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	SUBJECT:
	RECORD RETENTION IN THE BLOOD BANK


I. POLICY:

Certain situations require the Blood Bank to be able to obtain previous results.

II. PURPOSE:

To make clear what records are kept in the Blood Bank and for what length of time.
III. SCOPE:
This Policy applies to all blood bank technologists.

IV. GENERAL INFORMATION:

It is very important to be able to trace a unit from its source (donor and collecting facility) to final disposition (transfusion, shipped or destroyed).  These records must be kept indefinitely.  In the blood bank at UPH Methodist, these records are kept online in the computer indefinitely.

V. PROCEDURE:
A. Refer to the table below for storage requirements of different blood bank records.
	Type of Record
	Retention period
	Storage Location/

Special Instructions

	Final unit disposition
	10 years
	LIS

	Acceptability of returned units into inventory
	10 years
	LIS

	Notification from American Red Cross (ARC) recalling units and the reason for the recall
	10 years
	Blood Bank

	Notification from ARC regarding the receipt of units of donors found to be confirmed positive for HIV, HTLV, HCV, HbsAg
	10 years
	Blood Bank

	Transfusion Administration Records
	10 years
	Patient’s Electronic Medical Record (EMR)

	Blood bank personnel signatures, initials, identification codes, and inclusive dates of employments
	10 years
	Records are kept on site for current CAP cycle, then moved to warehouse for remainder of storage duration

	Identification of individuals performing each significant step in collection, processing, compatibility testing and transportation of blood/blood components
	10 years
	LIS

	Traceability of blood and blood components, and critical materials
	10 years
	Blood/blood components: LIS

	
	
	Critical materials (Reagents): Electronic/Excel Spreadsheet file stored on the I Drive

	Final inspection and verification of blood before issue
	10 years
	LIS

	Container qualification/process validations

 – Ex: Cooler validations
	10 years
	Blood bank for 3 years then moved to the warehouse for the remainder of storage duration

	ABO confirmation testing of donor units and inspection of blood products
	10 years
	LIS/Electronic

	Critical material (reagents) inspection and QC
	10 years
	Electronic/Excel Spreadsheet file stored on the I Drive

	Patient pre-transfusion testing results and interpretation
	10 years
	LIS

	Immediate evaluation/interpretation of transfusion reactions
	10 years
	Blood bank for 3 years then to the warehouse for the remainder of storage duration

	Evaluation/interpretation of delayed transfusion reactions
	10 years
	Blood bank for 3 years then to the warehouse for the remainder of storage duration

	Emergency release of blood, including signature of requesting physician obtained before or after release
	10 years
	Blood bank for 3 years then to the warehouse for the remainder of storage duration

	Transfusion problems such as difficulty in blood typing, transfusion reactions, unexpected antibodies and special transfusion requirements.
	Indefinitely
	LIS

	Competency records
	5 years
	Administration office

	Orders and requests for blood/blood components
	5 years
	LIS

	Blood supplier agreements
	5 years
	Lead desk – Blood bank

	Review and approval of new and revised policies and procedures before use. Procedure review/procedure discontinued.
	5 years
	Administration office

	Management reviews for the effectiveness of quality system
	5 years
	Monthly maintenance log in blood bank for 3 years then stored in the warehouse

	Proficiency testing records
	5 years
	Administration office

	Retyping of donor units
	10 years
	LIS

	Inspections of blood/critical materials
	10 years
	Inspection of blood product is kept in the LIS. 

Inspection of reagents is documented on the master reagent log.

	Instrument/equipment quality control and maintenance
	10 years
	Instrument Service & Repair log located in blood bank. Other maintenance records can be retrieved from BioMed.

	Control systems for patient testing
	10 years
	Blood bank for 3 years then stored in warehouse.

	Temperature monitoring (e.g. graphs, logs) of refrigerators, freezers, and platelet incubators
	10 years
	Blood bank for 3 years then stored in warehouse.

	Modification of a unit or carried out any part of the preparation of blood components
	10 years
	Paper records are kept in blood bank for 5 years, then kept in the warehouse afterwards

	Therapeutic phlebotomy records
	10 years
	Blood bank and warehouse


VI.  MAINTENANCE AND STORAGE

A. All policies and procedures are reviewed every two years, (except for Safety procedures which are yearly) by Laboratory Administration and/or the Medical Director of the Laboratory or designee when there are revisions in practice standards, or requirements or new policies or procedures implemented.

B. All blood bank policies and procedures are retained 5 years after being discontinued or revised.
UnityPoint Methodist Laboratory is a CAP accredited facility.  As of July 1, 2011, the responsibility of new and/or substantially revised policies and procedures will be restricted the Laboratory Director whose name appears on the CLIA certificate, and the signature appears below. The biennial review will be completed by the appointed Section Medical Director. 

	POLICY CREATION :
	

	Author:           Kathy Maher
	October 19, 1999

	Medical Director:      Devendra Trivedi, MD[image: image1.emf]
	October 19, 1999


	REVISION HISTORY 

	Rev
	Description of Change
	Author
	Effective Date

	1
	Added scope.  Changed retention time on number 6 from indefinitely to 10 years in the warehouse.
	K.  Turpin
	9/11/2014

	2
	Added section I record retention for emergency release of blood forms.
	K. Turpin
	9/3/2015

	3
	Updated years in blood bank to reflect current process. Added Transfusion Reaction workup section. Updated location of emergency release forms to reflect current process.
	V. Strow
	1/3/2017

	4
	Updated storage requirement to reflect revision to CAP requirement TRM 32250.
	L. Miller
	1/10/19

	5
	Removed other procedures are retained 2 and 8 years after being discontinued or revised.
	J. Bembenek
	4/16/19
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