Job Aid: Documents and Records1007
Documents – Policies, processes, and procedures that describe the work to be done.
Document Control - The mechanism that ensures only the latest version of an approved document is available and used as a resource.  Obsolete documents are removed and archived so that they can no longer be used but only referenced.

Areas of Document Control

· Required elements for document identification

· Title that designates it is a policy, process or procedure (i.e. Quality Control Policy, Reporting Critical Results Procedure) 

· Version Number such as the effective date or revision number

· Number of pages 

· Authority for use

· Laboratory name

· Creation, approval for use, and distribution of a new document

· Revisions (changes) to an approved document and its distribution 

· Periodic review of current documents (annual review is recommended).  

· Archiving and retaining obsolete documents

· Maintaining a master file that contains:

· Original signed version that all other copies are made

· Archived master copy of all previous versions

· A copy of the completed document change form, if required

· Original copy of the attestation record (list of applicable employee signatures attesting that they have read and understood the new or revised document)

	Document Attestation Record

I have read and understood the following document (insert document title):

	Name
	Signature
	Date

	
	
	

	
	
	


· Maintaining a master index that lists:

· Title Name

· Version

· Effective Date

· Distribution Location(s)

	Master File Index

	Document Name
	Version
	Effective Date
	Location(s)

	
	
	
	

	
	
	
	


To Address Document Control

Step 1. Create a laboratory policy regarding documents with your laboratory director or QA manager

Step 2. Create a process map and table to address the areas involving document control.  For each step in the process determine the procedures needed and the responsible person.

Step 3. Develop the needed procedures.  

· For example, the step-by-step instructions for “How to Write a Procedure” may specify:

· Font size and font type used

· Required elements of the cover page
· Required elements of a procedure
· Cover page template and procedure template 

· Standardizing the look and format of all procedures used at your site allows staff members to become familiar with and locate the information needed more readily.

Step 4. Place the document policy, process maps, and procedures in the Quality Manual.

Step 5. Designate a storage area for the master file

Records – Written or electronic information that captures the results of doing the work.  They provide the evidence that a task was performed, or a result was obtained. Examples of records include the following: requisitions, reports, logs, labels, charts, and tags.

Record Management- The mechanism that ensures that information is captured correctly on the current version, kept confidential, and is available and accessible when needed.  

Areas of Record Management

· Creation or revisions to records that support the work processes and procedures

· Required elements for record identification, such as title

· Referenced by title name in the appropriate procedure

· Distribution of blank records (i.e. blood bank tag for completed crossmatch) or availability of in-use records (i.e. current temperature chart) to support work processes as they occur

· Active review of records by supervisor or designate person

· Maintain a record filing system that allows information to be readily located

· Ability to access and retrieve records when needed while protecting confidentiality 

· Sufficient storage capability to retain records according to the record retention schedule

· Destruction and disposal of records that ensures confidentiality

