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1.0 Purpose
To define the process for control of documents to assure the correct information is available to personnel requiring their use.

2.0 Scope/Application
The requirements of this procedure apply to all drawings, procedures, work instructions, forms, etc. used within the QMS that affect the quality of products or services at XYZ.

3.0 Reference Documents/Definitions/Acronyms
XYZ Quality Manual
Document Control Baseline
4.2.4, Control of Records 

7.1, Planning of Product Realization 

4.0 Requirements

4.1 Controlled Documents
Controlled documents define the requirements for performance of a process and must be followed to ensure the quality of the process, product or service. Documents which must be controlled but are not limited to:
· Engineering specifications / drawings / prints

· Process work instructions (including visual aids, inspection instructions and process sheets)

· Quality Manual and related procedures, work instructions and forms

· External documents (including customer prints / processes, engineering standards and quality management standards)

Controlled documents are identified with a document name and / or number.
· Procedures are numbered according to the ISO 9001:0000 element number

· Work Instructions are prefixed with XYZ or the part number
· Forms are prefixed with FM

4.2 Signature Authority
While the Plant Manager approves the Quality Manual and the Quality Policy, he/she may delegate other process owners and managers, etc. to approve other types of documentation listed above.  

4.3 Issuing A Controlled Document
The initiating person / department shall identify to quality the distribution of the controlled document to ensure that the document is available at the appropriate processes. Quality shall perform the following steps when issuing a new or revised controlled document:

Note:  This section does not apply to Production Orders which are issued in accordance with section 4.4

a. The master document shall be stamped with the word "ORIGINAL" in red, and /or be stored on the XYZ network. Note that color work instructions (i.e., photos) will only be stamped “COPY”.
b. Documents shall be identified in the appropriate document control baseline indicating the Document title and number, revision of the document and document holder or location.
c. Issue a controlled copy to each person or location listed in the appropriate document control baseline. Each controlled copy shall be a photocopy of the master or printed master from the XYZ network with "COPY" stamped in red.  The person’s name or the location shall be written by the red COPY stamp on the first page.
4.3 Issuing A Controlled Document continued
d. Quality will ensure new documents are issued and old copies recalled

e. The document shall be added to the appropriate document control baseline, indicating the document number, title, revision and date.

 Note: Only copies of documents issued per section 4.3 are “Controlled Copies”. The latest revisions of documents are maintained on the XYZ network and available to the applicable employees. Any documents printed from the XYZ network are “Uncontrolled Copies” to be used for reviews, examples or training purposes. If an employee has access to the XYZ network, it is their responsibility to insure they are working with the latest revision of a document. 
4.4 Production Orders

Production Orders are released individually by part number traceable by the date of issue. The original is issued and used for evidence of compliance with contract requirements. The Production Order is a quality record and is retained upon completion in accordance with the Control of Records procedure 4.2.4 
4.5 Forms

Forms are controlled documents which provide objective evidence of compliance to requirements. Master forms do not need to be signed by the initiator; the implementation date is evidence of authority.  Forms are controlled via the FM number and date of effectivity.  The date of effectivity is to appear with the FM number on the form. Where standard purchased forms are used, i.e., Inventory Tags they are controlled by the manufacturer’s form number or revision date.  Standard forms will be listed in the appropriate XYZ procedure or work instruction. Computer generated forms will be controlled by FM number only.

4.6 Revising a Controlled Document
Controlled documents may be temporarily amended by authorized personnel through a red-lining process. This includes hand-written amendments which are initialed and dated by the authorized person. Red-lined documents are replaced within 30 days of the amendment, by a revised edition. The document will be revised and issued in accordance with sections 4.2 and 4.3, and controlled by section 4.7 below. 
4.7 Recall of Controlled Documents
When a controlled document is revised and reissued, it shall be done in accordance with par. 4.3, above.  Quality will not issue the new document until recall of the prior revision. Obsolete documents shall be immediately discarded. One copy of the obsolete document shall be maintained as a historical record. All historical hard copies shall be marked "OBSOLETE" along with the name (or initials) and date of the person who identified the document as obsolete. Obsolete copies may also be retained on the XYZ network.  Historical copies are retained for purposes of configuration control and quality record information.

4.8 Document Control Baselines
With the exception of Production Orders, quality shall maintain a listing of all controlled documents with limited edit access. The baseline shall indicate the number, title, and revision and issuance date of the controlled document. The location of the controlled document shall be indicated in the appropriate Document Control Baseline with the exception of forms.
4.9 External Documents

Hard copies of external documents such as engineering standards (ASTM, ANSI, SAE, etc) customer documents (Supplier Quality Manual, Purchasing Guidelines, etc) are verified annually as current against revision levels stated on applicable websites such as www.aiag.org. Customers will be contacted directly in the event that the information is not available on their website.

4.10 Engineering Specifications
XYZ ensures the timely review of all customer engineering standards/specifications.  The process is documented in procedure 7.1, Planning of Product Realization. 

4.11 Uncontrolled / Reference Only Documents
Uncontrolled and Reference Only are terms used which have the same meaning. They must be verified as current prior to use and are for informational purposes only. They do not include documents required to ensure the quality of a product or process. 

4.12 Documentation Structure
· Level 1: Policies - Describes the organizations approach to management (Quality Manual)
· Level 2: Procedures – Defines methods (Who, What, Where, When & Why) 

· Level 3: Work Instructions – Detailed description of processes (How)

· Level 4: Records – Evidence of conformance (Forms, etc.)

5.0 Responsibility

· Quality Manager - Effective implementation of a document control system for QMS documentation, and maintain the system for the positive recall of documents and master list (or equivalent) of documents.
· Managing Partner, Design – Protect the integrity of electronically stored documents and data by performance of system backups and ensuring restoration capabilities.

6.0 Records

Documentation will be maintained in accordance with procedure 4.2.4
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Need Training or Consultancy help?

http://www.askartsolutions.com has significant expertise in all of the implementation steps and can help you fast track your way to an effective and profitable QMS. 

If you need help in developing or implementing your ISO 9001:2000 QMS, please call us at 905-593-8867 for a no obligation review of your needs.











































UNLESS STAMPED “COPY” IN RED INK, THIS DOCUMENT IS UNCONTROLLED

