Pregnosty

Name and Intended Use

The BioTracking Pregnostx® rapid pregnancy test is a lateral flow assay for the
detection of Pregnancy Specific Protein B (PSPB) in the whole blood (EDTA),
plasma (EDTA) or serum of ruminant animals. PSPB is produced by the
placenta of ruminant animals and can be detected in the maternal blood
stream. As a result, PSPB can be used as an indicator of pregnancy.

General Information

The Pregnostx® rapid pregnancy test is recommended for detection of
pregnancy in cows at or greater than 28 days post breeding, heifers at or
greater than 25 days post breeding, and sheep and goats at or greater than 30
days post breeding. The test utilizes antibodies specific to PSPB. When PSPB
is present antibody coated colored particles are captured at a specific test line
(T) position on the device membrane. This results in a pink/red line formation
at the T in the read window of the device. In the absence of PSPB no test line
appears at the T position. A second test line will form for all valid tests at the
control line (C) position on the device membrane. The formation of a red line
at the C position of the read window of the device is required for all valid
tests. If no C line develops the test is invalid and results should not be
interpreted from the assay.

Precautions and Warnings

Do not eat, drink or smoke where samples or test devices are handled.
Do not mix components from different lots of the same product.

Use test components immediately after opening pouch.

Do not use a test device if the pouch has been unsealed.
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Prior to running the Pregnostx® read window should be white with a Blue line
at the “C” control position. If the “C” position has no line or a red line the
Pregnostx has been compromised and should not be used for testing.

Do not use the test device after the expiration date.

A Safety Data Sheet (SDS) is available on request.

Storage
Pregnostx® devices should be stored 2-30°C.
All materials and samples should be 15-30°C before running the test.

Whole blood should be stored at 2-8°C but should not be stored for more
than 24 hours before testing.

Components

1 Pregnostx® lateral flow device
1 exact volume pipette

1 chase buffer ampoule

Sample information

Whole blood- collect samples in K2 EDTA tubes. Invert samples several times
to mix the blood with the EDTA in the tube. Store for less than 24 hours at 2-
8°C. If stored bring to temperature (15-30°C) and mix before testing.

Serum- collect sample in serum tube. Centrifuge and add serum to test
device or transfer serum to another tube for storage. Short term storage (less
than 5 days) 2-8°C. Long term storage -20°C. If stored bring to temperature
(15-30°C) and mix before testing.

Plasma- collect samples in K2 EDTA tubes. Invert samples several times to
mix the blood with the EDTA in the tube. Centrifuge and add plasma to test
device or transfer plasmato another tube for storage. Short term storage (less
than 5 days) 2-8°C. Long term storage -20°C. If stored bring to temperature
(15-30°C) and mix before testing.
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Test Procedure

Collect samples in K2 EDTA tubes. Invert samples several times to mix the
blood with the EDTA in the tube.

Invert tube at least 10 times before
applying sample to the test device

Place the test device on a flat surface. Use the exact volume pipette to
transfer the sample (EDTA whole blood, plasma or serum) from the collection
tube to the sample port. Use the squeeze bulb at the top of the pipette to
collect the sample. The pipette should be filled so the entire pipette tip is
filled and a small amount of sample enters the overflow reservoir. Squeeze
the bulb over the sample port to apply the sample to the sample port of the
test device.
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Allow the sample to fully enter the sample port pad and then apply 3 drops of
chase buffer from the squeeze bottle. Set a timer for 30 minutes. After 30
minutes visually inspect the test device in a well-lighted area.

Pregnostx results are valid up to 30 minutes after the initial read time (60
minutes after chase buffer application).

Interpretation of results

The original blue line should have been washed away by the sample. A valid
test run requires a red line to develop at the control line (C) position on the
membrane. A second red line will develop at the test line position (T) when
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PSPB is present. A positive test line result is indicative of a pregnant animal.
Absence of a test line is indicative of a non-pregnant animal. The test line

position T should show a red or slightly pink line for a positive test result. An
incomplete or broken test (T) or control (C) line is considered a positive valid

result.

Device before VALD TEST VALD TEST VALD TEST INVALD TEST INVALD TEST

sample is applied no PSPB present PSPB present PSPB present No control line No control line
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