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Proc. #7180-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, 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) date received

2) content, quantity and concentration

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

4) date prepared or reconstituted (where applicable)

5) expiration date

2. Place a red dot on the outside of the packing for new lot numbers without validation.  
3. Insert a New Lot Validation Worksheet (see Attatchment) in the first box of new lot number.

4. When shelving, refrigerating or freezing packages, all of the same lot number of reagents, 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.

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

6. The date opened or the date prepared must be placed on all reagents, 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.

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

8. Quality reagent performance is verified by running samples on 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.  See CAP Evaluation Criteria for evaluation limit.
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.
9. Reagents need to have a yellow dot placed on the outside of the packing when a new lot number is validated using the New Lot Validation Worksheet.  This indicates the new lot is calibrated but when placed into use QC needs to be run on the regeant for that day.  
10.
Once QC and reagent validation has been performed place a green dot on the outside packaging.  This signals to Staff  that the reagents, test kit, and/or QC materials are ready for use.  
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CAP’s Evaluation Criteria

(Based on Participant Summary reports)
	Analyte
	Evaluation Limit
	
	Analyte 
	Evaluation Limit

	Acetaminphen
	+10%
	
	DLDL
	+30%

	Alcohol
	+25%
	
	Lipase
	+30%

	Albumin
	+10%
	
	Lithium
	+3 SD

	Alk Phos
	+30%
	
	Myoglobin
	20%

	ALT
	+20%
	
	Magnesium
	+25%

	Ammonia
	+20%
	
	MTX
	+3 SD or 10%

	Amylase
	+30%
	
	Phenobarb
	+20%

	AST
	+20%
	
	Phenytoin
	+25%

	BNP
	+10%
	
	PSA
	+0.4ng/mL or 3 SD

	BUN
	+2.0mg/dL or 9%
	
	PCT
	+3 SD

	DBili
	+0.4mg/dL
	
	Phosphorus
	+0.3mg/dL or 10.7%

	Estradiol
	20%
	
	Potassium
	+0.5 mmol/L

	Folate
	20%
	
	Progesterone
	+3 SD

	Total Bili
	+0.4mg/dL
	
	Salicylate
	+3 SD or 10%

	CEA
	+3 SD
	
	Sodium
	+4.0 mmol/L

	Calcium
	+1.0mg/dL
	
	Total Protein
	+10%

	Carbamazepine
	+25%
	
	Trop
	+0.3 ng/mL or 3 SD

	Chloride
	+5%
	
	Tobramycin
	+25%

	Cholesterol
	+10%
	
	Theo
	+25%

	CO2
	+3 SD%
	
	TSH
	+3 SD

	Cortisol
	+25%
	
	Transferrin
	+20%

	CPK
	+30%
	
	Trig
	+25%

	Creatinine
	+0.3 or 15%
	
	Uric Acid
	+17%

	Digoxin
	+0.2 or 20%
	
	Valproic Acid
	+25%

	Ferritin
	+3 SD
	
	Vancomycin
	+3 SD or 10%

	Free T3
	+3SD
	
	CA-125
	20%

	Free T4
	+3 SD
	
	CA-153
	20%

	Gent
	+25%
	
	CA-199
	20%

	GGT
	+3 SD
	
	Ha1c
	+20% or 3 SD

	Glucose
	+6mg/dL or 10%
	
	Vitamin B12
	+3 SD

	BhCG
	+3 SD
	
	Vitamin D25-OH
	20%

	iPTH
	+20%
	
	IgG
	+25%

	HDL
	+30%
	
	IgA, IgM
	+3 SD

	Iron
	+20%
	
	C3, C4
	+3 SD

	Lactate
	+0.4 mmol/L 
	
	CRP
	+0.3 or 2 SD

	LDH
	+20%
	
	
	


For Analytes not listed above the Evaluation limit is +20%
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