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Forward

ISO had recently released a first draft copy of what is to be the successor of the ISO 9001:2000 standards currently in use.  No drastic change in format, substance, or content was evident.  Most changes were in wording and the addition of notes.

The following is a summary based on a 1st draft “redlined” version obtain from ASQ:

1 Scope

1.1 General: The word “statutory” was added and NOTE 1 included references to purchased product and product from the intermediate stages of production.
NOTE 2 was added stating that statutory and regulatory requirements were equivalent to legal requirements.

3. Terms and definitions: Explanation of the terms supplier, organization, and customer was eliminated.
4. Quality Management System

General Requirements: The word “identify” was replaced with “determine”

“Controls applied to outsourced processes” was added
NOTE 2 was added stating that the ISO requirements in clause 7.4 Purchasing may “also apply to outsourced processes.”

4.2
Documentation Requirements
4.2.1
General: Minor wording changes were made and an addition to NOTE 1 states that a single document may include requirements for other procedures and documented procedures may be covered by more than one document. 

4.2.3
Control of Documents: Addition of external documents required by the Quality Management System.

4.2.4
Control of Records: Extraneous details eliminated, basic requirements remained the same as ISO 9001: 2000.
5. Management Responsibility: No changes were made to this section.
6. Resource Management

6.2 Human Resources

6.2.1
General: Term “product quality” was replaced with “conformity to product requirements.”

6.2.2
Competence, Training, and Awareness: Minor wording changes were made.

6.3 Work Environment: Under c) supporting services, information systems (I.T.) was added.  NOTE was added with references to specific details such as clean rooms, anti-static precautions and hygiene controls.

7. Product Realization
Planning of Product Realization: Word “measurement” was added.

Customer-Related Processes

Determination of Requirements Related to the Product: NOTE was added stating specific post delivery activities such as warranty provisions, contractual obligations, and supplementary services that include recycling or final disposal.
7.3.1 Design and Development Planning: NOTE was added that verification and validation have “distinct purposes” and “may be conducted and recorded separately or in any combination…”
7.3.3
Design and Development Outputs: Minor changes in wording and NOTE: Was added stating that production and service provision included preservation of product.

7.5.2 Validation of Processes for Production and Service Provision: NOTE 1 was added acknowledging that many times verification cannot be provided prior to delivery of the service(s), but should be identified during planning per section 7.1.

NOTE 2 was added stating that specialized processes (welding, heat treatment etc.) may need validation.



7.5.3
Identification and Traceability: Minor changes in wording.

7.5.5 Preservation of Product: Minor changes in wording.
7.6
Control of Monitoring and Measuring Devices: Minor changes in wording and the following changes in NOTES: NOTE 1 reference to ISO 10012-2 was changed to ISO 10012, NOTE 2 was added clarifying what constitutes equipment for monitoring conformity, NOTE 3 was added addressing confirmation of computer software.

8.
Measurement, Analysis and Improvement
8.2 Monitoring and Measurement

8.2.1
The term “measurements was changed to “indicators”.

8.2.2 Internal Audit: Minor changes in wording

8.2.3
Monitoring and Measurement of Processes: Minor changes in wording and NOTE was added that the type and extent of monitoring should be based on the impact on product conformity.

8.2.4
Monitoring and Measurement of Product: Minor changes in wording and NOTE was added stating that evidence of conformity can be a record or whatever is specified in the planning.
8.3 Control of Nonconforming Product: Minor changes in wording.

8.5.2 Corrective Action: reviewing effectiveness of corrective action was added.


8.5.3
Preventive Action: reviewing effectiveness of preventive action was added.

