[image: image1.png]



Internal Audit Checklist and Data Collection Form

Use of this document is limited to internal, single facility training and assessment

(2003, 2004, 2005 Source4Quality, Inc., PO Box 501, Morgantown, PA 19543    610-913-7081   FAX 775-254-8096

Rev Feb 25, 2005


This checklist is intended to be a baseline tool that the auditor should modify and augment as necessary.

Audit Nr.
Auditor:
Date:

Audit Subject: 

Background:. 

Core Checklist 

PART I – Preparing for the Audit -  
An internal quality system audit begins when you receive the audit assignment. You must have a solid understanding of what "should be", of the planned arrangements put in place by the process owners to control or otherwise influence the outcome of the processes under audit and of the performance history of the process. Otherwise your frame of reference is restricted and the value-added aspect of your audit will be limited.

Do not bypass or rush through this part because the existence of any fundamental or systemic problems and shortcomings are often uncovered here. 

A. Establish the Baseline for the process(es) under audit 
1) The Audit Leader will identify the scope of the audit. You must identify all the processes within the scope of the audit whose performance and/or output is important for quality. This apples to all processes, whether or not they are documented. Do this by:

· inquiry of management and/or process owners, 

· Tell me about your established practices for handling……….. ….? 

· and/or by examination of the quality manual, documented procedures, forms or other related documents. 

Note. All documented procedures are documents, but not all documents are "documented procedures". "Documented procedures" are documents that describe what to do, when to do it, who does it and, to the extent necessary, how to do it. ISO9000-1994 required documented procedures for all elements - 4.1 thru 4.20.  The new standard, ISO9001-2000, mandates them only for Document Control, Control of Quality Records, Internal Audit, Control of Nonconformity, Corrective Action and Preventive Action.

However, the new standard also requires that all processes that have an effect on quality be identified and managed (i.e. controlled) to the extent needed to ensure the required quality is achieved.  More often than not, the only way to make this identification is in some form of document. If not in a documented procedure, then perhaps in the quality manual itself,  a specification, a drawing, a job description, etc.

2) For each process under audit, identify the "Process Owner" (e.g., the individual/function who defines or approves the process methods and controls), the "Operator" (those required to perform the process),the "Customer"( normally the person/function that receives the principle output of the process ), existing documents, forms  or class of documents and, where appropriate, the current rev status of each.

Process *     
          Process Owner
         Process

      Operator(s)
      Process   

     Customer
     Procedure/Doc #/Form #

(if none, so state)
         Current   

        Rev




































 * Of these processes, identify any that are outsourced.

· Which of these processes or parts of them are subcontracted (i.e., performed by personnel/firms outside the organization?)

B. What changed? 

1. Identify any substantive changes to requirements,  practices or personnel performing this process since the last audit? (e.g., Look for Rev level changes, interview process owners, manager, supervisor, HR, etc). If so, focus on the changed requirements/practices and new/newly assigned personnel during your audit. 

NOTE: Unless the number of new/newly reassigned personnel is large, they should all be covered by your audit. However, do not limit your audit inquiry just to the new people.

Any Changes In?


Rev Levels       FORMCHECKBOX 
YES     FORMCHECKBOX 
NO             Requirements  FORMCHECKBOX 
YES     FORMCHECKBOX 
NO

Practices          FORMCHECKBOX 
YES     FORMCHECKBOX 
NO             Personnel        FORMCHECKBOX 
YES     FORMCHECKBOX 
NO
C. Review the audit and performance history - 
1. Review readily available operations history and records e.g, performance trends, related CARs/PAR’s, etc. and the results of previous internal and third party audits of the process(es) under audit.            Done  FORMCHECKBOX 

2. Determine the extent to which any corrective/preventive/remedial actions stemming from regular operations , prior audits, customer requests/demands, etc. remain open.  As part of this audit, you will verify that they were implemented and were effective. See the Corrective/Preventive Action section of this checklist.                                                                                           Open CA/PA?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

3. Also, adjust the focus of your audit inquiry to include any areas that were reported as Observations or Opportunities for Improvement during prior audits.

