BUP

One Step
Buprenorphine Single Drug Test (Urine)
Package Insert
(for single test card and single test strip formats)

A rapid, one step test for the qualitative detection of Buprenorphine in human urine.

For healthcare professi i g prof Is at point of care sites.

For in vitro diagnostic use only.

INTENDED USE

The Buprenorphine Single Drug Test is a lateral flow chromatographic immunoassay for the qualitative

detection of Buprenorphine in human urine at a level relative to the Buprenorphine cut-off concentration of
10 ng/mL. This assay is intended for use by professionals to assist in the determination of drug compliance.
This assay provides only a preliminary analytical test result. A more specific alternate chemical
method must be used in order to obtain a confirmed analytical result. Gas chromatography/mass
spectrometry (GC/MS) or Liquid chromatography/mass spectrometry (LC/MS) are the preferred
confirmatory methods. Clinical consideration and professional judgment should be applied to any
drug of abuse test result, particularly when preliminary positive results are indicated.

SUMMARY
Buprenorphine is a potent analgesic often used in the treatment of opioid addiction. The drug is sold under
the trade names Subutex™, Buprenex™, Temgesic™ and Suboxone™, which contain Buprenorphine HCI
alone or in combination with Naloxone HCI. Therapeutically, Buprenorphine is used as a substitution
treatment for opioid addicts. Substitution treatment is a form of medical care offered to opiate addicts
(primarily heroin addicts) based on a similar or identical substance to the drug normally used. In
substitution therapy, Buprenorphine is as effective as Methadone but demonstrates a lower level of physical
dependence. Concentrations of free Buprenorphine and Norbuprenorphine in urine may be less than 1 ng/ml
after therapeutic administration, but can range up to 20 ng/ml in abuse situations.! The plasma half life of
Buprenorphine is 2-4 hours.! While complete elimination of a single dose of the drug can take as long as 6
days, the window of detection for the parent drug in urine is thought to be approximately 3 days.
Substantial abuse of Buprenorphine has also been reported in many countries where various forms of the
drug are available. The drug has been diverted from legitimate channels through theft, doctor shopping,
and fraudulent prescriptions, and been abused via intravenous, sublingual, intranasal and inhalation routes.
The Buprenorphine Single Drug Test is a rapid urine-screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Buprenorphine in urine. The Buprenorphine Single Drug Test yields a positive result when the
Buprenorphine in urine exceeds 10 ng/mL.

PRINCIPLE
The Buprenorphine Single Drug Test is an immunoassay based on the principle of competitive binding.
Drugs that may be present in the urine specimen compete against the drug conjugate for binding sites on the
antibody.
During testing, a urine specimen migrates upward by capillary action. Buprenorphine, if present in the urine
specimen below 10 ng/mL, will not saturate the binding sites of antibody-coated particles in the test strip.
The antibody-coated particles will then be captured by immobilized Buprenorphine conjugate and a visible
colored line will show up in the test region. The colored line will not form in the test region if the
Buprenorphine level exceeds 10 ng/mL because it will saturate all the binding sites of anti-Buprenorphine
antibodies.
A drug-positive urine specimen will not generate a colored line in the test region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration lower
than the cut-off will generate a line in the test region.
To serve as a procedural control, a colored line will always appear in the control region, indicating that proper
volume of specimen has been added and membrane wicking has occurred.

REAGENTS

The test card and/or test strip contains mouse monoclonal anti-Buprenorphine antibody-coupled particles

and Buprenorphine-protein conjugate. A goat antibody is employed in the control line system.

o For healthcare professionals including professionals at point of care sites.

o For in vitro diagnostic use only. Do not use after the expiration date.

e The test card and/or test strip should remain in the sealed pouch until use.

o All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.

STORAGE AND STABILITY
Store as packaged in the sealed pouch at 2-30°C (36-86°F). The test card and/or test strip is stable through
the expiration date printed on the sealed pouch. The test card and/or test strip must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
SPECIMEN COLLECTION AND PREPARATION
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the day
may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or allowed to settle

obtain a clear specimen for testing.

Specimen Storage)
Urine specimens may be stored at 2-8°C for up to 96 hours prior to assay. For long-term storage, specimens
may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed before testing.

MATERIALS

Materials Provided
o Test card and/or test strip
o Package insert

Materials Required But Not Provided,|
e Specimen collection container

e Timer

o External controls

DIRECTIONS FOR USE
Allow the test card and/or test strip, urine specimen, and/or controls to reach room temperature (15-

30°C) prior to testing.

Directions for Single Test Card

1. Bring the pouch to room temperature before opening it. Remove the test card from the sealed pouch
and use it as soon as possible.

2. Remove the cap.

3. With the arrow pointing toward the urine specimen, immerse the test card vertically in the urine
specimen for at least 10 to 15 seconds. Immerse the strip to at least the level of the wavy lines, but
not above the arrow on the test card. [See image (1).]
Replace the cap and place the test card on a non-absorbent flat surface.

5. Start the timer and wait for the colored line(s) to appear.

6. The result should be read at 5 minutes. Results may be stable up to 1 hour after test initiation.

Directions for Single Test Strip|

I. Bring the pouch to room temperature before opening it. Remove the test strip from the sealed pouch
and use it as soon as possible.

2. With arrows pointing toward the urine specimen, immerse the test strip vertically in the urine
specimen for at least 10 to 15 seconds. Immerse the strip to at least the level of the wavy lines, but
do not pass the maximum line (MAX) on the test strip. [See image (2).]

3 Place the test strip on a non-absorbent flat surface.

4. Start the timer and wait for the colored line(s) to appear.

The result should be read at 5 minutes. Results may be stable up to 1 hour after test initiation.

I'ON OF RES >

(Please refer to illustration below)
NEGATIVE:* Two lines appear. One colored line should be in the control region (C), and another
apparent colored line should be in the test region (T). A negative result indicates that the Buprenorphine
concentration is below the detectable level of 10 ng/mL.
* NOTE: The shade of color in the test region (T) will vary, but it should be considered negative whenever

there is even a faint colored line.



