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	SUBJECT:
	BLOOD BANK QUALITY MANAGEMENT PROGRAM


I.
POLICY: 

Blood Bank Quality Management Program

II.
PURPOSE:

To assure that patient results are accurate and precise.

III.
GENERAL INFORMATION:

A. This program monitors pre-analytical, analytical, and post-analytical processes to assure quality.
B. These processes consist of proficiency testing, S.O.P. review, specimen quality and integrity verification, recordkeeping, validation procedures, preventative maintenance, reagent control, error detection and correction, periodic chart review and reporting errors to the FDA through the Biologic Product Deviation Report process. 
C. The Blood Bank Lead Technologist/staff and Technical Coordinator are responsible for monitoring the quality assurance process.
IV.
PROCEDURE:

A. Pre-analytical assessment
1. Specimen quality and integrity.
a. Specimens will be assessed for date, time, and phlebotomist ID, as well as patient name, blood bank identification (BBID) label and medical record number.
b. Specimens drawn with Mobile Care Phlebotomy are not required to have the date, time, and initials hand written on the specimen tube. The preceding information is electronically recorded in the LIS at the time of collection.  
c. All specimens for transfusion will be drawn in an EDTA tube, pink or purple top.  Gel tubes are NOT acceptable. A red top tube is also acceptable. However when a red top is collected for blood bank specimens, it is recommended that a second spin of the serum be done before testing. This is to ensure the removal of fibrin and platelet particulate matter.
d. Plasma/Serum must be free of gross hemolysis.
e. Blood Bank ID banded specimens are required all blood bank testing with the exception of antepartum RhIg testing, postpartum RhIg testing, outpatient ABORh testing and outpatient prenatal testing.
f. Specimen rejection sheets must be filled out for every rejected specimen.

2. Temperature checks

a. All refrigerators, freezers, and incubator temperatures are checked daily and recorded on the daily temperature log.
b. The Blood Bank Lead Technologist/staff reviews the temperature log daily.
c. Blood refrigerators, freezers, and platelet chambers are continuously monitored with graphs.
d. Alarms are checked quarterly by Blood Bank personnel. 
e. All refrigerators are plugged into emergency power to assure activation at appropriate high and low temperatures. 
f. Battery back-up for alarms is checked daily by the technologist taking the temperatures. 
g. All blood and blood products are inspected visually daily to assure that no signs of contamination are present. This is documented on the daily temperature log. 
3. Reagents
a. All reagents are checked on a daily basis for positive and negative reactivity, or at the time of use on an as-needed basis.

b. REAGENT KITS: All reagent kits must be discarded and a new kit put in use when one or more of the reagents in the kit is depleted or outdated.
c. ANTISERA: Each day of patient testing when antiserum to a specific antigen is used, a negative and an appropriate positive control must be run. The positive control will be a reagent cell containing antigen to the antiserum being used and a negative control must be a cell which lacks the antigen.  Control cells for antisera QC can be selected from the tube screening cells or the tube panel.  
d. REAGENTS are not to be used past the expiration date.   EXCEPTION:  Rare reagents may be used past the expiration date if appropriate positive and negative controls are run and act as expected.  The FDA, CAP and AABB permit this exception.
e. When a new Fetal Screen kit comes in, a verification of the new kit reagents will be performed with controls from the current kit (in use) the next time the test is ordered. 
f. When new reagents are brought into the Blood Bank and QC’d, current in-use controls must be used for verification of appropriate reactivity of the new reagent lot and recorded on the Master Reagent Lot Tracking List.  
4. Proficiency Testing

a. The blood bank subscribes to the CAP Comprehensive Transfusion Medicine Survey, Fetal hemoglobin screen, DAT, and elutions.
b. Blood Bank staff is scheduled to perform the proficiency testing on a rotating schedule.
c. The testing is performed as outlined in the Laboratory Policy Guidelines for proficiency testing.  Samples are integrated into routine testing.  
d. If a Blood Bank staff member fails to participate successfully for a given analyte or test, immediate steps must be taken in the testing section to troubleshoot the problem.

i. It is imperative that the problem be corrected prior to the receipt of the next proficiency testing samples (s).
ii. The remedial action must be documented on the Survey Exception Investigation Doc. Form.
iii. This documentation must be filed with the other survey paperwork and maintained for a minimum of five years from the date of participation in the Proficiency Testing event.
5. Preventative Maintenance

a. Preventative maintenance is performed to assure properly functioning equipment, which is essential for accurate testing.
b. Periodic inspection and cleaning afford opportunity to check for possible sources of future trouble.

