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Proc. #4840-BB-210

TITLE:   Reagent Quality Assurance for Bench Testing
 PRINCIPLE:

Good laboratory practice requires that blood bank reagents be tested on the day of use to ensure that the products are reactive and specific.  By testing stated antisera against stated antigenic cells, positive and negative controls are displayed and reactivity as well as specificity is demonstrated.  Any deviation from the expected results warrants investigation prior to use.

CLINICAL SIGNIFICANCE:

If reagents or cells are not tested when put in use, they may be ineffective until Quality Control discovers the problem.

PERSONNEL:

Medical Technologists

SPECIMEN:

No patient specimen is required.  It is important to visually inspect all antisera and antigenic cell suspensions for invisible contamination such as dirt, cloudiness, or hemolysis.  Inspection of the expiration dates of various reagents should be done before testing reagents. All control specimens are tested in the same manner and by the same personnel as patient samples.

EQUIPMENT:

12 x 75 mm test tubes

Test tube rack

Plasma Thawing Unit (Thermogenesis)

Marsters Dry Bath with Thermometer

Centrifuge

Jewett Refrigerators with digital readout and bottle containing 10% glycerol in water with thermometer inserted.

Magnifying lighted reading source

Automatic cell washer

Isotonic saline, 0.9% sodium chloride

CALIBRATION:

None indicated

REAGENTS AND EQUIPMENT:

Anti-A

Anti-D

A Reverse Cell
IgG Monospecific

Anti-B

Rh-hr Control
B Reverse Cell
LISS Additive

Anti-c Serum
Screening Cell            Polyspecific Coombs
*All reagents supplied by Immucor or Gamma Biologicals.
 STEPWISE PROCEDURE:

 I.
Prepare a dilution of Anti D, and a dilution of Anti c, if needed,


as follows:


1.
Place 9.0 mL of saline in and appropriately labeled tube.


2.
Add 1.0 mL of the Anti-sera.

These dilutions are stable for quite some time and can be used if kept refrigerated 
as a stock dilution. These dilutions are used as a check for antigenic cell sensitivity and specificity. Label with an expiration date of 30 days. 

Reagent quality control needs to be done only on the days the reagents are in use.

 II.
Antisera/ Reverse Cell Quality Control


1.
Label three sets of four tubes, A,B,D, and Rh.


2.
To tube A add one drop of Anti-A serum.


3.
To tube B add one drop of Anti-B serum.


4.
To tube D add one drop of Anti-D serum.


5.
To tube Rh ad one drop of Rh-hr Control.


6.
To the first set of tubes add one drop of A, Rh negative cells.



(Reverse Cells).


7.
To the second set of tubes add one drop of B, Rh negative cells.



(Reverse Cells).


8.
To the third set of tubes add one drop of O positive cells



(screening Cell I or II).


9.
Mix by shaking.

         10.
Centrifuge all tubes for 15 seconds at in the Serofuge.

         11.
Resuspend the cells by gently agitation and examine macroscopically



for agglutination.

         12.
Record these results in their appropriate boxes on the log sheet.

         13.
Continue with Du Protocol where appropriate.

 III.
Cell Quality Control


1.
Label three sets of tubes, Screening Cell I and Screening Cell



II and Screening Cell III.

2.
Add two drops of dilute Anti-D to Screening Cell I, Screening Cell II and Screening Cell III to the first set.

            Add two drops of dilute Anti c to the second set of labeled tubes.

            Add two drops of saline to the third set of labeled tubes.

           3.
Add one drop of thoroughly mixed Screening Cell I to the tubes



labeled Screening Cell I.

           4.
Add one drop of thoroughly mixed Screening Cell II to the tubes



labeled Screening Cell II.

           5.
Add one drop of thoroughly mixed Screening Cell III to the tubes



labeled Screening Cell III.

           6.
Add 2 drops of N-Hance to each tube.

           7.
Mix Well.

           8.
Incubate at 37 C for 10 - 30 minutes.

           9.
Centrifuge all tubes for 15 seconds and examine for hemolysis.

           10.
Wash the cells/serum mixtures thoroughly with tubes full of isotonic



saline a minimum of three times.  Decant and drain completely after



the last washing.

11.
Add 2 drops of IgG Monospecific Coombs to the Anti-D and saline set of tubes. Add 2 drops of Polyspecific Coombs to the Anti-c set of tubes.

12.
Mix contents well and centrifuge for 15 seconds.

            13.        Resuspend the cells by gently agitation and examine tubes macro-



scopically for agglutination.


14.      To all negative antiglobulin tests, add Coombs Control Cells,



centrifuge and record results in appropriate boxes on Quality Control Log Sheet.

15.
Record the lot numbers and expiration dates from each reagent bottle quality 

           controlled on the Log Sheet. If a new bottle is opened, record name, lot 

            number, and expiration date in the blank space above current date’s quality
           control  form.
.            16.     The Blood Bank Department adheres to all Hospital and Laboratory Department 

                        Quality Assurance Policies as outlined in section 300 of the Department of 

                        Pathology and Laboratory Medicine General Policies and Procedures Book.

INTERPRETATION:


I.
All results should correlate with expected results.  If



there is a discrepancy in your Quality Control, repeat work.

           II.
If quality control is still not checking, repeat work changing lot



numbers of reagents involved.

          III.
Inform Senior Technologists or supervisor of problem with



Quality Control.

          IV.
No testing is to be done until problem is resolved.

NOTE:

         I.
Dilute  Anti-D and Anti c are in the glass in the refrigerator.


If none are available, prepare according to procedure.

REFERENCES
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