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INTENDED USE:

The CAPI-DRAW Tubes with K2 EDTA are used to collect, anticoagulate, transport and store skin puncture blood
specimens for measurement of the following hematology parameters:

Automated: WBC, RBC, Hb, HCT, MCV, MCH, MCHC, platelets, 5-part WBC differential including neutrophilis,
lymphocytes, monocytes, eosinophilis, and basophilis.

Manual: WBC differential, reticulocytes, microhematocrit (PVC) and whole blood lead by graphite furnace atomic
absorption spectroscopy (GFAAS) and Anodic Stripping Voltametry (ASV).

SYSTEM COMPONENTS:

The CAPI-DRAW Tubes consist of a plastic reservoir and lavender closure indicating the presence of EDTA and
capillary with volume capacity of 125uL or 200uL. The interior surfaces of the reservoir and the capillary are coated with
K2 EDTA solution, which is then dried. The capillary serves as the method of blood collection by capillary action.
Markings on the reservoir show the 250uL and 500uL fill levels. The volume of collection is determined by the volume
capacity of the capillary, 125uL or 200uL. After collection, the capillary is removed and reservoir is closed with the
attached stopper. Note the “click” when the closure is properly positioned on the reservoir.

To reopen the reservoir use a slight counter-clockwise turn of the closure. To re-close the reservoir, use a slight
pressure on the closure. Note the “click” when the closure is properly positioned on the reservoir.

ANTICOAGULANT:

Each tube contains sufficient K, EDTA to anticoagulate 200uL (125uL capillary) or 300uL (200uL capillary) of skin
puncture blood. EDTA functions as an anticoagulant by chelating mono- and di-valent cations. Calcium is
chelated by EDTA, which prevents its activity in the coagulation process. EDTA also reduces platelet activation but does
not eliminate it completely. Note: Some patients have shown sensitivity to EDTA, resulting in significant and irreversible
platelet clumping. This clumping may also artifactually elevate WBC counts.

STABILITY:

The product is stable if used before the expiration date and stored at 2-30°C. Specimens collected in the CAPI-
DRAW tubes with K2 EDTA will provide accurate and clinically useful test results for up to 4 hours after collection for
hematology parameters listed above. Specimens may be stored in racks or continuously mixed during this time. Bring
specimens to room temperature before analysis.

Analyze specimens for hematology testing within 4 hours of collection. For lead, other analytes or alternate test
methods, users must establish, to their satisfaction, that test results meet their institution's criteria for clinically acceptable
values. The user should consult their instrument manufacturer for expected specimen stability.

LIMITATIONS:

Blood collected by skin puncture should only be used for lead screening. Elevated blood
lead results obtained on capillary specimens should be considered presumptive and
must be confirmed using venous blood".

When lead testing is performed by ASV, specimens should be analyzed as soon as possible. When ASV is used,
see section 9 in the instrument operating manual: Sample Related Causes Of Invalid Lead Reports. Follow manufacture's
directions section 9.4.1: An artifactual decrease in lead concentration will result if procedures for specimens with EDTA in
excess of 1.8 mg/mL are not followed.

Flame Atomic Absorption Spectroscopy is not recommended since EDTA may cause reduced recoveries of lead with
this method.

It is the laboratory's ultimate responsibility, to determine reference intervals for all analytes based upon the tubes
used for sample collection by that laboratory. The clinical laboratory should establish or verify its reference ranges if
changing specimen collection tube types and sizes, as this could potentially affect analytical results from patient samples.

MATERIALS REQUIRED BUT NOT PROVIDED:
1.  Gloves for the person performing the collections.
Alcohol swabs (lead-free if lead testing is performed).
Dry sterile gauze pads.
Lancet as appropriate for site and volume of blood required.
Sharps and contaminated materials disposal container.
FOR BLOOD LEAD: soap and water to wash and dry site thoroughly before puncture to minimize surface
contamination of skin by environmental lead.
OPTIONAL MATERIALS FOR SPECIMEN COLLECTION:
1. Warming device if required, dependent on the volume of blood and test to be performed.
2. Adhesive bandage. Avoid use of bandages with patients likely to place fingers or feet in their mouths, as
ingestion/aspiration may occur.

DIRECTIONS FOR USE:
1.  Gloves must be worn during skin puncture blood collection.

2. Select puncture site, warm as appropriate, and cleanse with alcohol. FOR BLOOD LEAD: Wash area with soap
and water and dry thoroughly to minimize surface contamination of skin by environmental lead. Cleanse with
lead-free alcohol swab. Institutional protocols for collection of specimens for blood lead should be followed.

3. Allow site to dry. Do not dry by wiping, as disinfection occurs during air-drying.
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4. Using the correct lancet or incision device is just as important as using the correct collection device. Be sure
the lancet being used provides an adequate flow of blood for the sample size you are collecting. Some other
considerations are to warm the site, massage the hand and finger prior to making the incision, or select a finger
without calluses

5. Puncture skin with the appropriate lancet, following instructions supplied by manufacturer. Dispose of lancet in
approved sharps container. Wipe away first drop of blood with gauze.

6. The CAPI-DRAW system works by the traditional method of capillary action not by the “scoop method”. Be
sure the tube is held at a horizontal or very slight downward angle. Allow a large drop to form on the finger and
place the capillary close to the drop. Let the capillary tube do the work for you; the blood will flow in
immediately. Continue until the capillary tube is full. CAUTION: Scooping the sample or “milking” of the skin
puncture may cause hemolysis and adversely affect test result accuracy.
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7.  Fill the capillary to the end. Over-or-under filling may result in clotting and/or erroneous test results. After filling,
turn the capillary/tube unit immediately in a vertical position to allow the blood to flow into the tube.
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8.  After collection, the capillary is removed and reservoir is closed with the attached stopper. Note the “click”
when the closure is properly positioned on the reservoir. Immediately after collection mix the sample by

inverting filled tube a minimum of 10 times.
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9.  Fill other CAPI-DRAW Tubes as required following directions provided in their respective product inserts.
NOTE: If capillary blood gas test is to be done, the capillary tubes used to collect samples must be filled before
other samples are collected. Otherwise, the EDTA samples for hematology testing should be the first tube
collected.

10. Dispose of used lancet into an approved sharps container if this has not been done. Dispose of any
contaminated materials into appropriate container.

11. The specimen should mixed thoroughly just before analysis. A minimum of 20 manual inversions is
recommended.

12. To reopen the reservoir use a slight counter-clockwise turn of the closure. To re-close the reservoir, use a
slight pressure on the closure. Note the “click” when the closure is properly positioned on the reservoir.

WARNINGS:
Practice universal precautions, using gloves and appropriate apparel for protection from exposure to blood-borne
pathogens.

CAUTION: Handle all biologic samples and blood collection products in accordance with
policies and procedures of your facility.

Obtain appropriate medical attention n the event of any exposure to biologic samples (e.g., through a puncture
injury) as samples may transmit HBV (viral hepatitis), HIV (AIDS), or other infectious diseases.

Discard all products contaminated with blood in biohazard containers approved for their disposal.
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