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1 Purpose

The purpose of this document is to establish how to design, format and issue quality procedures. It is intended to fulfill the requirements of 4.2.2 and 4.5 of ISO 9001-94.

2 Application

This procedure (hereafter "the current procedure") applies to all quality procedures that are subject to control by ### Corporation. The current procedure concerns all personnel with the responsibility for procedures development. 

3 Definitions and abbreviations

Document control – a systematic activity related to circulation of all quality system documents. Document control includes the following issues:

For original/first copy:

· design, review, approval, issue, labeling, indexing, storage/filing, access control, updating, outtake/ identification/labeling/disposition of obsolete items

For copies:

· copying process, labeling/identification, registration/indexing, distribution, implementation of amendments, outtake/ identification/labeling/disposition of obsolete copies.

Procedures (Quality procedures) – internal regulatory quality documents normally affecting several departments and are subject to approval by Quality Manager prior to issue.

All examples in the current procedure are given within borders:

 ...

4 Responsibility

Quality Manager is responsible for all activity related to quality documents issue and control.

Quality Documents Manager is responsible for custody of all quality documents after issue.

Other responsibilities are indicated in section 5.

5 Procedure

5.1 Procedure Design and Format

Every procedure should include the following sections:

- Cover Sheet

1. Purpose

2. Application

3. Definitions and Abbreviations

4. Responsibility

5. Procedure

6. Records

7. Associated Documents

-Appendixes

-Records of Amendments Sheet

Each page of a procedure should have a header with the following information:

- Name of the company (### Corporation)

-Type of the document (Quality Procedure)

-Name and number of the procedure

-Revision status

-Page number and total number of pages.

An example is the header format used in the current procedure.

Cover sheet

Cover sheet should include the following information:

-Name of the company (### Corporation)

-Type of the document (Quality Procedure)

-Name of the procedure

-Procedure number

-Issue items (Originator's sign & date, Approver's sign and date, "Valid from" date)

-Revision status

-Copy number

-Total number of pages

An example is the cover sheet format used in the current procedure.

"1. Purpose"

This section includes the set of goals to be achieved by implementation of the current procedure as well as the references to related clauses of ISO 9001-94.

Example:

The purpose of this procedure is to:.... 

"2. Application"

This section identifies the scope of application of a procedure as well as departments and/or personnel concerned.

Example:

This procedure applies to... This procedure concerns...

"3. Definition and abbreviations"

This section includes definitions of specific terms (in alphabetical descending order) as well as interpretation of abbreviations. 

Example:

The following terms and abbreviations are used in the current procedure:

Quality records - ...

As soon as a new term or abbreviation arises in the text, it should be explained in the following manner 

Example:

This procedure (hereafter "the current procedure")

"4. Responsibility"

This section defines general responsibility for activity covered in a procedure.

Example:

Quality Manager is responsible for...

...

Other responsibilities are indicated in section 5 

"5. Procedure. ..."

This section can consist of one or several self-contained sub-sections. In each sub-section, there is a description of the activity related to the scope and purpose of the procedure. 

The specificity of descriptions should be written at the level of complexity of the processes, methods used, and qualification of personnel involved. Specific activities should be described in the body of the procedure OR references to pertinent regulation documents should be given.

There are two basic methods for describing activities in each sub-section:

-Flowcharts

-Text

The Document Originator establishes the appropriate format for each section.

When using flowcharts, use the notation set given in Appendix 1. An example of a flowchart diagram can be found in section 5.2 of the current procedure. 

The requirements for text formatting are given in <a Creative Service regulatory document>
"6. Form and Records"

This section is intended to provide information about all records and forms that originate in the procedure. An explanation (or pertinent references) of key document control elements should include rules and responsibilities for: storage, filing, access control, copying (if any), implementation of amendments (if any), outtake/labeling/disposition of obsolete documents. An example of the matrix to be completed in this section can be found in section 6 of the current procedure.

"7. Associated Documents"

This refers to documents being referenced, the pertinent section of Quality Manual, and other documents closely related to the current procedure.

Appendixes

All appendices are attached to the procedure in sequential order.

Records of Amendments Sheet

Records of Amendments Sheet should be attached at the end of each printed procedure.

The applicable format for Registration of Amendments Sheet can found in the current procedure. 

5.2 Procedure Issue




Interpretations of Activities

[1] Assignment of responsibility for development and review of a draft is reflected in Quality Document Work Order, which is filled in by Quality Manager.

[2] Assignment of a number to a procedure by the Quality Document Manager is subject to the following rules:
Operational procedures are code numbered DD-SS-NN. DD is the issuing department code, the consecutive two letters stand for Operational Procedure, SS is the number of the quality manual section (and thereby the ISO 9000 section) to which the procedure pertains, and NN is the consecutive number of a procedure for the section.

The list of departmental codes, that are authorized to prepare and issue operational procedures can be found in ---05-xx
 [3] Quality procedures control activity including Quality Documents Database maintenance is described in the  ----05-xx "Control of Quality Documents"

6 records

No
Records
Form Used
Records Control 

(1(
Quality Document Work Order
Appendix 2 to the current procedure


7 Associated documents

-Quality Manual, Section 5, Document and Data Control

....

 appendix 1. Notation set to be used in flowcharts





Resp: ... <position>
-... <activity 1>

-... <activity 2>
...



Functional block. 

Prime responsibility and activities








...<item name>


Arrow can be used for designation of:

1. Movements of documents, information, resources, etc.;

2. Process direction (text at the arrow is optional in this case);

3. Influence, control, etc. (corresponding verb should be named in this case)







[1]



Reference to the corresponding section "Interpretation of activities"
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                                               1



Flowchart break with designation of number of break 









Information storage (data base, folder box, etc.) 





       (1(


Record number. This number corresponds to one in section 6



appendix 2. Quality document work order form

Quality document work order

Name of Document: <to be created>
Description:

Responsible: <position, name>
Date Required:

Reviewers:

Issued by Quality Manager <sign>                    Date:
Work order number:



records of amendments sheet

Nature of changes
Pages & Revision status
Source of changes
Made by
Date



































































Resp: ... <position>


... <name of information storage>





Resp: Originator





- collection of information


- consulting with personnel/departments concerned


- draft creation





draft





Resp: Assigned Reviewers





- draft review





Resp: Quality Manager


- review of the draft


- reconciliation of differences


- final approval





quality plans, requests from departments or personnel, corrective/preventive actions plans





QD work order





Resp:  Quality Manager


- decision to pursue development


- assignment of the responsibility for development of the document (assignment of an originator)[1]


- Quality Document Work Order issue (1(


- assignment of responsibilities for review of the draft [1]





Resp: Quality Documents Manager





- proof reading


- assignment of document number to the document [2]


- uploading the document into Quality Documents Database [3]





draft, comments





draft





draft, comments





Resp: Quality Documents Manager


Quality Documents Database





procedure





Resp: Quality Documents Manager





- information input from QD work order into Quality Documents Database





QD work order