Observations/Opportunties?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO 

D. Desk Audit

1) Verify that the mandated documented procedure for the process(es) addresses each of the applicable ISO9001 requirements. Use a separate checklist. Record (and attach) the results. (4.2.1) 

 FORMCHECKBOX 
 Verified        FORMCHECKBOX 
Exceptions

E. Review the documents- This applies, as applicable, to all documents that are in use for the process(es) under audit and not just those mandated by the requirements. Remember, the new ISO9001-2000 version does not mandate documented procedures for every process so you may not find that all the process controls in use readily identified in documents. Among other things, this document review will help you identify any control methods you will need to focus on when you "hit the floor".   

1) To the extent that documented procedures or other documents are available for each of the documented processes under audit,  check:

a) Is their application clearly identified e.g., when/under what circumstances is it performed, what triggers it (input), who/what function performs, etc.?      FORMCHECKBOX 

Exceptions:

b) Is the criteria and method of operation and control of all processes under audit, including any outsourced processes, identified?  (e.g., through appropriate controls on People, Methods, Materials, Machinery/Equipment and Environment.) (4.1)     FORMCHECKBOX 

· Who/what function is responsible for determining how these processes are to be implemented and controlled? 

· Where is that responsibility documented? 

· How do you control this process?

· How do you know that? Where is it written?

Exceptions:

d) Is the method of monitoring, measuring or analyzing the process(es) under audit identified?  (4.1, 8.2.3)     FORMCHECKBOX 

· How do you know it works? 

Exceptions

e) Verify that the specific quality records mandated by the standard for the process(es) under audit are identified - either in the manual, the procedures or elsewhere? (4.2.1. 4.2.4)  

 FORMCHECKBOX 
Verified   FORMCHECKBOX 
Exceptions

Note: Records are required by the ISO9001-2000 standard even in instances where the standard does not also require documented procedures. Where documented procedures are not in use, the requirement for the mandatory records must be documented in the system by some other appropriate method.

f) Verify that the retention time of those records is identified (4.2.4)

 FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions

g) Is there evidence that the documents have been approved for adequacy (4.2.3) including review and/or approval by the Process Owner?

 FORMCHECKBOX 
Verified      FORMCHECKBOX 
Exceptions

F. Understand the process 

1. The Flow. Understand the flow of the process(es) under audit. Be able to identify the Inputs and where/from whom they come, the Output and where/to whom it goes, the steps taken to transform the Input into the Output, the controls used and the verification methods employed. (If flowcharts do not already exist, consider drafting them. They can be of great value in helping you visualize and understand the process. If there are no documented procedures covering the process(es) under audit, the Process Owner(s) should be interviewed in advance to  establish a factual process baseline. )










Flow chart(s) attached   FORMCHECKBOX 
 

Note: Where, in the absence of formal process flow charts, the auditor prepares his/her own flow charts, they should be reviewed with the Process Owner(s) in advance to ensure they correctly  represent how the process is performed/controlled and give the Process Owner an opportunity to correct any misconceptions on the auditor's part. This coordination also has the effect of putting these ad hoc flowcharts "In play" as an auditable part of the system even if only as an agreed-upon reference. 

2. The Good If the scope of this audit includes verification of process effectiveness, identify the "Good" of the process, i.e, the purpose or intended outcome of performing the process(es) properly. It answers the questions “Why are we doing this?”, "What do we want the output or outcome of this process or activity to be? “What results will we see/what will it look like if it is done correctly?" “What are we trying to prevent by doing this?”  The answers will form the basis on which you will determine the effectiveness of the process. Often, the "Good" is spelled out in the documentation itself. (It should be clearly identified under ISO9001-2000 systems – 

see para 4.1c of the standard ) If it isn’t, ask the Process Owner. (That’s one way to make it an auditable “requirement”.

The Process
The Good



















2. Identify the standards, measures or measurable objectives, if any, the Process Owner(s) and/or management employs to determine whether or not the Good is being effectively realized.

