	
EINSTEIN MEDICAL CENTER



BLOOD BANK 

PROCEDURE MANUAL
	DEPARTMENT OF PATHOLOGY & LABORATORY

MEDICINE
	DOCUMENT NUMBER

BBQC03-002.05

	         AUTOMATED CELL WASHERS


	DATE OF ISSUE:

February 3, 2016

	POLICY OWNER: Blood Bank Supervisor
	



Page 1 of 1

1.0
Purpose

1.1
To define a procedure for assuring the proper washing of serologic tests for detection of in vitro antigen-antibody complexes.

2.0
Scope

2.1
Detection of in vitro IgG antigen-antibody reactions is dependent on the reaction of anti-human globulin with the antibodies attached to the red cells. This requires that all extraneous globulins in the serum be completely washed from the test tube. Excessive amounts of saline could result in loss of the red cells to be tested. To insure the proper washing of these tests, an automatic cell washer must be clean and must dispense an appropriate amount of saline.

3.0
Specimen

3.1 
Patient specimens are not needed for this procedure.

4.0 
Equipment

4.1 HELMER Ultra CW cellwasher

4.2 10% Bleach

4.2
3-5% suspension of red cells in saline

4.3    Volumetric Flask

4.4 Distilled Water
4.5 Normal Saline
4.6 Patient plasma

5.0
Quality Control

5.1
Frequency of testing

5.1.1 Cleaning: Automatic cell washers must be wiped clean daily. The tubing must be cleaned with 10% bleach weekly.

5.1.2 Tube fill checks must be performed daily.

5.1.3
Volume Checks: Volume of saline must be checked weekly. Acceptable limit is 50-56mls

5.1.4
Timers and RPM: Performed quarterly by Biomedical engineering.

5.1.5
Calibration: Performed by Biomedical engineering upon receipt and when parts are replaced.

5.1.6 Performance testing will be performed monthly.

6.0
Procedure

6.1
DAILY Cleaning

6.1.1
Wipe the outside and inside body of the centrifuge with 10% bleach. Next, press Start Wash to rinse bleach. 
6.1.2 Check all tubing for cracks and replace any damaged tubing.

6.1.3 Record a check mark on form BBQC05-005 Form   A1 in the Daily Cleaning & tubing inspection check section.
6.2 DAILY Tube Fill Check 
6.2.1 HELMER: Place 12 tubes in the cell washer head
6.2.1.1 Press Start Wash

6.2.1.2 Press Check
6.2.1.3 Open the lid and check that the fill levels are 75-80% full and evenly filled in all tubes.

6.2.1.4 Record a check mark on form BBQC05-005 Form   A1 in the Cell Washer tube fill level section. Indicate the cell washer # on form and initial. 
6.3
WEEKLY Cleaning
6.3.1
 Load the rotor with tubes, leaving every other position on the rotor empty.
6.3.2
Close the lid.
6.3.3
Disconnect the supply tubing from the saline, and connect it to the bleach solution

6.3.4
Flush the system with bleach solution by pressing START WASH.
6.3.5
Disconnect the supply tubing from the bleach solution, and put in  distilled water.

6.3.6     Flush  the bleach solution from the system by closing the lid and pressing START WASH.
6.3.7
Hold the waste container in front of the nozzle.

6.3.8
Press and hold SALINE for about three seconds until the word “Calibration” appears. Then press CHECK.
6.3.9
Flush the system with distilled water
6.3.10
Disconnect the supply tubing from the distilled water, and connect it to saline

6.3.11 Flush the distilled water from the system by closing the lid and pressing START WASH. This will prime the system with saline.
6.4.12
Record interpretation on BBQC05-005 Form  A1: Cell Washer QC form by putting a check mark in the Clean Cell Washer section under the day performed.
6.4
WEEKLY Volume Checks

6.4.1 Open lid to the cell washer

6.4.2
With lid held open at an angle, hold the graduated cylinder under the saline spout.

6.4.3 Press and hold SALINE for about three seconds until the word “Calibration” appears. Then press CHECK, the graduated cylinder will fill up.
6.4.4 Check the volume dispensed.
6.4.4.1 HEMLER volume must be 53.6-59.2 mls

.

6.4.5 Record interpretation on Cell Washer QC form BBQC05-005 Form A1 by putting a check mark in the Cell Washer Saline Volume section, under the day performed. Indicate the cell washer # and initial.
6.5    MONTHLY Performance Testing:
6.5.1 Fill the cell washer centrifuge head with 12 tubes.

6.5.2 Add 2 drops of LISS or PEG reagent to each tube, 2 drops of a patient’s plasma and 1 drop of Coombs Check Cells.

6.5.3 After the addition of saline in the 3rd wash cycle, stop cell washer. Observe that the cell buttons are completely re-suspended.  If suspension is adequate, record “ok”   on form BBQC05-005 A1 in the Cell Suspension after wash cycle 3 section.
6.5.4 Continue the wash cycle. When complete, inspect all tubes that there is a dry button of red cells. The size of the button should be uniform in all tubes. If button is adequate,   record “ok”   on form BBQC05-005 A1 in the Size of Cell Button at the end of Wash Cycle section.
6.5.5 Add 2 drops of Anti-IgG to all tubes centrifuge and read all tubes for agglutination.  Record the strength of reaction on the form. All tubes should be positive for 
agglutination in the 1-3+ range. Record grading for each of the 12 tubes on form BBQC05-005 A1 in the Strength of reaction in tubes after addition of AHG section and initial. Lastly, if all QC is acceptable write your initials in the Performance testing section under the date performed.
7.0 
Interpretation

7.1
Instruments exceeding tolerance limits should be removed from service pending repairs.

8.0
Reporting Results

8.1
Document discrepancies, corrective actions, and repairs on the BBQC05-005 Form L: Equipment Repair Form 

8.2
Notify the Blood Bank supervisor of all malfunctioning cell washers.

9.0
Procedure Notes

9.1
Biomedical Engineering must be contacted if a cell washer needs to be calibrated.

10.0
Limitations of the Procedure  -  N/A
11.0       References

11.1 Roback, John D., ed. Technical Manual, 18th ed. Bethesda, MD: American Association 
of Blood Banks, 2014

11.2 Standards for Blood Banks and Transfusion Services, 29th ed. Bethesda, MD: American

Association of Blood Banks, 2014.

12.0
Records

12.1
Instrument QC records are maintained in the Blood Bank. 

13.0
Attachments/Appendix/Forms/Documents
13.1 BBQC03-002.04 A1:  Cell Washer QC form

13.2 BBQC 05-005 Form L: Equipment Repair form
13.3 BBQC05-005 Form M: Do NOT USE FORM
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