A-400 

Document Control: 

Procedure Initiation, Writing, Revision, & Approval



1.0   Purpose

This procedure defines the process for writing, revising, and obtaining approval for procedures that will be controlled under the ORF quality system. This procedure also serves as an example of how a procedure should be formatted and presented in final form.

2.0   Applicability

This procedure applies to all procedures/processes created in the ORF Quality Management System. 

3.0   Responsibilities

The Management Preventative (MR) is responsible for final approval of all procedures.

The MR is responsible for coordinating reviews with the Steering Committee, recommending approval to the Assistant Director, ORF, and issuing all procedures.

All ORF staff members are responsible for identifying the need for new procedures or revisions that they believe will significantly improve ORF services and to implement those processes and procedures in the ORF QMS.

4.0   Procedure

4.1 Any member of the ORF may identify the need for a new procedure or the revision of an existing procedure through the corrective action process in D-400.

4.2 The request for a new procedure or revision to an existing procedure is submitted on a Corrective Action Request (CAR) to the MR for action.  The MR will review request and upon approval sends the request forward to an identified author for implementation.

4.3 Development of new procedures:

4.3.1 Procedures are written in MS Word format.

4.3.2 
Draft procedures are released for review within the Qualtrax document management system to the MR.
4.3.3
The MR, with consultation with appropriate Steering Committee members reviews, and accepts or rejects the new procedure within the system.

4.3.4 After the review process has been completed and the procedure has been approved, the procedure is then published and made available electronically to all ORF employees.

4.3.5 The MR and appropriate Steering Committee member discuss rejected procedures/processes and reasons for rejection with the original requester. 

4.4 Revision of existing procedures:

4.4.4 The registered author, or designated individuals assigned by MR, makes revisions of existing procedures.

4.4.5 Revised procedures are released for review within the Qualtrax document management system to the MR.  

4.4.6 The MR approves the revised procedure or determines that the revision requires review and approval by other designated individuals.

4.4.7 The revised procedure is published and made available electronically to all ORF employees.

4.5 The Qualtrax document management system manages the updating of the master list of quality documents; serialization, revision number, and dating of each document included in the ORF Quality System Manual.

4.6 Documents of external origin are controlled by D-800.

5.0   Related Procedures

D-400, Nonconformities, Corrective & Preventive Action

6.0   Relevant Documents

Sample Procedure Format (Attachment A)

7.0   Records

Procedures and work instructions (each remains in effect until its established expiration date or until it is revised and approved by the authorities as described in this procedure)—maintained by the MR as part of the ORF Quality System Manual (obsolete procedures and work instructions are filed for 1 year).



Attachment 
Attachment A

Sample Procedure Format



1.0   Purpose

A brief description of what the process should achieve.

2.0   Applicability

Identifies which activities, products, or services are covered and/or excluded.

3.0   Responsibilities

Identifies the personnel responsible for each part of the procedure.

4.0   Procedure 

4.1 Used to describe the activities involved in the fulfillment of the procedure at whatever level of detail is appropriate for the skills, experience and training received in the task by the intended user of the document.  A step-by-step account of what happens, when, where, and by whom. Any internal or external deliverables or required protocols to follow should be outlined in the procedure.

5.0   Related Procedures 

Identifies any related procedures. If not required, indicate “Not Applicable”

6.0   Relevant Documents 

A list of documents used or referenced and a reference to the procedure’s appendices. If not required, indicate “Not Applicable”

7.0   Records 

Records created during the procedure. If not required, indicate “Not Applicable”