c. Preventative maintenance and instrument checks are performed and documented on the appropriate log sheets in the QC Procedure and Policy book.
d. Yearly maintenance

i. NBS certified thermometer must be mailed in once a year to be recertified. The Blood Bank Lead Technologist/staff should coordinate with the Lead Technologist in Chemistry to send both department thermometers for recertification at the same time. 
ii. Check thermometers against NBS certified thermometer.
iii. Calibrate centrifuges by performing maximum packing.  Maximum packing check is only done on any new centrifuge prior to use and after any repair, which could affect the speed of the rotor.
iv. Validate the blood transport coolers to assure temperature is being maintained for specified length of time.
v. Perform chart and computer verification to assure accuracy of reporting results.
e.   Semi-annual Maintenance

1. Tach and time centrifuges, GEL centrifuges and cell washers.     Performed by Clinical Engineering.

2. Check blood warmer including temperature checks and alarm verification. Performed by the Hospital biomedical staff.
3. Equipment cords and receptacles are checked for evidence of wear and deterioration.

4. Bleach all saline bottles.

5. Clean blood product and reagent refrigerator/freezer drawers.

6. Calibrate pipettes.
1. Quarterly Maintenance

1. Perform alarm check on all refrigerators, freezers, and platelet chamber to verify the accuracy of activation.

2. Bleach testing racks.
3. Clean the GEL centrifuge drawers to remove any splashes that may have occurred.
4. Check volume dispensed by MTS dispenser

2. Monthly Maintenance: 
1. Bleach and Saline flush all cell washer lines.
3.    Bi-weekly Maintenance: 
1. Clean the Helmer plasma thawer to prevent bacterial growth from   occurring.
4.    Weekly Maintenance: 
1.   Clean Helmer Cell Washer rotors by soaking in warm water for 5 minutes.

2. Check the dispensed volume of each cell washer for accuracy.

3. Clean the MTS dispenser.
5.    Daily Maintenance:


1. Clean and bleach work areas and cell washers.

2. Check temperature of blood bank refrigerators, freezer and incubators.
B. Analytical Assessment

1.  QUALITY CONTROL- Reagents are tested for viability each morning.  Documentation of performance of reagent checks is reviewed daily by the Blood Bank Lead Technologist/staff.
a. When a reagent is out of control, corrective action must be initiated and documented.
b.  If corrective action fails to obtain an acceptable result, that reagent will be taken out of service and previous patient data will be checked for validity. Specimens will be tested in reverse chronological order until testing results between the old and new reagent correlate.

c.   Quality assurance checks are performed through a tech to tech assessment of patient results.

· All new patients ABORh’s are confirmed by another tech using a 3 tube typing method.

d. All Patient requests for blood bank testing are researched for prior history. 


· The computer system will validate any current results with any historical data stored on a patient.

e. The Medical Director will review the monthly Blood Bank Maintenance and QC Review  sheet, 01.002.001, which incorporates data pertinent to controls, reagents, temperature checks and instrument function checks.

2. Verifying results.

a.   All results will be reviewed for validity prior to verification.

b. The goal is that Stat crossmatches will be verified with 1 hour, routine crossmatches within 2 hours.

3.
Method Comparison

a. Twice a year, one patient, with a positive antibody screen, will be tested on all analytes that are reported by two different methods.

b. The results will be recorded on the Method Comparison Worksheet.

c. The results will be reviewed by the blood bank medical director and stored in the Quality Assurance Manual 

C.
Post-Analytical Assessment
1. Review adverse reactions of transfusions.

a.
A pathologist reviews all transfusion reaction workups.

b.
All suspected disease transmissions due to transfusion are investigated in conjunction with a pathologist and the patient’s physician.

d. Notification of Transfusion Related Infectious Diseases letter is sent yearly (November) to all physicians within UnityPoint Health Methodist.  The letter requests that the Blood Bank Medical Director be notified if a patient develops any infection in which previous transfusion is suspected as a possible etiology.
2. Monitoring of clerical and/or analytical errors.

a.
The Blood Bank Lead Technologist/staff reviews Daily Patient Results Report which includes testing results on every procedure.  This is reviewed for completeness of testing, feasibility of results, and any error corrections. 

b. The Blood Bank Lead Technologist/staff reviews the blood bank inventory report and Assigned Unit report daily for discrepancies. Any discrepancies will be investigated to ensure all units have the proper status in the computer system.
c. The Supervisory Override report will be reviewed weekly by the Blood Bank Lead Technologist/staff. Included in this report is anytime a supervisor was required to override a warning in the computer system.  Each of the overrides will be checked to ensure our procedures and policies were followed.  Any deviations will be reported and investigated using the Event/Error reporting Policy. 
d. The Blood Bank Lead Technologist/staff will perform a weekly review of all log sheets in the blood bank for completeness. Any errors will be reported following the Event/Error reporting Policy. 

