5
Kaiser Permanente

SCPMG Laboratory System

Medical Care Program

Documents and Records

California Division – South – Los Angeles Medical Center
Policy


DOCUMENTS AND RECORDS

	Purpose
	To assure that our staff members have the current documents concerning work processes, that changes to those documents are controlled, and that the records generated from using the documents are managed appropriately.


	Workplace Safety
	Not Applicable.


	Policy
	· The management of KP LAMC Clinical Laboratory ensures that only controlled documents are used to describe and implement the quality system; and that records are generated, reviewed, and retained in accordance with government regulations and accreditation requirements for the laboratories.

· All records containing member/patient identifiable information, electronic or physical form such as written, must be safeguarded by implementing appropriate physical and electronic access controls (i.e.locked room, encryption, privacy screen, etc.) from unauthorized access, theft, damage, or destruction.  

· At the end of retention period, electronic and other non-public information that contain any member/patient identifiable information (MPII), regardless of physical form (e.g., written, recorded voice, on electronic media, or graphical image) staff must take reasonable steps to destroy, or have destroyed, such MPII by: (i) shredding, (ii) erasing, or (iii) otherwise modifying the MPII being disposed of/destroyed, to make it unreadable or undecipherable through any means. 


	Responsibility
	The Quality Systems Manager is responsible for establishing and maintaining the document control system.

Laboratory Managers/Supervisors are responsible for:

· Ensuring that staff have current copies of the documents they need to perform their work;

· Prompt removal of outdated documents from the workplace; and

· Storage and retrievability of all required records.


	Document Creation
	A standardized format (Info Mapping) is used for creating all types of documents to ensure consistent and effective representation of all requirements.  All documents including the Quality Manual are subject to strict management control.

Requests for amendments or revisions to existing documents shall be brought to the attention of the Quality Systems Manager by using the Document Change Request Form (LGM 5001). Once the new version is approved, the form LGM 5001 will be attached to the retiring document and will be archived according to document retention policy.
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	Review and Approval
	Staff is not permitted to make amendments to any documents without the approval of the Laboratory Manager, Quality Systems Manager, Laboratory Operation Director and CLIA Laboratory Director.

Any request for a new or revision of a document must be approved by the Laboratory Operation Director and the CLIA Laboratory Director. 

In the absence of the Laboratory Operation Director, the Asst. Laboratory Operation Director is delegated to approve new or revised documents in with the CLIA Laboratory Director.
Upon approval of a document, Laboratory Managers are assigned to train staff with the new or revised document before it is implemented.

All laboratory technical manuals are reviewed on an annual basis. The responsibility for the annual review lies with the appropriate Laboratory Manager with the ultimate approval by the Laboratory Operation Director and the CLIA Laboratory Director.

The Quality Manual shall be reviewed every year.


	Transfusion Services and Donor Center’s 

Document Control
	In order to ensure that any local and regional SOPs are reviewed and approved by the Laboratory Operation Director and CLIA Laboratory Director, any new or revised regional SOPs being sent currently to the Laboratory Managers must include a copy to the Quality Systems Manager. This is to ensure that no SOP will be overlooked as it goes through the approval and implementation process.


	Document Availability and Storage
	Original documents in the Quality Manual are kept and maintained by the Quality Systems Manager, while original documents in the Technical Policies and Procedures are kept and maintained by the Laboratory Manager of each technical department.

Controlled copies of documents are:

· Available to staff as required;

· Maintained, stored and retrievable; and 

· Must meet all applicable standards for retention.
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	Document Master List and Numbering System
	The Quality Systems Manager maintains a master list that shows the current revision levels of documents and the current issue levels of documents in the Quality Manual. Laboratory Managers must maintain a master list of the current versions of their respective technical policies and procedures. This is to ensure that the staff knows if they are using the correct document.
Each document is uniquely identified to ensure traceability throughout the document life cycle. Each document is identified with a laboratory department code and a 3 or 4 digits number. Each document is also identified with the most current version number, and whether it is a Policy, Process, Procedure or a Form document. Below details the document control numbering system:
12 QSEs of the Quality Manual (LGM):

· Organization (1000-1999)

· Process Control (2000-2999)

· Personnel (3000-3999)

· Equipment (4000-4499)

	
	· Purchasing and Inventory (4500-4999)

· Documents and Records (5000-5999)
· Assessment (6000-6999)

· Occurrence Management (7000-7499)

· Process Improvement (7500-7999)

· Facilities and Safety (8000-8999)

· Information Management (9000-9499)

· Service Satisfaction (9500-9999)

