Capillus
This outline is not intended to replace the product insert or your standard operating procedure (SOP).

Procedure

1. Allow reagents to reach room temperature before use.

2. Check expiry date and use only kits within expiry date.

3. Record Patient sample identification number.

4. Place slides on the black background interpretation station provided.

5. Mix the latex reagent well ensuring that it is homogenous.

6. Draw the latex reagent onto the calibration mark (approximately 120 µl). Avoid drawing up air bubbles. 
7. Dispense the reagent onto the slide at the edge of the mixing well furthest away from the capillary channel. Avoid contact of the graduated dropper with the slide.

8. Attach a fresh disposable pipette tip to the pre-calibrated pipette provided.  Immerse the tip in either the control or patient sample.  Depress plunger fully and release slowly.  The pipette is designed to take a 10 µl sample.
9. Hold the pipette immediately over the latex in the mixing well and depress the pipette plunger to dispense the sample directly into the latex solution.  Using the pipette, mix the sample and the latex by pumping the mixture in and out of the tip three times and stir in a circular motion at least 5 times.

10. Continue to use the pipette tip to move the well-mixed sample and latex solution to the opening of the channel until the capillary flow begins.

11. Allow the latex mixture to flow through the entire capillary channel and into the viewing window before interpreting the result. This will require approximately 3-7 minutes.
12. Record results on the worksheet.
Interpretation of Test Results

Observe viewing window for aggregation. 

Positive 

Samples showing any latex aggregation should be considered initially reactive.
Negative 

Samples showing no latex aggregation should be interpreted as non-reactive.
Determine
This outline is not intended to replace the product insert or your standard operating procedure (SOP).

Procedure
1. Remove the protective kit cover from each test.  
2. Check the expiration date.  Do not use expired kits.

3. Label with the appropriate patient/client identification.

a. For serum or plasma samples:

i. Using a pipette, apply 50 µl of sample to the sample pad marked by the arrow symbol.
b. For whole blood samples:

i. Apply 50 µl or two drops of whole blood (finger stick) to the sample pad marked by an arrow symbol.
ii. Wait one minute until blood is absorbed into the sample pad
iii. Apply 1 drop of Chase Buffer to the sample pad.   Note:  If you use serum there is no need to add the chase buffer.
4. Wait a minimum of 15 minutes (up to 60 minutes) and read the result.
5. Record results on the worksheet

Interpretation of Test Results
Positive (Two bars)

Red bars appear in both the control window (labeled ‘control’) and the patient window (labeled ‘Patient’) of the strip. Any visible red color in the patient window should be interpreted as positive.

Negative (One Bar)

One red bar appears in the control window of the strip (labeled ‘Control’) and no red bar appears in the patient window of the strip (labeled ‘Patient’).

Invalid (No Bar)

If there is no bar in the control window of the strip and even if a red bar appears in the patient window of the strip, the result is invalid and should be repeated.

Hema-Strip

This outline is not intended to replace the product insert or your standard operating procedure (SOP).

Procedure
1. Collect specimen – touch blood drop with sampler tip until tip is full.

2. Remove buffer vial – separate from top of sampler and place on flat surface.

3. Hold buffer vial and firmly press the sampler tip through the foil cover.  Continue pushing to the bottom of the vial until sampler and buffer vial snap together tightly.   (Caution:  when inserting tip through foil cover, push gently to puncture foil, but do not jab at the foil cover)
4. Wait 15 minutes for the reaction to occur.  (Note:  the sampler/vial should be kept upright.)
5. Read the results at 15 minutes.  (Note: Positive results may be seen and read earlier than 15 minutes.  Intensity of the test and control lines may vary.  A visible test line, regardless of intensity, is considered reactive (a positive result).  To verify a negative test result, be certain to wait the full 15 minutes after starting the test.)
6. Record  results on the worksheet
Interpretation of Test Results

When the Hema-Strip HIV-1/2 test is properly performed, one or two pink/purple indicator lines will become visible.  These are:

1. The control line – which appears closer to the top of the test strip, indicates the presence of specimen and proper hydration and migration of reagents.  The control line will become visible within 15 minutes of starting the test regardless of the HIV antibody status of the specimen.