e. Weekly the Cooler Log Tags will be reviewed for completion and checked against the Blood Sign Out Sheet. This review will take place by the Blood Bank Lead Technologist/staff. 
f.
The laboratory uses the hospital electronic event reporting system to document changes of verified data in computer, physician/nursing/ patient complaints, and/or problems occurring in lab processes. Event statistics point out weaknesses in our operating procedures. The hospital electronic event reporting system sends the event to the proper person/persons for review.  It is the responsibility of all staff to ensure accurate result reporting.  Whenever an error in reporting is detected, it is to be documented in the hospital electronic event reporting system.  Any deviations from SOP will be logged in the Deviations Log and the Pathologist will review and sign the deviation as soon as possible.  (Any deviation from SOP will not occur until the patient’s physician has given documented verbal approval).
g.  For floor transfusions, the technologist takes the blood to patient's room and the nurse and tech verify paper work for any errors with regards to patient ID, unit ID, and ABO Rh compatibility between patient and unit.

h. Any error which falls within the Biologic Product Deviation reporting criterion will be filed with the FDA. All errors should be reported in the hospital electronic event reporting system. The Blood Bank Lead Technologist and the Technical Coordinator will determine if they meet the FDA reportable criteria upon review of the event. 
i. Any Transfusion related fatalities or the issuance of HBsAg-reactive, HCV antibody positive, or HIV positive blood products must be reported in writing to the Director of the Bureau of Biologics within seven working days.  Fatalities must be immediately reported by telephone (301) 827-6220; (301) 827-6748 (FAX); Fatalities2@cber.fda.gov. (E-mail).
3. Semi- annual chart Review
a. A chart report is generated and checked for accuracy by the Blood Bank Lead Technologist/staff.

b. Every six months the Blood Bank Lead Technologist/staff will pull ten transfusion records. The chart copy of the blood bank Crossmatch Tag will be reviewed 
4. The disposition of all units of blood and blood components are recorded in the LIS, with the name of the recipient and/or the final disposition of the unit. Including if the unit was transfused, transplanted, discarded or returned.  “Discarded” means that the unit is placed in a biohazard receptacle and subsequently incinerated.  
D. EMR Red Cell Transfusion Audits
a. The Blood Bank Lead Technologist/staff will review 10 patient audits of EMR red cell transfusions each month and document transfusion information on the EMR Red Cell Transfusion Audits UPH Methodist Blood Bank spreadsheet.  The spreadsheet should be sent monthly to the Clinical Outcomes Coordinator for distribution to nursing.
E.
Monitoring Blood Vendors
a. The performance of the American Red Cross is monitored for acceptable performance on a continual basis.

b. Delays and problems with service are recorded on the ARC problem log. 
Examples of delays include but are not limited to: Delays in patient care because products are unavailable, errors in products received, untimely delivery, and billing mistakes.
c. The problem log will be reviewed monthly by the Blood Bank Lead Technologist/staff or Technical Coordinator  

d.  A quarterly report will be given at the Laboratory Clinical Excellence Committee meeting. 
V.  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. There are changes in practice standards, or requirements.

B. All policies and procedures are reviewed every two years (except for Safety procedures which are yearly) by staff or at the    time new or revised ones are put in effect.

C. All policies are retained 8 years after being discontinued or revised.

D. All procedures are retained 2 years after being discontinued or revised
VI. References

College of American Pathologists, All Common Checklist, COM.30450 (2015)
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	Rev
	Description of Change
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	1
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	Kathy Turpin
	10/30/12

	2
	Moved some preventative maintenance from yearly to quarterly per CAP regulations.  Removed evaluation of all positive Hepatitis testing and added the Notification of Transfusion Related Infectious Disease letter.  Changed Pemenic to hospital electronic event reporting system.  Removed semen proficiency testing from section 4 (no longer performing semen analysis).  Minor grammar.
	Kathy Turpin
	2/2/15

	3
	Moved pipette calibrations to semi-annually.
	Kathy Turpin
	4/29/15

	4
	Added reference to COM.30450 and appropriate documentation to satisfy requirements. Removed LIS specific reference.  Removed Combs Check Cells.
	Vincent Strow

Kathy Turpin
	2/10/16

	5
	Removed Bedside Type
	Vincent Strow
	3/21/17

	6
	Clarified how a unit is discarded.
	Kathy Turpin
	9/5/17

	7
	Clarification and minor word changes; Removed monthly GEL centrifuge tach and time; Added EMR red cell transfusion monthly audits; Added Blood Bank Maintenance and QC Review  sheet, 01.002.001;  Added Notification of Transfusion Related Infectious Diseases letter is sent yearly (November)
	Leah Miller/June Bembenek
	3/4/19
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