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Principle 


The ESR is a non-specific test which indicates the presence of inflammation in the body. The test is used as an initial screening tool and also as a follow-up test to monitor the effects of therapy and the progression or regression of disease. A pipette is filled with 0.8 ml of anticoagulated blood and allowed to stand for a period of one hour. After one hour, a reading is taken at the plasma meniscus. This reading represents the distance in mm from the zero mark on the tube and is equal to the Erythrocyte Sedimentation Rate.
Clinical Significance


Increased ESR is seen in certain pathologic conditions, such as inflammation, tuberculosis, cancer, various connective tissue diseases such as rheumatic fever and rheumatoid arthritis; and in dysproteinemias, such as multiple myeloma.  The ESR is also accelerated during pregnancy.

Specimen Requirements


Venous blood collected in EDTA is used.  No special patient preparation is required.  Blood samples should be collected in a sterile lavender top tube.  Collect one 5 mL tube using standard venipuncture technique.  Follow the manufacturer's instructions for use of the collection tubes.  Specimen collection supplies are located in the phlebotomy room.

Specimen Identification


Label the specimen with the patient's name, chart number and date. 

Specimen Handling


Treat all specimens as potentially infectious.  Wear gloves and protective clothing and promptly clean up all spills.  Dispose of specimens and specimen containing reagents in marked biohazard containers.

Specimen Storage and Stability


Blood at room temperature (15-25°C): test should be set up within 4 hours.

Refrigerated blood: Must first be brought to room temperature and thoroughly mixed before testing. Test should be set up within 12 hours.

Reagents and Materials

· Polymedco Sediplast Westergren ESR system 
· Tube Rack: The tube rack should hold the tubes in a vertical position to within + 10 and should be constructed so that no leakage of diluted blood can occur from the tube when it is in place.

· Pipettes

Reagent Preparation


No preparation needed

Kit Storage and Stability


The kit should be stored in a cool dry location at 15-25° C. 

Calibration


None required

QUALITY CONTROL
External Quality Control

ESR-Chex is an assayed bi-level control for evaluating the accuracy and precision of automated and manual Erythrocyte Sedimentation Rate (ESR) methods. ESR-Chex contains stabilized human red blood cells in a preservative medium.
Storage and Stability

ESR-Chex is stable through the expiration date when stored at 2-10° C. After opening, ESR-Chex is stable throughout the open-vial dating, as indicated on the assay sheet, when stored at 2-30° C.

Handling Instructions

· Remove vials from refrigerator and allow them to equilibrate to room temperature (20-30 minutes)

· Vortex unopened vials for up to 60 seconds prior to first time use. Unopened vials stored at 2-10°C may require extra mixing. Mix previously opened vials through inversion and by vigorously rolling upright between palms until red cells are completely suspended. Continue to mix for 90 seconds.

· Allow bubbles to disperse and re-mix by inversion prior to sampling.

· Draw the sample immediately after thorough mixing is completed. If mixed vials sit for more than 1 minute before drawing the sample, the vial must be remixed by repeating steps 2 and 3. Incomplete mixing can invalidate both the sample drawn and the remaining product in the vial.

· Follow the manufacturer’s directions for filling the ESR tube.
· Wipe threads of vial and cap with clean tissue before closing. Recap the vial tightly.

· We recommend storing open vials at room temperature (18-30°C). It will be easier to resuspend cells in vials stored at room temperature. 
· Re-mix previously opened vials prior to sampling.

· It is good laboratory practice to prepare fresh sample of ESR-Chex daily to control the ESR procedure.
Instructions for use
· For manual testing, use ESR-Chex as you would a patient sample

· CAUTION. DO NOT remove sodium citrate from the tubes before using this control

Limitations

ESR-Chex is to be used for Erythrocyte Sedimentation Rate testing only. It is not intended for controlling other hematology procedures.

Expected Results

The assay values are derived from replicate analysis. Upon receipt of a new control lot, it is recommended that each laboratory establish its own means and limits. However, the control means established by the laboratory should fall within the expected range specified for the control.

It is recommended that each level of control be run twice a day for 3-5 days to establish lab means for measurand.

If established means do not fall within the expected range, please evaluate all mechanical and physical factors that could affect the outcome, such as temperature, vibration, tube position and product expiration. Inadequate mixing could affect the outcome of the test.

If values are still outside the expected range, contact Streck Technical Services at 800-843-0912 or technicalservices@streck.com
TESTING PROCEDURE

· Remove the pink stopper on the prefilled vial (0.2 ml of 3.8% sodium citrate is used as diluent). Using a transfer pipettes, fill the vial to the bottom of the indicated fill line, with 0.8 ml of blood to make the required 4:1 dilution ratio.
· Replace pink stopper and gently invert several times to obtain homogeneous mixing.

· Place vial in its rack on a level counter surface free from vibration.

· The diaphragm of the pink stopper is calibrated to break under the light pressure made by inserting the pipette.

· Carefully insert the pipette through the pierceable stopper and gently push downwards until the pipette rests on the bottom of the vial.
· DO NOT USE EXCESSIVE FORCE AND DO NOT HOLD OR BLOCK THE TOP OF THE PIPETTE
· The pipette will autozero the blood and any reasonable excess will flow into the reservoir compartment.

· To ensure proper results, it is essential that the pipette makes firm contact with the bottom of the vial.

· Let sample stand for exactly one hour and then read the numerical results of the erythrocyte sedimentation rate in millimeters.

· Dispose of properly after use.

· Remove gloves and wash hands in accordance with established procedures

Normal Values


Male:    (under 50)   0-15 mm/h


    (over 50)    0-20 mm/h


Female:  (under 50)   0-20 mm/h



    (over 50)    0-30 mm/h

Reporting Results

Results are manually entered into the lab package, where they are reviewed and when approved/verified are available to the provider/ IF the facility serve is down, the patient’s name, chart number, DOB and sex are placed on a miscellaneous request and the results are documented on the request and hand delivered to the provider.
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