· "How do you know if the process works as intended, i.e. what do you look for?"

The Process
The Measures



















G. Objective Evidence    
1. From the documents, flowcharts, etc. identify particular quality records, (e.g., completed forms) the portions of the process(es) you want to observe, the people you want to interview, and any other specific objective evidence you want to examine as part of the audit. Add them to the applicable section(s) of the particular process checklist (Consult and follow organization policy regarding the inclusion of  personnel names in  audit records and/or reports.)    Done  FORMCHECKBOX 

2. Since auditing is a sampling process, determine how many records you will want to examine, how many processes you want to observe and how many people you want to interview to provide you with sufficient confidence to draw conclusions based upon the sample. Done  FORMCHECKBOX 

You should now be ready to prepare your own audit checklist. Part 2, below, provides you with a guide for the subject matter of this audit. While you can use it as -is, for maximum  value you need to "make it your own" by modifying and augmenting it to fit your particular application and system. 

PART 2 - Conducting the Audit - Verifying compliance with planned arrangements and the suitability   and effectiveness of the system's controls. 

A. Managers/Supervisors 

1. Verify by examination of documents and inquiry that the management/supervisory personnel  responsible for management and oversight of the processes are identified and that they understand the key requirements and essential elements of the process(es), his/her responsibilities for it and who is responsible for performance.  (5.5.1 )  FORMCHECKBOX 
 Verified        FORMCHECKBOX 
Exceptions

· “Tell me about the _____________ process and how it is done.”

· “Who does it?”

· “What is your involvement with it?”

· "Where is that written? Show me."

2. Verify by inquiry of management/supervisory personnel, examination of records where applicable and observation, if practicable, that resources are determined and provided as needed (6.1 and 5.4.2.)

 FORMCHECKBOX 
 Verified        FORMCHECKBOX 
Exceptions

· "Who determines what resources are required to do this job and how do they/you do it?"

· “What resources are needed to do the job and how do the people get them?”

3. Verify through inquiry of management/supervisory personnel that the system of qualification and training for these processes is determined and that the methods of determining training effectiveness are established.  (6.2.1, 6.2.2)       FORMCHECKBOX 
 Verified        FORMCHECKBOX 
Exceptions

· What type of qualifications or training do you believe a person needs to be able to do this job?
· Who does the training?
· How do you know it was done?
· How do you know that it was effective?
B. Personnel Qualifications and Training   

1. Identify personnel (a representative sample) who perform the process(es) and verify from records that 

a. job qualifications were established and recorded, 

b. training needs were determined, 

c. training was given (if required) and recorded and 

d. its effectiveness was determined and recorded. 

Note: This step may not be necessary if a separate audit of qualifications and training is conducted. 

Person*
 a
b
c
d


 Y/N/NA
 Y/N/NA
 Y/N/NA
 Y/N/NA





































¤ Follow  your firm’s policy regarding the inclusion of personnel names in audit records and/or reports.

C. Operators  - 
1. General Overview - Verify by inquiry and, where practicable, by observation that personnel responsible for performing these activities (i.e. operators) understand the process and their responsibilities. .  ( 6.2.1, 6.2.2)
 

· Please give me a bird’s eye view of your job as it relates to this process
· Please show me how you do it.

 FORMCHECKBOX 
Verified    FORMCHECKBOX 
 Exceptions

2. From the operator's perspective, determine and identify which elements or activities are the most critical or important.

i. _______________________________________________________________

ii. _______________________________________________________________

· In you opinion, which of those activities are the most critical from a quality standpoint? 

· Why is that?
D. Documents - 
1. Verify that the operators are aware of any applicable documented procedures or other documents. (4.2.1)     

· How do you know to do it that way? 