2. The test line – which appears closer to the bottom of the test strip (below the control line) indicates the presence of HIV-specific antibodies.  The test line will only become visible within 15 minutes of starting a valid test when HIV specific antibodies are present at detectable levels in the specimen,

Positive 

A reactive test line, with a reactive control line (both test and control indicator line visible) is interpreted as positive for the presence of HIV-specific antibodies.

Negative 

A non-reactive test line, with a reactive control line (only one indicator line visible) is interpreted as negative for the presence of HIV-specific antibodies.

Invalid  
A non-reactive control line, regardless of any other reactivity on the test strip is interpreted as an invalid test, and must be repeated using a new device.
ImmunoComb II (HIV 1 & 2 BiSpot) 

This outline is not intended to replace the product insert or your standard operating procedure (SOP).

Procedure

1. Check the expiration date.  Do not use expired kits.

2. Remove test kits and samples from the refrigerator. Incubate the developer plate in a 37˚C incubator for 20 minutes or allow to at stand room temperature for at least 3 hours.

3. Mix the reagents in the developer plate by shaking. Do not remove the foil from the top of the developer plate, puncture the foiling using the perforator included in the kit.

4. Remove the aluminum pouch from the comb. All or part of a comb can be used at one time. However batching samples and running an entire comb in a single run is recommended.

5. Label each comb tooth with the appropriate identification. 

6. Antigen-Antibody Reaction

7. Pipet 50μl of sample into each test well of row A. Positive and negative controls are included in each the test kit and should be run on each comb.

8. Insert the teeth of the comb in row A. Withdraw and insert the comb in the wells several times to mix. Incubate the comb in row A for 10 minutes. Towards the end of the incubation, perforate the foil over row B. 

9. At the end of the incubation period removed the comb from row A, absorb the liquid at the bottom of the comb teeth by touching the teeth to clean, absorbent paper. Do not touch the front surface of the teeth. This should be done each time the comb is removed from a reaction row.
First Wash

10. Insert the comb into the wells of row B. Wash by agitating the comb up and down vigorously for 10 seconds. Repeat this several times over the 2 minute incubation period. Remove the comb from row B and blot the tips of the teeth as described at the end of step 8.

Binding of Conjugate

11. Insert the comb into row C. Mix several times and incubate 10 minutes. Remove comb and blot tips.

Second Wash

12. Insert the comb into row D, agitate repeatedly for 2 minutes. Remove the comb and blot teeth.

ImmunoComb II (HIV 1 & 2 BiSpot) 

Third Wash

13. Insert the comb into row E, agitate repeatedly for 2 minutes. Remove the comb and blot teeth.

Color Reaction

14. Insert the comb into row F, mix by pulling the comb in and out of the wells several times. Incubate 10 minutes, mixing every couple of minutes.

Stop Reaction

15. Insert the comb row E, incubate 1minute. Remove the comb, dispose of the developing plate and allow the comb to air dry.

Test validation:


The positive control must produce three spots on the comb.


The negative control must produce an upper spot (internal control) and no others.


Each sample tested must produce an upper spot.


If any of these three conditions are not met the test results are invalid and the specimens and controls should be retested.

Interpretation of Test Results (Samples):


The sole appearance of the upper spot indicates the specimen is negative for antibodies to HIV-1 or HIV-2.


Development of the middle spot indicates the presence of antibodies to HIV-2.


Development of the lower spot indicates the presence of antibodies to HIV-1.


High antibody titers to HIV-1 or HIV-2 can result in the development of a faint  
secondary spot.   Co-infection with both HIV-1 and HIV-2 can result in the development 
of both the middle and lower spots with equal intensity.


The color developed on the comb is stable so the combs may be stored for later 
documentation.

InstantScreen
This outline is not intended to replace the product insert or your standard operating procedure (SOP).

