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	REAGENT LABELING


PURPOSE 
VVMC Laboratory will record received, in use, and expiration dates for all reagents and test kits.  Inventory books will be maintained in each area with the lot number, the received date, in use date, and the expiration date.  This information, when applicable, is stored electronically in specific analyzers according to the analyzer policy and procedure. Reagents will be stored per manufacturer’s guidelines.  Reagents that do not have an expiration date stated by the manufacturer will expire one year from the open date. No patient testing will be done utilizing expired reagents or kits.
POLICY
Reagents, calibrators, controls and solutions are properly labeled, as applicable and appropriate with the following elements:
1. Content and quantity, concentration of titer

2. Storage requirements

3. Date prepared or reconstituted by the laboratory

4. Expiration date
PROCEDURE 
1. Date all reagents, quality control material and calibrators as they are received.  This may be accomplished by using a date stamp.
2. Place an “expiration” date on all reagents as they are placed into use.

3. If opening a reagent alters the expiration dating (e.g., expires 3 months after opening), then calculate the new expiration date and clearly indicate this date on the reagent package.
4. Storage requirements must be listed on all reagents.  If it is not listed by the manufacturer, it must be written on the reagent with a permanent marker.

5. All reagents must be labeled with content and quantity, concentration, or titer.

6. All reagents must be stored as recommended by the manufacturer.

7. All reagents must be used within their indicated expiration date.

8. Reagent kits with multiple components must only be used within the same kit lot and shipment.

9. Any aliquot of reagent is to be labeled with the above information.

PURCHASED REAGENTS AND KITS

1. Note the date received on all purchased reagents and kits. 
2.  In area inventory book, record lot number, date received, and expiration date. 

Note date each lot is put into use. 
3. A new expiration date must be recorded on the container if opening or reconstituting the material changes the expiration date. 

4. New reagent lots must be checked against old reagent lots or with suitable reference material before or concurrently with being placed in use. 
PURCHASED REAGENTS FOR TRANSFUSION MEDICINE

1. Note the date received on all purchased reagents and kits. 

2. Record lot number, date received, and expiration date in the Blood Bank Inventory Book. 

3. In Use date is recorded on the Daily QC logs found in the Blood Bank QC Log. 

4. In use dates for Fetal Screen and Rhogam are recorded in the Blood Bank Inventory Book. 

PURCHASED REAGENT FOR CHEMISTRY, HEMATOLOGY, COAGULATION CHEMISTRY 

1. See Coagulation, Hematology and Chemistry Policies and Procedures for applicable reagent information stored electronically in specific analyzers.
REFERENCES     

1. Clinical Laboratory Improvement Act of 1988 (CLIA ’88) Standards.

2. College of American Pathologists (CAP) All Common Checklist
3. Current Package Inserts and Manufacturer’s References for Reagents and Kits 
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