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Basic idea: 


The Enterprise must document all processes based on past experiences about


Development activity, production (manufacturing) and service of products.





Enterprise must assure that employees know and use those experiences.


 


To get a Certification that the Enterprise is "ISO-9000 compliant" process is:


- Request an audit to be done by a licensed ISO-9000 auditor (assessor).


- The Assessor verifies that processes are documented and that those


  Documents are used as well as that there is a documented proof that


  all employees use those processes. Those proofs are called "Quality Records".


- If satisfied, the Assessor issues a certificate to the Enterprise.





 


  - BASIC QUALITY MANAGEMENT SYSTEM  - Common sense for business


  - EACH COMPANY DETERMINES HOW


  - REGULAR INTERNAL AUDITS OF THE QUALITY


  - EMPLOYEES HAVE SKILLS APPROPRIATE TO THEIR WORK


  - EMPLOYEES HAVE QUALIFICATIONS APPROPRIATE TO THEIR WORK


  - EMPLOYEES HAVE TRAINING APPROPRIATE TO THEIR WORK


  - NET: "EVERYTHING RELATED TO QUALITY MUST BE DOCUMENTED"


 


  GENERAL REQUIREMENTS


  - DEMONSTRATED MANAGEMENT COMMITMENT


  - DEFINED RESPONSIBILITIES


  - WRITTEN STATEMENT OF QUALITY POLICY


  - UP TO DATE DOCUMENTATION OF PROCEDUREs


  - UP TO DATE PROCESSes, INSTRUCTIONS AND CONTROLS


  - PROVEN ADHERENCE TO and PRACTICE OF documented processes.


 


 


  ISO-9000  Auditor always asks 3 Basic Questions


  ------------------------------------------------------------------------


(1)  What do you do?


(2)  Where is that documented (process, procedure)?


(3)  Can you show me that you are doing it?  i.e. Show me your "Quality Records.





  ISO9001 - 20 ELEMENTS


 ---------------------------------------


   4.1 MANAGEMENT RESPONSIBILITY


       - Company objectives, stated in written form by company executives,


          from top to first level.  Example: Our tires start failing at 40,000 miles.


 


   4.2 QUALITY SYSTEM


       - Quality Manual (QM) must be written - it is addressing all 20 elements


       - Quality Management System (QMS) is stated in the QM


       - Written procedures and instructions are listed.


 


  4.3 CONTRACT REVIEW


      - Clear contract requirements are documented


      - Information preparation and distribution is documented


 


   4.4 DESIGN CONTROL (DEVELOPMENT part of the organization ONLY)


      - Design development and planning - process described in writing


      - Qualified people are doing the development


      - Organizational and technical interfaces documented (Orgchart)


      - Design inputs and outputs as well as activities (processes and procedures) documented


      - Design verification is prescribed and documented


 


   4.5 DOCUMENT CONTROL


      - All Process documents and plans


      - Purchased product


      - Sub-contractor assessment


      - Approved supplier list


      - Purchasing documentation


      - Source assessment


 


   4.7 PURCHASER-SUPPLIED PRODUCT


      - Receiving acceptance - assure that supplier provides a quality work product


      - Material accountability


 


   4.8 PRODUCT IDENTIFICATION AND TRACEABILITY


      - Unique identification - When some unit fails, that unit is self-identifiable.


      - Product traceability/batch - Failing unit  could be traced to who/where/when produced it


 


  4.9 PROCESS CONTROL


      - Documented work instructions - procedures


      - Specification compliance - what is designed is what is required, what is implemented is what was designed.


      - Product/Process variables - what can go wrong


      - Process change control - when the way things are done is changed, the old and new way are documented.


      - Process control aids


 


   4.10 INSPECTION AND TESTING


      - Material acceptance


      - In-process inspection and testing


      - NCM (non-conforming material) identification - know where rejects are coming from


      - Final inspection and testing - before shipping to customer, pretend to be a customer


      - Inspection records - passing or failing need to be documented


 


   4.11 INSPECTION MEASURING AND TEST EQUIPMENT


      - Calibration status - example: speedometer shows the true speed.


      - Measurement error


      - Equipment storage - once calibrated, instruments need to be protected


 


   4.12 INSPECTION AND TEST STATUS


      - Tags, labels, stickers


      - Recorded in database


 


   4.13 CONTROL OF NON-CONFORMING PRODUCT


      - Ensure rejected product/parts are controlled


 


   4.14 CORRECTIVE ACTION


      - Failure analysis teams


      - Defect prevention process


      - Root cause analysis (RCA)


 


   4.15 HANDLING, STORAGE, PACKAGING, AND DELIVERY


      - Formal procedures


      - Preventing damage


      - Inventory security


 


   4.16 QUALITY RECORDS (EXAMPLES)


      - QUALITY SYSTEM MANAGEMENT REVIEWS


      - CONTRACT REVIEWS (4.3)


      - DESIGN REVIEWS (4.4)


      - APPROVED SUPPLIERS (4.6)


      - UNSUITABLE CUSTOMER SUPPLIED PRODUCT


      - PRODUCT IDENTIFICATION (4.8)


      - INSPECTION AND TEST RECORDS (4.10)


      - CALIBRATION RECORDS (4.11)


      - EVIDENCE OF TEST EQUIPMENT CONTROL


      - INSPECTION AUTHORITY (4.12)


      - NONCONFORMITY DESCRIPTION (4.13)


      - TRAINING RECORDS (4.18)


 


   4.17 INTERNAL QUALITY AUDITS  conducted/documented/followed-up


      - Training/education requirements defined (must take ISO-9001 classes)


      - Training/education records - at passing the class, get a certificate


      - Contract fulfillment


 


   4.20 STATISTICAL TECHNIQUES


      - If you use, must use correctly interpreted. 
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ISO-9001:2000





New Version of the ISO-9001 Standard the "2000" Version





Previous (and current for next couple weeks) Standard is


ISO-9001:1994  while the new one is ISO-9001:2000





The New Standard will consist of an introduction and the following eight


clauses of which 5 are :





   1.Scope


   2.Normative references


   3.Terms and definitions


   4.QMS requirements (required)


   5.Management responsibility (required)


   6.Resource management (required)


   7.Product and/or service realization (required)


   8.Measurement, analysis and improvement (required)





The key differences between the New Standard and the 1994 version are:





   (a) the New Standard is business process oriented


   (b) the New Standard includes a requirement for Continual Improvement


   (c) the New Standard has a requirement for quantifiable targets


   


The  5 required sections reflect the “Plan, Do, Check, Act” Deming cycle that is


well known in the quality industry. 


Schedule for transition from "1994" to "2000" version of standard is:





     December 1999: Draft International Standard (DIS)


     June 2000: Final Draft International Standard (FDIS)


     November 2000: Issue of Standard


     November 2003: Provisional end of transition period.





The information about new ISO standard was based on:


http://www.lrqa.co.uk/ass-90012000.htm#background


© Lloyd's Register Quality Assurance Ltd 1999-2000





CMM


CMM - Capability Maturity Model = "Quality in products thru Process Controls"


SEI - Software Engineering Institute - Watts Humphreys


CMU - Carnegie Melon University


							


	Process Maturity 
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