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Proc. #4840-CH-330

TITLE:  Reagent Handling and Validation
PRINCIPLE:

The purpose of this procedure is to give detailed instructions for reagent handling and verification of performance.  This procedure applies to all reagents, test kits and quality control materials.

CLINICAL SIGNIFICANCE:

To ensure accuracy and reproducibility of laboratory tests, all reagents must be handled properly.  To verify acceptable performance, new reagents are to be checked by an appropriate method before they are placed into service.  The results of these checks must be documented.

STEPWISE PROCEDURE:

1.
When all reagents, calibrators, test kits and quality control materials are received in the laboratory, before they are placed in storage, they must be labeled with the following:

1) content, quantity and concentration

2) storage requirements – All reagents, test kits, and quality control material must be stored as recommended by the manufacturer.

3) date prepared or reconstituted (where applicable)

4) expiration date

2. When shelving, refrigerating or freezing packages, all of the same lot number of reagents, calibrators, test kits, or quality control materials are to be grouped together with the oldest lot number or shortest expiration date in front so that it may be used first.

3. Under no circumstances should components of different kit lot numbers be interchanged as reagent quality may be compromised.

4. The date opened or the date prepared must be placed on all reagents, calibrators, test kits and quality control materials when they are actually put in use.  A new expiration date must be recorded on each container if opening the container changes the expiration date or storage requirement.  However, on high-volume instruments where on board reagent inventories are monitored by instrument software, reagents need not be dated when they are put into use.

5. All reagents, calibrators, test kits, and quality control materials must be used within their indicated expiration dates.

6. Quality reagent performance is verified by running a minimum of 3 samples spanning the measuring range on both the new lot as well as the current lot. Patient specimens are best but if none are available QC, Calibrators or already graded PT samples are acceptable. All new reagent lots are to be validated before or concurrent with use for patient testing: 

For quantitative tests, reagent validation is performed by assaying the same patient specimens with both the old and new reagent lots to ensure consistent results.

For qualitative tests, cross-checking includes retesting at least one known positive and one known negative patient sample from the old reagent lot against the new reagent lot, ensuring that the same results are obtained.

REFERENCES:

Department of Health and Human Services, Centers for Medicare and Medicaid Services.

Clinical laboratory improvement amendments of 1988: final rule.  Fed Register, 2003.

NCCLS.  Evaluation of matrix effects; approved guideline EP 14-A.  Wayne, PA:  NCCLS 2001.

CAP All Common Checklist 8.22.18

 NEW REAGENT LOT VALIDATION

ANALYTE:____________         Lot#__________      EXP. Date_________

ABBOTT ARCHITECT ANALYZER: (check one)          □#1      or           □#2

Calibration Date:______________

Calibrator Lot#:_______________          Exp. Date:________________

QC performed and acceptable:     □Yes           or         □No

	Specimen ID#
	Result from current reagent lot

LOT #_________
	Result from new reagent lot

LOT #_________
	Acceptable Limits:_______

For limits of acceptability refer to CAP’s Evaluation Criteria form

Acceptable: Yes  or No

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Corrective Action:___________________________

Comments:__________________________________

This new lot is validated and acceptable for patient use.

Technologist:_____________

Date:__________________
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