CASE STYDY II

IDENTIFICATION OF NONCONFORMITIES

NOTE

a. Please identify nonconformity if any against each case

b. In case of nonconformity,  please identify most appropriate clause of ISO

    9001:2000

c. If the case is not a nonconformity, please explain the same

1. A person was working in a Bank using a computer to prepare demand drafts.  The computer was placed in a place where direct sunlight used to fall on the screen of the monitor causing inconvenience in visibility and which resulted many mistakes in drafts

2. During last 3 audits, the purchase dept was having 15-20 Nos of Non-conformities.  However other depts.  were quite less number of  NCs.  Internal audits were carried out as per defined procedure and plan.

3. Whilst auditing a non-banking financial Institution, the auditor noted that the process flow chart  PMX 03 shows that Term deposit Certificates received from client after maturity  were to be verified for payment  and then  authorized by the Managing Director or Financial Director and recorded in the client’s book.  On detecting why the  Term deposit Certificate No. TDR/02/891  was not recorded in the book,  the auditor was told that the Managing Director looked after this client and therefore did not need to be recorded or authorized.

4. A company had installed the latest model of a pressure calibrator Serial no PC 3145  for measurement of their pressure gauges.   On requesting evidence of calibrator’s current calibration status the auditor was shown a certificate, issued by the original manufacturer, bearing the statement “calibration traceable to international standards” and giving full details of the equipment’s performance data.  There was no equipment serial number or date of issue on the certificate.

5. When auditing the Quality Department, the auditor asked about the collection and analysis of data relating to the quality management system.  The quality Manager responds that data on customer feed backs/complaints, product/process discrepancies, reject and return product is all  collected and analysed.  When asked about data relating to suppliers, the auditor was told the records of supplier selection and annual evaluation were maintained.  Other than the entry on the management review minutes that stated that all current suppliers were OK, there was no other data collected on annual evaluation.

6. When the auditor asked about quality management system planning. The company representative replied that since their products are fairly standardized and produced over the years there was no need of QMS planning other than production planning

7. A customer used to purchase a product of Model X over the years.  But suddenly he changed the model to ‘Y’ and sent a demand to company’s sales department for buying the same.  However the dispatch section as usual sent him the earlier Model ‘X’.

8. During the audit of Production Area of a TV manufacturing company, the auditor noted that contrary to company’s Work Instruction WI/PROD/o5, which clearly stated that all production operators were to put on anti-static wrist straps, four of  nine operators were not wearing the anti-static wrist straps

9. While visiting the Sales department the auditor noted that staff appeared to be accepting orders from customers over the phone and entering the details directly into the company’s computerized order processing database.  On enquiry he was told that as the staff has been fully trained and the database held details of all regular customers standard requirements there was no need for an independent review of individual orders

10. On enquiry about improvement,  the auditor was told that the company  was producing best quality of product and has been considered for bench marking, hence at present there was no need for any continual improvement plan

11. During the audit of the Design and Development department the auditor asked to see the records of the most  recently completed project DL 1.  On  assessment they appeared to consist of a random collection of individual workbooks only.  On enquiring where the overall  project plans were he was informed that it was company policy not to impose such constraints on design staff as they could inhibit creativity.  New designs were allowed to evolve by means of informal discussions between the Marketing, Design and Manufacturing Departments as required. 

12. During interviewing the Managing Director about the company objective to reduce customer complaints and therefore increase customer satisfaction, the auditor asked he planned to achieve this objective.  The Managing Director replied that complaints are recorded, analysed and corrective action is taken in order to not only satisfy the customer but to stop the problem re occurring.  By continuing to follow this strict process, customer complaints would reduce and therefore the objective will be achieved.

CASE STUDY I

QUESTIONNAIRE ON ISO 9001 : 2000

Note:

1. The questions need to be answered individually.

2.  Answers should be brief highlighting only the key aspects involved.

3.  Time allotted  is 30 minutes.

1.  Please identify the relevant clauses of ISO 9001:2000 related to the Quality Management 

     Principles 'customer focus' & 'mutually beneficial supplier relationships.

2. For the product or service you are offering to your customer, please identify three distinguishing features of quality

3 What is the necessity of  defining quality objectives when quality policy exists ?


4 Who could be best choice in the organization for performing the role of MR ?

5 What aspect need to be reviewed during Management Reviews ? 


6 How do Quality  Management System planning differs from planning of product 

     realization ?

7 What is the difference between  procedures and processes ?

8 What are two important elements of  ISO 9001:2000

9 As per ISO 9001, which are the mandatory documented  procedures  ?

10. What is the difference between documents and records as defined in the standard ?

11.  Which are the mandatory quality records are to be maintained as per ISO 9001  ?

12  Give few examples of internal & external communication in your organisation .

13 Give some examples of design inputs and corresponding design outputs of your products.

14  How do you carry out design review, design verification and design validation in your organization ?

15  What could be the basis of approving  suppliers ?

16  With reference to which type of documents or records you can establish product identification and traceability in your organisation  ?

