Cyto-Chex® BCT ce

INSTRUCTIONS FOR USE

INTENDED USE

Cyto-Chex® BCT is intended for collection and storage of blood specimens for immunophenotyping of
white blood cells by flow cytometry. Recovery of lymphocyte subset cell markers of the HIV panel can be
accomplished over a 14-day period following collection.

SUMMARY AND PRINCIPLES

Immunophenotyping by flow cytometry provides a rapid and accurate assessment of the frequency and
type of leukocytes in a blood sample. Logistics, such as transport of samples from collection site to analysis
location, create situations in which sample analysis cannot be performed immediately after collection.
Sample preservation for future analysis provides a solution which addresses such situations.

Cyto-Chex BCT is a direct-draw blood collection tube containing an anticoagulant and preservative, which
preserves the cell surface antigens of white blood cells (leukocytes) until processing and analysis can be
performed.

Subsets of leukocytes can be distinguished on the basis of cell surface antigens using fluorescent antibodies
and flow cytometry.'? Qualitative and quantitative changes in leukocyte subsets are used to identify and
monitor immunodeficiency and hematologic diseases.

Cyto-Chex BCT is designed to preserve peripheral blood samples’ qualitative and quantitative leukocyte
subset characteristics.

REAGENTS
Cyto-Chex BCT contains the anticoagulant, KsEDTA, and a cell preservative in a liquid medium.

PRECAUTIONS
. For In Vitro Diagnostic Use.
Do not freeze specimens collected in Cyto-Chex BCT as breakage could result.
Do not use tubes after expiration date.
Do not use tubes for collection of materials to be injected into patients.
Product is intended for use as supplied. Do not dilute or add other components to Cyto-Chex BCT.
Overfilling or under-filling of tubes will result in an incorrect blood-to-additive ratio and may lead to
incorrect analytic results or poor product performance.
CAUTION

a. Glass has the potential for breakage; precautionary measures should be taken during handling.

b. All biological specimens and materials coming in contact with them are considered biohazards and
should be treated as if capable of transmitting infection. Dispose of in accordance with federal, state and
local regulations. Avoid contact with skin and mucous membranes.

¢. Product should be disposed with infectious medical waste.

d.Remove stopper by either gently rocking the stopper from side to side or by grasping with a
simultaneous twisting and pulling action. A “thumb roll" procedure for stopper removal is NOT
recommended, as tube breakage and injury may result. Reinsert stopper by gently pushing stopper onto
tube with a simultaneous twisting action.

7. SDS can be obtained at www.streck.com, by calling 1-402-691-7510, or by calling your local supplier.
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STORAGE AND STABILITY
1. When stored at 2 °C to 30 °C, empty Cyto-Chex BCT is stable through expiration date.
2. Short term storage at 2 °C to 40 °C is acceptable for empty Cyto-Chex BCT for up to 14 days.
3. Do not freeze Cyto-Chex BCT. Proper insulation may be required for shipment during extreme
temperature conditions.
4. HIV Panel of Markers
a.The HIV panel of markers including CD3, CD4, CD8, CD16/CD56, CD19 and CD45 are stable in
blood samples stored in Cyto-Chex BCT for up to 14 days at 18 °C to 22 °C and up to 7 days at
30°C.
b. CD8 is stable for up to 48 hours at 37 °C.
¢. CD3 and CD4 are stable for up to 72 hours at 37 °C.

INDICATIONS OF PRODUCT DETERIORATION

1. Cloudiness or precipitate visible in reagent of empty tube.

2. If indications of product deterioration occur, contact Streck Technical Services at 1-402-691-7510 or
technicalservices@streck.com.

INSTRUCTIONS FOR USE

1. Collect specimen by venipuncture according to JCCLS GP4-A3.3
Prevention of Backflow - Since Cyto-Chex BCT contains chemical additives, it is important to avoid
possible backflow from the tube.

To guard against backflow, observe the following precautions:

a. Keep patient’s arm in the downward position during the collection procedure.

b. Hold the tube with the stopper in the uppermost position so that the tube contents do not touch the
stopper or the end of the needle during sample collection.

2. Cyto-Chex BCT can be drawn after the EDTA tube.

3. Fill tube completely.

4. Remove tube from adapter and immediately mix by gentle inversion 8 to 10 times. Inadequate or
delayed mixing may result in inaccurate test results. One inversion is a complete turn of the wrist, 180
degrees, and back per the figure below:
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After collection, transport and store tubes within the recommended temperature range.

6. Perform immunophenotyping by flow cytometry in accordance with instrument manufacturer's

instructions.

Note:

a. Light scatter positions of cells stabilized with Cyto-Chex BCT may differ slightly from those of untreated
cells.

b. Cyto-Chex BCT does not dilute blood samples; therefore, no dilution factor correction is necessary to
obtain absolute count values.

¢. As in the case with most clinical laboratory specimens, hemolysis, icteris and lipemia may affect the
results obtained on blood samples preserved with Cyto-Chex BCT. The specimen condition should be
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noted on the laboratory report since the results may be suspect. Grossly hemolyzed samples should be
rejected.

EXPECTED RESULTS
Immunophenotypic analysis performed on peripheral blood samples stored in Cyto-Chex BCT will provide
the same results as when performed on fresh specimens.

CD4 + Cell Count Recovery

EDTA tube Cyto-Chex BCT
Healthy Initial Day 7 Day 14
Donors Cells/ul Cells/ul Cells/ul
1 597 684 641
2 1275 1421 1267
3 559 567 563
4 646 591 572
5 843 844 915
HIV+ Initial Day 7 Day 14
Patients Cells/pl Cells/pl Cells/pl
1 709 760 756
2 511 561 565
3 285 299 300
4 327 340 373
5 83 73 89
LIMITATIONS

1. For single use only.
2. DO NOT transfer samples into Cyto-Chex BCT that have been collected in another anticoagulant or
preservative.

REFERENCES

1. CDC guidelines for performing single-platform absolute CD4+ T-cell determinations with CD45 gating for
persons infected with human immunodeficiency virus. MMWR 52(RR-2) 2003.

2. Clinical and Laboratory Standards Institute, H42-A2, Enumeration of immunologically defined cell
populations by flow cytometry. Approved Guideline - Second Edition.

3. JCCLS Standard Phlebotomy Guideline GP4-A3.

ORDERING INFORMATION

Please call our Customer Service Department at 1-402-333-1932 for assistance. Additional information can
be found online at www.streck.com.

GLOSSARY OF SYMBOLS
See the Instructions (IFU) tab under Resources on the product page at www.streck.com.

See www.streck.com/patents for patents that may be applicable to this product.
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