· What documents, instructions, etc. do you have or use that tell you what to do or how to do it? 
· Show them to me.
 FORMCHECKBOX 
Verified    FORMCHECKBOX 
 Exceptions

2. Verify by examination and observation that all controlled documents (including external documents involved in the process, namely standards, customer documents, and statutory/regulatory documents) bear proper identification and revision status and are legible (4.2.3 c, d & f)   Test the distribution system to verify documents are available and retrievable. (4.2.3 e) 

Current Rev in Use   FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exception

Readily available    FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exception

Legible  FORMCHECKBOX 
Verified    FORMCHECKBOX 
 Exceptions

3. Verify that the operators know how to check if they have the correct version of applicable documents and that the method is effective  (4.2.3)  FORMCHECKBOX 
Verified    FORMCHECKBOX 
 Exceptions

· How can you tell if these documents/instructions are the correct or latest revs? 

· Show me how you find out about revisions? 

4. Verify by examination that obsolete documents are not in use at the workstation. (Other than those retained for historical purposes and suitably marked.). (4.2.3)  FORMCHECKBOX 
Verified    FORMCHECKBOX 
 Exceptions

· Show me where you keep the outdated or obsolete procedures or documents.

· How do you identify outdated or obsolete documents you retain for historical reference? Show me.

5. Verify by examination of the documents for evidence that uncontrolled/unapproved changes are being made (e.g. pen and ink changes, "red lines", etc.) ( 4.2.3)     FORMCHECKBOX 
No Evidence

E. Inputs  
1. Verify that operators receive inputs that are identified, accurate and complete and, where necessary, know their acceptance status. ( 6.4, 7.5.1, 7.5.3)             FORMCHECKBOX 
  Verified   FORMCHECKBOX 
 Exceptions

· What is the Input of your job? What do you need to get started?

· From where or from whom does it come (Customer/Supplier interfaces)? 

· How can you tell what it is?

· How do you know it is OK to use?

· What do you have to do before it's OK to use?

· If the inputs are material, how often is it incorrect, incomplete, nonconforming?

· If the input is information, how accurate and reliable is it? 

F. In-Process

1. Verify by inquiry, observation and, when practical, examination of records that the process is performed in accordance with the applicable documented procedures or other applicable documents. ( 2000 - 4.2.1) 

 FORMCHECKBOX 
Verified   FORMCHECKBOX 
 Exceptions 

a. Determine the extent to which problems with instructions may exist.

· What do you do in the event there is an error or problem with the instructions?  

· How frequently do you find such errors? 

· How often do you find it necessary to look to your supervisor or the process owner to clarify instructions or fix problems?
2. To the extent that operators are performing activity not covered by detailed procedures or other documents, (e.g., “training” or “established practice” verify by observation and/or inquiry the existence and effectiveness of other controls. (2000 - 4.1, 6.3, 6.4)     FORMCHECKBOX 
Verified   FORMCHECKBOX 
 Exceptions

· Is it important for quality to do it that way?

· Is everyone supposed to do it the same way?

· How do you know to do it that way?

· What circumstances occur that cause you to do it differently than the way you described it? 

· Is it done this way all the time? 

· If there are others doing this same process, how do they do it differently, if at all?
a. Verify by observation - when practical - that activities not covered by documented procedures or other controlling documents are universally & consistently followed by others performing the same function. 

(2000 - 4.1, 6.4)                      FORMCHECKBOX 
Verified   FORMCHECKBOX 
 Exceptions

3. Based on your examination, observation and inquiry, what additional controls (e.g., documents ) may be appropriate to control the process. (4.1, 6.4, 7.5.1 )

 Additional docs needed 
 FORMCHECKBOX 
NO  FORMCHECKBOX 
YES Explain 

G. Final Process Methods

1. Verify that outputs are verified and authorized for release to the next step. (4.1, 8.2.4)

 FORMCHECKBOX 
Verified  FORMCHECKBOX 
 Exceptions

Authorized for release    FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

· What is the Output of your job? 

· Who gets it? Who are your "Customers"?

· What constitutes a successful completion of your job? 

· Do you sign off? Is higher approval required?

· What records do you create and/or keep? Show me
· How does your (internal) customer know what they are getting and how do they know it's OK?

3. Records

a. Verify that personnel responsible for retaining records are familiar with their responsibilities as defined in the records control procedure(s). (5.5.1)    FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions

How are you required to maintain these records? For how long?