17    Which  processes need to validated and how ?

 18.  On what basis is the frequency of calibration established ?

19.  Can a non-conforming product be accepted ? If so,  under what conditions ?

20 Define correction, corrective action & preventive action.  Give examples.

21  Mention  few methods for quality improvement ?

22 Which clauses  of  ISO 9001  stress on the aspect of prevention rather than detection ?

23.  Give some methods of data analysis applicable in your organisation ?

24 What is the difference between continuous  improvement and continual improvement ?

25 What are minimum contents of a Quality Manual as stipulated by ISO 9001 ?
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CASE STUDY  V

Instructions
1.0 An audit team comprising of Lead auditor and one more auditor has carried out audit of a telephone manufacturing unit  which has applied for certification against ISO 9001 requirements. 

2.0 The Management representative who accompanied the audit team during their visit to different areas made detailed notes on what happened during the audit. His observations are recorded in the enclosed sheets. In actual practice, the audit report is not prepared in the way described in this case study.

3.0
The participants are required to work in groups.  It is required to find out the following: 


(i)
Whether any non conformances can be reported? 




(ii)
Has any audit trail been left out by the Lead auditor/auditor which 

                        could have lead to a non conformance?  If so then


(iii)
What questions you would have raised for establishing the non

                         conformance missed out by Lead auditor/auditor?
4.0
Each group should report in  the following format








Group No._______________


Para ref.   Non conformance identified   Audit trail left out      Questions you






                                        would ask to 









                establish NC

            

5.0
Time given for completing the case study: 
1 1/2 hrs.
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Audit of a telephone manufacturing unit

1.0
After confirming the audit schedule during the opening meeting the lead auditor and his colleague proceeded to audit as per programme.  The team met Head, Production Deptt., who informed that the department has made prototype samples of caller ID unit for attachment with the telephones which will be launched for regular production in the next quarter.
It was informed that the caller ID unit  is expected to get necessary approval from the Deptt. of Telecommunications.  The Lead auditor inquired if he could see the Design  plan  as required by the Quality System procedure QSP 04.  The Head, Production Deptt then called for the Manager who was responsible for designing the caller ID unit and requested him to answer the queries raised by the lead auditor.  The Manager explained that the caller ID unit was designed in persuance to the decision taken by the last Management Review Committee Meeting.  He also showed the minutes of the meeting.  But he said he had not prepared any Design plans as requested by the lead auditor.  When the lead auditor showed that the procedure QSP 04 required this Design plan, the Manager stated that his previous experience in a similar  industry helped in identifying the design requirements and capable people to carry out the job,  as such he did not consider it necessary to make a Design plan.  Moreover, the block diagram of the proposed caller ID unit was also put up to the Management Review Committee Meeting under reference  which  had approved the same.  The lead assessor later took up the matter with the CEO-Chairman of the Management Review Committee  who  informed that Manager had made a good presentation on  new caller ID unit  and he presumed   that the Head, Production Deptt who also was the MR had ensured that the design had proceeded as per procedure.  He was surprised to see that such a lapse should occur.  The MR opined that he did not check on this aspect as the department was audited just prior to the 
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meeting and nothing adverse was reported.  The CEO asked the concerned Manager to review the design once again and follow the procedure in vogue.  At this point the lead auditor wanted to know from the Production  Head if any other item has been designed in the recent past.  He said that no other items  were designed.  The lead auditor then thanked the Head, Production Deptt. and proceeded with the audit schedule.

2.0
While the lead auditor was having a look at the new caller ID unit he asked the other team member to see the position with regard to the equipment and facilities installed in the production floor.  The auditor first met the supervisor who took him round the production area.   The auditor observed that the calibration sticker on the Telephone analyser used for final testing mentioned calibration due date of three  months  before. He asked the supervisor how uncalibrated instrument was being used. At this the supervisor informed that this equipment had been procured only last year  from Germany and calibration was done by the manufacturer. Now they were looking for some Indian laboratory that could calibrate this sophisticated instrument. The auditor then asked for the purchase order copy.  The supervisor instructed one of his technicians to fetch it from the Purchase Deptt.

3.0 The auditor's attention was caught by two heaps of  cordless telephones lying on the floor near the Repair workstation. He smiled at the technician repairing the units "So!  lot of work ! " the technician wished him good morning and informed that the batteries were  getting discharged quickly resulting in lots of supplies coming back.  The auditor then asked what was he doing for repairs. The technician told that he was replacing the cells with the new ones issued from stores,  after incoming inspection.  "What about the other ones ? "  the auditor asked.  " A capacitor has to be changed across the ringer in these telephones",  informed the technician.  The auditor asked supervisor  the reason  for this.  The supervisor informed that 1.5MFD capacitor  is put as per 

Page 4/6     


  
             








Rev: Jan'2001

standard design  but due to non availability of these capacitors  an ECN  was released by the engg. Deptt.  to put 1 MFD capacitor instead as it did not alter the final test specifications.  But  when these phones were used with EPBAX,  ringer   did not ring  due to some impedance matching  problem. Hence  these are being rectified.

