	56. The Lead Auditor chairs the Closing Meeting that is attended by senior management, auditees, FAMs, and the audit team.
	
	
	

	57. The Lead Auditor briefs the known nonconformances, preventive actions,  recommendations for continual improvement, good practices, and any exceptional performers.  
	
	
	

	58. At this meeting, the following day’s schedule is reviewed and any other issues affecting the following day’s audit are resolved.
	
	
	

	
	
	
	

	CLOSING MEETING
	
	
	

	(NOTE:  Closing Meetings are normally only used when there is a complete audit of the Quality Management System to include all ISO 9001 clauses/elements.)
	
	
	

	
	
	
	

	59.  The Lead Auditor chairs the Closing Meeting that is attended by senior management, auditees, FAMs, and the audit team.
	
	
	

	60.  The Lead Auditor briefs the known nonconformances, preventive actions,  and recommendations for continual improvement, good practices, and any exceptional performers.  If there are still any issues to be resolved, the Lead Auditor explains and gives an estimated completion date as to when these issues will be resolved.
	
	
	

	61.  The Lead Auditor informs the auditees when the ISO 9001 Checklists, along with any nonconformance/preventive action/continual improvement reports will be completed and forwarded to the auditees/FAMs for action. 
	
	
	

	62.  FAMs and auditees are reminded that they have ten working days to return the nonconformance/preventive action/continual improvement reports the audit team/QAO.  (NOTE:  Remind the FAMs and auditees that the auditors are responsible for follow-up on the nonconformances, preventive actions, and continual improvement recommendations.  The Lead Auditor needs to illicit the continuing support of FAMs and auditees until all actions are complete.)
	
	
	

	63.  Remind the FAMs and auditees that the results of the audit will be briefed to the SBAR Quality Steering Committee (QSC) during the next QSC Meeting. (NOTE:  An attendance roster is taken and maintained as an audit record.)
	
	
	

	
	
	
	

	BRIEFING THE QUALITY STEERING COMMITTEE (QSC)
	
	
	

	
	
	
	

	64.  The Lead Auditor arranges with the Quality Manager to brief the QSC on the results of the previous audits.  The briefing includes:
· Each nonconformance and preventive action location.

· Recommendations for continuous improvement.

· Good practices.

· The names of any exceptional performers.
· Problems encountered in the audit.
· Recommendations concerning how to improve the audit process.
(NOTE:  This briefing is documented in the QSC agenda slides that are attached to the QSC meeting minutes.)
	
	
	

	
	
	
	

	NOTES
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