Department Specific Document Control: Department specific document control numbering is the same numbering pattern as above except they’re in the hundreds:

Below details each department’s document control code:
· LGM – General Laboratory/Quality Manual

· LCM – Chemistry Department

· LCoM – Coagulation Department

· LClM – Clerical Department

· LHM – Hematology Department

· LSPM – Specimen Processing Department
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	Document Master List and Numbering System
	· LUM – Urinalysis Department

· LMM – Microbiology Department

· LPhM – Phlebotomy Department

· LIMM – Information Management

· LAPM – Pathology Department

· LBTM – B/T Laboratory

· LPoM – Point of Care Testing

· LABB – Transfusion Services Department**

· LADC – Donor Center Department**

· KQE – Regional Transfusion Services/Donor Center SOPs**




	**NOTE: The transfusion Services, Donor Center and the Regional Transfusion/Donor Center SOPs have a different document control numbering system. See Regional SOP KQE: 2.2-1-0100.04




	Record Retention, Storage and Retrieval
	· Records are retained for periods mandated by government regulations, and for accreditation requirements for laboratories and for the organization’s policies. 

· Records are stored in a manner that maintains integrity and facilitated retrieval should the laboratory cease operation.
· All manual test requisitions and Revenue Capture Deposit Receipts from all LAMC campus sites are to be stored at the 1505 main lab.  Boxes must be appropriately labeled with content, location, and date range.  Unit Manager to coordinate transport, organize storage by location and date for easy retrieval if necessary, and appropriate disposal (i.e. shredder, etc) at the end of retention period.
· All outlying MOB locations (ELA, Glendale, Pasadena) are to appropriately manage their own document and record storage as directed by this policy.
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	Item
	Retention Times

	Equipment records
	3 years – daily, weekly, or monthly performance testing and function checks.

Life of the equipment – major repairs, parts replacement, and annual maintenance.

	Test requisitions
	3 years

	Records of testing
	5 years – immunohematology and histocompatibility

3 years – all others

	Test report (preliminary and final)
	5 years – immunohematology

3 years – all others 


	Proficiency testing
	3 years – records of test handling, preparation, processing, examination, results of reporting, the signed attestation statement, and feedback reports.

	Quality control
	5 years – immunohematology, histocompatibility, and tissue banking

3 years – all others

	Instrument printouts
	CLIA requires printouts to be retained at least 2 years (3 years California DHS), unless the record data are retrievable in an alternate manner.

	Discontinued procedures
	5 years – immunohematology and tissue banking

3 years – all others

	Blood bank records
	Indefinite retention – Blood bank donor/recipient records; permanently deferred donor.

	Tissue Banking
	Indefinite retention – records showing source facility, the original numeric or alphanumeric donor or lot identification, and all recipients or other final dispositions of each tissue.

	Blood Bank
	Indefinite retention – Blood Bank donor/recipient records, permanently deferred donor.

	Revenue Capture Deposit Receipts
	6 months.
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	Controlled Document(s)
	The table below details the controlled document(s).


	Document Number
	Document Name

	LGM 5001
	Document Change request Form

	KQE:2.2-1-0100.04
	Quality Program for Southern California KP Medical Group Transfusion Services and Donor Center

	SCR.RCO.IS.001
	Kaiser Permanente Information Security Policy


	Uncontrolled Document(s)
	The table below details the uncontrolled document(s).


	Document Number
	Document Name

	N/A
	NCCLS HS1-A A Quality System Model for Health Care

	N/A
	Comprehensive Accreditation Manual for Pathology and Clinical Laboratory Services, 2007


	Author
	Louie Farnacio, CLS, MT(ASCP)DLM, MBA
Marian Azuma, CLS
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Reviewed and approved by:

	SIGNATURE
	DATE

	
	

	Julie Toti, CLS

Manager, Clinical Laboratory
	

	
	

	Joseph Thompson, M.D.

Director, Clinical Laboratory
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HISTORY PAGE

	Change type:

New, major, minor
	Changes made to SOP - describe
	Signature responsible person/date
	Laboratory Director review/date
	Laboratory Manager review/date
	Date change implemented

	New
	
	
	
	
	09/17/02

	Minor
	Updated Management job titles, added CAP checklist verbiage for record retention should lab cease operation.
	MWA 9/15/2011
	
	
	

	Major
	Added policy statement regarding destruction and storage of records. Updated process for storage and retrieval for LAMC campus sites. Added Revenue Capture Deposit Receipts to the list of items.  Added the SCAL Regional Information security policy to the controlled documents.
	MWA 5/28/2012
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