4.0 While auditing  Marketing  Deptt. , the auditor checked for information brochures being sent along with telephone instruments. These were all up to date.  While going through the file of customers complaints, the  auditor  found  that  a number of them were on instrument not dialing.  Replies had been sent giving details of steps involved in software programming  to convert tone dialing to pulse dialing option  and later  customer satisfaction certificates had been obtained. However, the  information brochure did not include this feature.

5.0 The lead auditor in the meantime was reviewing the documents issued in the Quality System.  He

 observed that the holders receiving the documents were not acknowledging receipt in the circular 

             issued by the MR for releasing the documents.  “The system is new and people are taking time to adjust” replied the MR.  On reviewing the document control register the lead auditor saw that the revision number for each page and issue number for the complete document were required to be recorded. The MR replied that during the last internal quality audit this was pointed out by the internal auditor and accordingly we are changing the QSP  on document control.  “ And when was the last audit performed”, asked the lead auditor.  “It was just six months earlier.  This was some how left out as I had pressing things to attend during this time”, replied the MR.  The lead auditor thanked the MR and proceeded further.

6.0 In the Purchase  Department, the auditor asked how the new supplier of  item BAT-101 rechargeable Ni-Cd batteries was selected. The Purchasing Clerk explained  that the regular supplier could not meet the delivery date and so the order was placed with a supplier 
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they had never used before because the price quoted was extremely low. Purchasing records confirmed  that it was a regular practice.


7.0 In the Inspection Department, the auditor noticed a box containing 100 batteries each with two labels attached; REJECT and URGENT. The Technician inspecting the batteries explained that it was a  part of a purchase order from a new supplier. 200 batteries were supplied three weeks late and out of those 100 were found not to conform to the specifications in respect of capacity when inspected. The auditor asked what happened to the other 100 batteries. The Technician stated that, they were urgently needed to complete three contracts, as such those  were released to production before the inspection could take place. The auditor was  told that records were kept of the contract where 100 no. of batteries which were not checked were used.

8.0 
In the finished goods stores, cartons of  telephones(each containing four nos.) were stacked. The auditor asked the Stores Officer of permissible stack height. The Stores Officer said that approximately 30 boxes could be stacked but because of the shortage of space, sometimes stacking has to be done upto the ceiling. The auditor consulted the lead auditor before proceeding further.

8.0 The lead auditor was going through the records of Management Review Committee meetings.  He noted that three meetings were scheduled during the last six months.  He found that for each meeting held the agenda and the background information on earlier action points were circulated to the concerned members as required by the procedure QP/01.  “Why was the agenda not prepared for the last meeting” to which the MR replied that the last meeting scheduled two weeks ago was cancelled as some of the members, including the CEO (Chairman) was not available for the meeting.  However, he had the agenda ready with him then  and would circulate when the date for the next meeting would be finalised.  The lead auditor made a note in his audit log.
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10.0
The lead auditor continued to review the earlier minutes of the Management Committee meeting and observed that there was a decision to increase the strength of the internal quality auditors from five to ten people.  The subsequent two meetings did not make reference to this point.  Have you now included this aspect  in the agenda of next meeting which was being scheduled shortly?, asked the lead auditor.  The lead auditor was shown the agenda   and   he   was   surprised   to  find that no progress had been reported. The MR further added that the internal audits did  not suffer due to shortage of internal quality auditors.  The lead auditor shrugged his shoulders.  He thanked the MR before leaving.

11.0 
The lead auditor and the other auditor were both reviewing the internal quality audit reports  and they  observed that their findings did not match with those reported in the internal quality audits.  It was observed that out of  twenty audits performed in the last six months about fourteen were 

performed by a particular manager.  “He is one of our best auditor and very co-operative”, informed the MR.  The lead auditor asked his colleague to continue reviewing follow up activities to close the non conformance reported in the audit reports while he talked to the manager who had performed most of the internal audits. The lead auditor asked if he had observed the problems of adequacy in the procedures as were being reported now?  The manager replied that the documents were approved by the competent authority and as such he had ignored this aspect altogether.  However, he pointed out that the responsibility to release correct  documents  was  that  of   MR and  showed the provisions of clause 
4.2.3  of the ISO 9001 standard.  The MR, however, did not agree with the contention of the manager.  The other auditor informed that all the non conformance reported in the previous audits have been closed.  However,   he wanted to discuss regarding few aspects with him (lead auditor). Both the auditors then assembled in the conference room to review day's work.

