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Policy Statement

     Documents and are managed and retained in accordance with regulatory and accreditation guidelines.
Purpose or Reason for Policy
     This procedure applies to the creation, revision, and control of all documents pertaining to the department.  
Procedures

Creation

· Documents are created when the need for a new or changed document is identified.

· New documents are drafted by directors/supervisors/coordinators or assigned by directors/supervisors/coordinators.
· Editing of current versions is the responsibility of directors/supervisors/coordinators.

Authorization:

· Policies and procedures are authorized/approved by the Laboratory Medical Director before implementation.
Review:

· The responsibility for review of new and/or revised policies and procedures will be restricted to the Laboratory Medical Director whose name appears on the CLIA certificate.  Per CLIA requirements these responsibilities cannot be delegated. 
· Ongoing review of policies and procedures is delegated and authorized to department director/supervisors/coordinators by the Laboratory Medical Director.  Review frequency is at least every two years.
Revision:

· Changes in policies and procedures are authorized/approved by the Laboratory Medical Director before implementation.
(1) Policy:  Changes in overall intentions and directions

(2) Procedure:  Changes in the specified way to carry out an activity or a process.

· Laboratory staff initial and date any NEW or REVISED procedure as documented on the Policy/Procedure Change Review Form.
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Distribution:

· Department Policies/Procedures are available to laboratory staff.

· Quality reports are made available to applicable staff within the confines of confidentiality.  

· Lab Personnel records are available to the employee and their director/supervisor/coordinator.

· Distribution may be either written or electronic.

Storage:

· Department and Section Policies/Procedures are available and stored electronically on the hospital computer system.

REFERENCES:

1.  CAP Laboratory Accreditation Program General Checklist.  April 2014 Edition.
2.  NCCLS Quality Manual, Second Edition.

3.  NCCLS GP2A4, Clinical Laboratory Technical Procedure Manuals, Approved Guideline – Fourth Edition.
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