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PRINCIPLE:

The purpose of daily quality control in the blood bank is to confirm the reliability of the test system.  The test system includes reagents, procedures, and equipment.  Testing known samples is an accepted method of quality control.
The procedures used with the reagents described are based on the principle of hemagglutination.  These procedures are applicable to selected gel card applications.  Directions for quality control of gel test reagents are outlined in the package insert for each MTS reagent.
REAGENTS:

· MTS Anti-IgG Card™ (Anti-IgG, Rabbit)
· 0.8% Selectogen reagent red blood cells for antibody detection comprised of human red blood cells
· MTS Diluent 2™ (a hypotonic buffered saline solution used to prepare 0.8% red blood cells for testing in MTS Anti-IgG Cards)
· A/B/D Monoclonal and Reverse Grouping Card™ (Anti-A, Anti-B, Anti-D, Control Gel, Buffered Gel, Buffered Gel)
· 0.8% suspension of A1 and B cells
· MTS Diluent 2 PLUS™ (a hypotonic buffered saline solution containing EDTA)
· ORTHO Confidence system, containing:
· ORTHO Confidence Cell 1 - A1B rr human red cells, 3% ± 1%
· ORTHO Confidence Cell 2 O RIr human red cells, 3% ± 1%
· ORTHO Confidence Antibody – Dilute murine monoclonal anti-A and anti-B blended with human IgG anti-D and anti-c containing bovine albumin, sodium chloride, sodium phosphate, EDTA, and .1/2% sodium azide as a preservative.
· 0.8% Albumin Solution (500 ul 22.0% Albumin plus 4 ml MTS 2(TM))
· 0.8% Suspension of known A or B cells

· Anti-D

· A/B/D Monoclonal Grouping CardTM (Anti-A, Anti-B, Anti-D)

· 0.8% Suspension of known O positive cells (pigtail)

PROCEDURE:

The cells and antibodies in the ORTHO Confidence System are intended to simulate normal blood samples and should be introduced into the normal laboratory workflow with patient/donor samples.  


Antibody Detection QC Test Procedure
1. Visually inspect each gel card before use.  Each microtube should have a clear liquid layer on top of opaque gel.

2.  Label the MTS Anti-IgG card with the appropriate sample identification.

3. Remove the foil seal from the gel card.
4. Add 50 ųL of the 0.8% Selectogens I & II to the appropriate microtubes.
5. Add 25 ųL of the QC antibody to each microtubes for a positive result.
6.  Add 50 ųL of the 0.8% known O red cell suspension to two labeled microtubes.
7. Add 25 ųL of ORTHO Confidence Antibody to one cell for a positive result.

8. Add 25 ųL of 0.8% Albumin Solution to one cell for a negative result.

9. Incubate the card for 15 minutes at 37°±2°C.  

10. Centrifuge the card at 900 rpms for 10 minutes.

11.  Read the card.  Observe both the front and back of the card.  Record reactions as described on the reaction grading chart.  


ABO and D Red Blood Cell QC Test Procedure:  Monoclonal/Reverse Card
1. Label two A/B/D Monoclonal and Reverse Grouping Cards:  ORTHO Confidence Cell 1 and Cell 2.  Label the Buffered Gel microtubes for A1 and B cells respectively.

2. Visually inspect each gel card before use.  Each microtube should have a clear liquid layer on top of the opaque gel.

3. Remove the foil seal from the gel card.

4. Add 50 ųL of the 0.8% suspensions of reagent A1 and B red blood cells to the labeled Buffered Gel microtubes.
5. Add 50 ųL of QC antibody to the Buffered Gel microtubes of the Confidence Cell 2 labeled card.

6. Add 50 ųL of the 0.8% Albumin solution  to the Buffered Gel microtubes of the Confidence Cell 1 labeled card.

7. Add 10 ųL of 4% ± 1% ORTHO Confidence Cell 1, diluted in Diluent 2 PLUS, to the Anti-A/B/D and Control microtubes of the labeled card.

8. Add 10 ųL of 4% ± 1% ORTHO Confidence Cell 2, diluted in Diluent 2 PLUS, to the Anti-A/B/D and Control microtubes of the labeled card.

9. Centrifuge the gel cards at 900 rpms for 10 minutes.

10. Read the cards.  Observe both the front and back of the cards.  Record the reactions as described on the grading chart.

 
ABO and D Red Blood Cell QC Test Procedure: Monoclonal Grouping Card

1.  Label ½ of A/B/D Monoclonal Grouping card Cell 1 and 2nd half
     O pos pigtail.

2.  Visually inspect each gel card before use.  Each microtube should have a clear liquid layer on top of the opaque gel.
3.  Remove the foil seal from the gel card.

4.  Add 10 ul of Confidence Cell 1 to the first 3 microtubes.
5.  Add 10 ul of known O positive suspension to the last 3 microtubes.

6.  Centrifuge the gel card at 900 rpms for 10 minutes.

7.  Read the cards.  Observe both the front and the back of the cards.

     Record the reactions as described on the grading chart.
Anti D Cell Button Test Procedure

1.  Place one drop of ORTHO Confidence Cell 2 in a clean, labeled test tube.
2.  To this tube, add one drop of Anti-D.
3.  Gently mix and centrifuge at preset speed for 20 seconds.
4.  Gently resuspend the cell button and examine them for agglutination

5.  Read and interpret results.

RESULTS: 
The following chart illustrates the expected results in tests with ORTHO Confidence System and routine blood bank reagents.

	ORTHO Confidence System Component
	Reagent Under Test
	Expected Test Result

	ORTHO Confidence Cell 1
	Anti-A Reagent
	3+ -4+

	ORTHO Confidence Cell 1
	Anti-B Reagent
	3+ -4+

	ORTHO Confidence Cell 2
	Anti-D Reagent
	3+ -4+

	ORTHO Confidence Antibody
	ORTHO Affirmagen A1 Cells
	3+ -4+

	ORTHO Confidence Antibody
	ORTHO Affirmagen B Cells
	3+ -4+

	ORTHO Confidence Antibody
	0.8% Selectogen Screen Cell 1
	3+ -4+

	ORTHO Confidence Antibody
	0.8% Selectogen Screen Cell 2
	3+ -4+

	ORTHO Confidence Antibody
	MTS Diluent 2 - Manual 0.8% A or B Cell Suspension
	3+ -4+

	0.8% Albumin Solution
	MTS Diluent 2 - Manual 0.8% A or B Cell Suspension
	3+ -4+


COMMENTS:
If expected test results are observed, procedures are being performed accurately, and reagents and equipment are performing properly.  If unexpected results are observed, the problem may be due to improper test performance, faulty equipment or contamination or deterioration of reagents.  The source of the problem should be determined before test results are reported.  
Since commercially prepared blood grouping reagents and reagent red blood cells must meet FDA specificity requirements, extensive daily specificity testing by blood bank laboratories is redundant.  The essential property to be confirmed by each laboratory is reagent reactivity.

LIMITATIONS:
Individual laboratory procedures may affect the final reaction strength observed in tests performed with ORTHO Confidence System.
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