PROCEDURE

1. Check the expiration date.  Do not use expired kits.

2. If any reagent/sample has been in refrigerated storage, remove and allow to stand for at least 20 minutes to reach room temperature

3. Remove the test devices from their protective wrappers.

4. Label each test with the appropriate identification.

5. Remove a 20µl capillary from the capillary container.

6. Using a lancet, prick the side of the fingertip and completely fill the capillary with blood.  Transfer the capillary to the mixing bottle and attach the cap; label the bottle.   The sample must be used within 10 minutes.  Pipet 10µl of sample into the mixing bottle when testing serum or plasma specimens.

7. Open the vial of diluent and empty the contents into the mixing bottle.

8. Shake vigorously and pour the mixture immediately into the test device.

9. After the solution has been absorbed, shake the detector vial until all sediment has been re-suspended and empty the contents into the test device.

10. After the solution has been absorbed, empty the contents of the wash solution into the test device.

11. The test may be read immediately per the instructions on the device.  Record the results on the worksheet.

Interpretation of Test Results
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The possible results are also displayed on the test device.
Oraquick 

This outline is not intended to replace the product insert or your standard operating procedure (SOP).

Procedure (Oral Fluid)

1. Check the expiration date.  Do not use expired kits.

2. Set the reusable stand on a flat, level surface.

3. Tear open the foil pouch containing the test device and the developer vial. Remove the developer vial.

a. Label the device and vial with the appropriate patient/client identification.
b. Carefully uncap the vial by gently rocking the cap back and forth. 

c. Place the uncapped vial into the stand.

4. Instruct the patient/client to remove the test device from the foil pouch without touching the collection pad.

5. Check to see if the desiccant pack is present.  If no desiccant is present, discard the unit.

6. Instruct the patient/client to swab completely around the outer gums with the test device, by gently wiping the porous flat pad completely across the upper and lower gums, one time around.

7. When the patient/client has finished swabbing the gums, insert the pad end of the test device all the way down into the vial.  Note:  Be sure the result window faces forward so it can be read.

8. Set the timer for 20 minutes.  Do not exceed 60 minutes.

9. Read the results in 20 minutes.
10. Record results on the worksheet. 
Oraquick 

Procedure (Whole Blood, Serum, Plasma)

1. For Fingerstick – Follow directions for obtaining whole blood from a fingerstick.

2. Using the loop provided, touch the loop to the droplet of whole blood from a fingerstick, and then transfer the droplet of blood to the vial.  Note:  If you are testing venipuncture blood, a serum or plasma sample, or kit controls, use a loop, or a 5 µl sample volume transferred with a micropipette.

3. Use the loop to gently stir the sample in the vial of developer solution. 
4. Discard the loop as biohazardous material. 

5. Instruct the patient/client to remove the test device from the foil pouch without touching the collection pad.
6. Check to see if the desiccant pack is present.  If no desiccant is present, discard the unit.

7. Insert the pad end all the way down into the vial. Be sure the result window faces forward so it can be read.
8. Set the timer for 20 minutes.  
9. Read and record the results after 20 minutes. Do not exceed 60 minutes.    
10. Record results on the worksheet.
Interpretation Of Test Results

Positive (two bars)

A line of any intensity forming in the test region, plus a line forming in the control region indicates a positive result.

Negative (one bar)

A line in the control region only indicates a negative result.

Invalid (no bars)

No line in the control region. The test should be repeated with a fresh device, irrespective of a line developing in the test region.

 Uni-Gold

This outline is not intended to replace the product insert or your standard operating procedure (SOP).

Procedure

1. Check the expiration date.  Do not use expired kits.

2. Remove the test device from its protective wrapper.

3. Label with the appropriate patient/client identification.

4. Using one of the disposable pipettes supplied, fill with sample.

5. Holding the pipette over the sample port, carefully add two drops of sample (approx. 60µl).

6. Add 2 drops (approx. 60µl) of the appropriate wash reagent to sample port.

7. Wait a minimum of 10 minutes for reaction to occur and read the result.  Results are stable for at least 20 minutes after addition of sample to the device.

8. Record results on the worksheet. 
Interpretation of Test Results


