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Purpose:

To provide guidelines for the proper documentation, storage, and handling of Laboratory reagents.

Policy:


Manufacturer’s instructions are followed for handling and storage of reagents.

Supplies:


Supply Cards

Reagent labels 

Procedure:

1.
Records of receipt of all reagents are kept by means of a card system.

a.
Date ordered, quantity ordered, date received, quantity received, lot number, and expiration date, are documented on supply cards located in department-specific file boxes. 

b.
The reagent is stamped with the date of receipt.

c.
New reagent lots and/or shipments for non-waived tests are validated before or concurrent with being placed into use, if possible. Patient-based comparisons are used whenever possible. Results are recorded on appropriate log sheets.

· Quantitative tests: assay same patient samples with old and new reagent lots.

· Qualitative tests: test known positive and negative patient samples from old lot against the new lot. 

	Test Type
	Minimum Requirement
	Suitable Materials

	Qualitative Non-Waived Tests
	Retesting of one positive and one negative sample with known reactivity against new lot
	-Patient samples from previous lot

-Previously tested proficiency samples

-External QC materials tested on the previous lot

	Quantitative Non-Waived Tests
	Patient samples preferred to eliminate matrix interference.

Samples should include normal and abnormal values.
	-Reference materials or QC provided by the method manufacturer with method-specific and reagent lot-specific target ranges.

-PT materials with peer group means

-QC materials with peer group means from at least 10 labs

-Third party reference material if documented in pkg insert to be commutable with patient samples for the method


· QC materials used to test the current lot is adequate alone to check a new shipment of the same reagent lot as there should be no change in potential matrix interactions between the QC material and the different shipments of the same lot number of reagents.

· Do not open reagents if it will jeopardize its future use.  (For example, if checking a reagent will require reconstitution that will give it limited use before expiration, check with the supervisor first).  Document all problems on the supply card.  

· Notify supervisor if results do not correlate within specified limits.

d.
Apply a green sticker "THIS LOT IS READY FOR USE" or green dot sticker to indicate that the reagent has been tested and meets criteria.

e.
Apply a “NEW LOT-DO NOT USE”  or red dot sticker on new lots that require further testing to confirm the integrity of the reagent or validation of a control range.

f.
Apply a “NEW SHIPMENT-QC PRIOR TO USE” sticker on kits that require QC testing prior to use.

2.
All reagents are stored according to manufacturer's specifications.


a.
Temperature of storage areas is monitored and recorded daily.

b. 
Frost-free freezers may not be used to store reagents or controls unless they are kept in thermal containers or the freezer temperature is monitored by a continuous monitoring system (TempTrak).

3.
Reagents are NOT used beyond their expiration dates.  

4.
Reagents, calibrators, and controls are dated when opened and the expiration date is indicated, if

applicable.

a. All calibration materials are properly labeled as to content, date placed into service, and expiration date (if applicable).

· Calibration values are printed on the calibrator vial or traceable to that lot number via website or package insert.

b.
Primary containers outdate on the printed expiration date or one year from opening, whichever comes first.

c.
Secondary/aliquot containers outdate on the primary container’s printed expiration date or in 30 days (maximum), whichever comes first. 

· Secondary container size should be appropriate for the reagent volume anticipated use.

d. 
Discard reagents if any signs of deterioration are present.
5.
All reagents are labeled with the content, concentration, date prepared or reconstituted, lot number, tech, expiration date and storage requirements. A NFPA hazard identification label must be present on all secondary containers.
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6.
If there are multiple components of a reagent kit, components are used only within the kit lot unless

otherwise specified by the manufacturer.

7.
Manufacturer’s recommendations and literature is used to determine interferences for reagent systems on all analyzers. 
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Similar Procedures (Specify title of procedure and other OMC locations used if applicable)

Attachments:

REAGENT:_____________________________


CONCENTRATION:_____________________�_


LOT NUMBER:__________________________


DATE PREPARED:____________TECH:_____


EXPIRATION DATE:_____________________


STORAGE:_____________________________
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