What do you do when the retention period has ended?  

How do you know that?

b. Verify that records you examined during the audit were suitably protected and note any signs of record deterioration, damage or loss due to inadequate storage. (4.2.4)  FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions

c. Verify that the records you examined were retained for the required period as required by procedures and/or customer requirements. (4.2.4)  FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions

d. Verify that records are disposed of in a timely manner (4.2.4)  FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions

e. Were the records adequate in terms of providing the necessary information? (4.2.4) 

 FORMCHECKBOX 
YES  FORMCHECKBOX 
NO * 

*Explain

H. Policy, Objectives and Communication


Auditee *


11
2
3
4
5

Verify auditees are aware of quality policy & company/departmental objectives. (5.3, 5.4.1, 5.5.3)

· Tell me what the quality policy means to you and what company-wide or departmental objectives have been established by the boss.

· For your department or function, what measurable quality related objectives (metrics) are in place?






Verify that data on performance to appropriate objectives is available to auditees and that auditees are aware of the results.  (5.5.3, 8.4)                                                                                                      

· How well have you performed against those objectives in the past year? 
· Please show me how you know.







Verify auditees can identify the Management Rep  (5.5.2)






Verify auditees are aware of the importance of meeting customer and other requirements ( 5.1, 5.5.2, 5.5.3)

· How important is it that all requirements be met? Are some more important than others? Give me an example.

· What typically happens when they are not met?







Verify auditees are aware of the relevance &/ or importance of their activities and how they contribute to realization of the quality policy and objectives. ( 6.2.2) 

· How does the way you perform your job have an impact on the organization's ability to met the objectives and fulfill the policy?






· Auditee (Observe organization rules regarding including personnel names in audit records)

I. Effectiveness and improvement

1. Using the measures you established during the Audit Prep step, verify that the practices are effective at achieving the desired results. (The “Good”) (14.1, 8.2.2)

Verified  FORMCHECKBOX 
YES    FORMCHECKBOX 
NO

2. Verify by inquiry that auditees know how to measure their own effectiveness. (2000 - 8.2.3)

Verified  FORMCHECKBOX 
YES    FORMCHECKBOX 
NO

· How do you measure your success?

3. Verify that the customers of this process are receiving a compliant and useful input. (2000 - 5.2, 7.2.1, 8.2.1) 

          
                                                                                          Verified    FORMCHECKBOX 
Yes   FORMCHECKBOX 
NO

· Does it (the output of the process under audit) meet your requirements?

· How do you know it is OK to use?

· What changes or improvements to it would make your job better, faster, easier?

4.  Make improvement inquiries and summarize your observations (2000 - 8.5.1) 

· Are the materials, equipment, tools, working facilities, etc.  satisfactory for their intended purpose?

· Please share with me some of the troublesome or repetitive problems you experience with this process?

· What do you think is the cause?
· What can you tell me about what has been done to identify and eliminate the causes of those problems?

· If you were the boss, what would you do to improve the productivity, quality, speed and cost?

· How would you like to do it?

· Is there a better way?

· Do you know of other companies that do the same thing and do you think they might be doing it better? How?

J. Corrective/Preventive Actions 

1. Identify all open corrective/preventive/remedial actions relating to the process(es) under audit. (8.5.2, 8.5.3)                           FORMCHECKBOX 
 None Open

2. Verify by examination of records that the actions have been addressed and implemented in a timely fashion. (8.5.2, 8.5.3)   FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions 

Notes:

3. Verify by examination of records and/or analysis of results that those actions which have been implemented have been assessed for their effectiveness. ( 8.5.2, 8.5.3)  FORMCHECKBOX 
Verified    FORMCHECKBOX 
Exceptions 

Notes:
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Source4Quality, Inc. is a quality management consulting and training firm. Moreover, as the authorized USA representative for Quality and Environmental Certification Services, a UKAS accredited registrar, we are able to arrange for ISO 9001:2000 certification services for our customers.    
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