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	Ridgeview Medical Center Laboratory Services
	Blood Bank
	Effective Date:   12/15/10

	Principle

This procedure provides instructions for performing reagent quality control using backup tube methodology.  This procedure must be performed when ever tube testing is performed on patient or donor specimens.


	Materials

	Reagents
	Supplies
	Equipment

	· Anti-A, Anti-B, Anti-D, stored at 2-8oC

· Commercial a1 and  b  cells stored at 2-8oC

· 6% Albumin stored at 2-8oC

· Saline

· Ortho Confidence System stored at 2-8° C
	· 12 x 75 mm test tubes

· Pipet tips
	· Pipettor

· Centrifuge/ Cell    washer

· Blood bank mirror




Procedure
                                                  
Reagent Rack

	Step
	Prompt
	Action

	1.
	Patient /Order module
	File(Open(Reagent Rack

	2.
	Rack ID field
	Enter ABD TUBE(Query

	3.
	All reagents on ABD TUBE rack display. If any reagents are outdated a warning “Reagent rack or test batch contains expired reagent” will display. 

	4.
	OK
	Click

	5.
	Compare reagent bottles currently in use with ABD TUBE Rack lot numbers and outdates.

	6.
	Replace outdated reagents and/or change Open Date if you open a new bottle of the same lot number.

	7.
	Scroll to desired reagent
	Right click mouse and Insert a Row

	8.
	Using current reagent as a guide, enter the antisera name, lot number, and open date or Find and scroll

	9.
	Select replaced reagent row to delete
	Right click mouse and Delete a Row

	10.
	SAVE icon
	Click and close


Reagent Test Batch
	Step
	Prompt
	Action

	1.
	Patient/Order module 
	File(New(Reagent Test Batch

	2.
	Rack ID field
	Enter ABD TUBE

	3.
	OK
	Click

	4.
	Select and Go to Result Entry field
	Click on box to (

	5.
	OK
	Click

	6.
	Label 4 tubes with 1-A, 1-B, 1-D, 1-Ct, for Ortho Confidence Cell 1

	7.
	Label 3 tubes with 2-A, 2-B, and 2-D for Ortho Confidence Cell 2

	9.
	Label 2 tubes with 3-a1, 3-a2, and 3-b for known positive reactions.

	10.
	Label 2 tubes with 4-a1, 4-a2, 4-b for known negative reactions.

	11.
	Add one drop of  Anti-A, Anti-B,Anti-D, and 6% Albumin (ct) to the appropriate tubes

	12.
	Convert 0.8% a1,a2, and b cells to 4% as follows:

· Place 4 volumes (e.g.400 ul) of each 0.8% cell suspension into labeled test tubes.
· Spin tubes for 30 seconds in Cell Washer
· Decant the supernatant completely.

· Add one volume (e.g. 100 ul) of saline to the tube and resuspend.

	13.
	Add one drop of these prepared 4% a1,a2, and b cells to the appropriate tubes.

	14.
	Add one drop Ortho Confidence Cell 1 to all tubes labeled 1.

	15.
	Add one drop Ortho Confidence Cell 2 to all tubes labeled 2.

	16.
	Add two drops Ortho Confidence Antibody to tubes labeled 3-a1, 3-a2, and 3-b

	17.
	Add one drop of Anti B to the tube labeled 4-a1 and 4-a2
Add one drop of Anti A to the tube labeled 4-b.

	18.
	Mix tubes gently and centrifuge for 15 seconds at 3400 rpm.

	19.
	While observing in the mirror, immediately and completely resuspend the cell buttons and examine macroscopically for agglutination

	20.
	Perform Weak D testing on QC Cell 1 using the Tube method per ABO Type-Forward and Reverse, Rh-Weak D procedure.

	21.
	Grade reactions following Interpreting Reactions procedure and record results.
      Cell 1 requires the addition of “Optional Subtest” ( WEAKD( result as “0”

	22.
	SAVE
	Click and Close


Resulting Quality Control

QC Table

	     Test ID
	Passing Interpretation
	Comments
	Reaction Fields

	CELL 1
	AB Neg
	Add WEAKD subtest
	Enter reaction strengths

	CELL 2
	O Pos
	
	Enter reaction strengths

	CELL 3
	O
	
	Enter reaction strengths

	CELL 4
	AB
	
	Enter reaction strengths


	If quality control fails(Patient results may not be reported until QC issues are resolved
Notify Lead Tech if any failure cannot be resolved.

	Step
	Possible Sources of Error
	Action

	1.
	Antisera bottle is contaminated
	Repeat testing with new bottle. Enter comment indicating that new bottle was used.  If initial bottle is contaminated, discard and record in the Reagent Log and Reagent Rack in computer.

	2.
	QC kit is contaminated
  (results unchanged with new antisera)
	Refer to Reagents Prepared In House for procedure.
            Cell 1=AB Negative

            Cell 2=O Positive

Repeat testing using newly prepared cells.
If acceptable, these cells may be labeled and used for the remainder of the kit shelf life.

	3.
	Antibody suspension is contaminated
	Prepare a new suspension as follows:

Add 4 drops of Anti D antisera to 5 mls of saline.
Repeat testing using new antibody suspension

If acceptable, this suspension may be labeled and used for the remainder of the kit shelf life.

	4.
	Improper storage of reagents
	Lead tech will evaluate situation  and acceptability of reagents after quality control testing is acceptable

	5.
	Equipment failure
	If the temperature of the MTS incubator, the timer or rpms of the MTS centrifuge are not acceptable, contact the BioMed department.


Procedure Notes
· Reagents should be checked each day for abnormal appearance, cloudiness or turbidity when verifying the lot number, outdate, and the date opened.

· Reagents should be refrigerated when not in use.

Restrictions
The cells and antibody reagent contained in the Ortho Confidence Quality Control Kit are for use only as directed and are not suitable for patient testing.

Safety
Refer to Laboratory Procedure #4002-1: Infection Control Laboratory Safety Hygiene Procedure and all other safety policies for the lab.

Notes
For tech responsibilities and supervisor responsibilities refer to Quality Control: Reagent Quality Control-Gel Method, which encompasses daily and monthly responsibilities in detail.
Related Procedures

Interpreting Reactions 
Resulting Testing from the Pending Worklog

Daily Operating Procedure

Reagents Prepared in House (procedure and log)
Quality Control: Reagent Quality Control-Gel Method
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	Revision and Reason

	5/10
	JL
	Add Cell 4 to rack, known negative reactions for back typing cells
                                                                                    Dr. Weatherby, MD      6/3/2010

	11/10
	CW
	Break out reagent QC from instrument checks, temps; this is now backup QC if tube methods are used.
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