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Rapid Fentanyl Test Dip Card (Urine) 

Instructions For Use 

A rapid test for the qualitative detection of FEN (Fentanylj in human urine. 

For in vitro diagnostic use only. 

For medical and other professional in vitro diagnostic labeling. 

INTENDE D USE 

The Rapid Fentanyl Test Dip Card (Urine) is an immunoassay intended 
for the qualitative detection of fentanyl in human urine at a cutoff 
concentration of 1.0 ng/ml. 

This test provides only a preliminary result. A more specific alternative 
chemical method must be used to obtain a confirmed presumptive positive 
result. Gas Chromatography-Mass Spectrometry (GC-MS), Liquid 
Chromatography-Mass Spectrometry (LC-MS), and their tandem mass­
spectrometer versions are the preferred confirmatory methods. Careful 
consideration and judgment should be applied to any drugs of abuse 
screen test result, particularly when evaluating preliminary positive results. 

SUMMARY 

Fentanyl is a short-acting, synthetic narcotic analgesic that is 100 times 
stronger than morphine. The drug was developed in 1959 and was 
originally intended as an adjunct to anesthesia during surgery. For chronic 
pain management, the drug is also available as a transdermal patch, or in 
lollipop form. In the illicit drug market, diversion of these prescription 
versions of fentanyl has been displaced by clandestine fentanyl, which is 
often added to other street drugs without the knowledge of the user. As a 
result, fentanyl is a major contributor to fatal and nonfatal overdoses.I1
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The need for a rapid, accurate method to determine potential fentanyl use 
is paramount to patient triage and treatment. 
The Rapid Fentanyl Test Dip Card (Urine) is a rapid urine screening test 
that can be performed without the use of an instrument. The Rapid 
Fentanyl Test Dip Card (Urine) yields a positive result when Fentanyl in 
urine exceeds 1.0 ng/mL. 

PRINCIPLE 

The Rapid Fentanyl Test Dip Card (Urine) is an immunoassay based on 
the principle of competitive binding. Drugs which 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. 
Fentanyl, if present in the urine specimen below 1.0 ng/mL, will not 
saturate the binding sites of antibody-coated particles in the test device. 
The antibody-coated particles will then be captured by immobilized FEN 
conjugate and a visible colored line will show up in the test line region. The 
colored line will not form in the test line region if the FEN level exceeds 
1.0 ng/mL because it will saturate all the binding sites of anti-FEN 
antibodies. 
A drug-positive urine specimen will not generate a colored line in the test 
line region, while a drug-negative urine specimen or a specimen 
containing a drug concentration less than the cutoff will generate a line in 
the test line region. To serve as a procedural control, a colored line will 
always appear at the control line region indicating that proper volume of 
specimen has been added and membrane wicking has occurred. The test 
device contains mouse monoclonal antibody-conjugated particles and 

corresponding drug-protein conjugates. Goat antibodies are employed in 
the control line system. 

WARNINGS AND PRECAUTIONS 

1. For in vitro diagnostic use only. Do not use after the expiration date. 
2. The test is for single-use. Do not reuse it. 
3. Do not touch the test zone of the Test Dip Card.
4. The test should remain in the sealed pouch until use. 
5. Do not ingest the desiccant. The function of the desiccant is to keep 

the Test Dip Card dry. 
6. Every specimen should be collected using a new container to avoid 

contamination. 
7. All specimens should be considered potentially hazardous and 

handled accordingly. 
8. Do not pass the maximum line (MAX) on the test strip when immersing 

the strip. If it passed, please retest with a new test dip card. 
9. The used test device should be discarded according to local 

regulations. 
10. The user should not take any d!ecision of medical relevance without 

first consulting his/her medical practitioner.
STORAGE AND STABILITY 

Store as packaged in the sealed pouch at 36-86°F (2-30°C). The test is 
valid for 24 months and remains stable through the expiration date printed 
on the sealed pouch. The Test Dip Cards must remain in the sealed pouch 
until use. DO NOT FREEZE. The lot and the expiration date are printed 
on the foil packaging and outer package (e.g. box/bag). Do not use beyond 
the expiration date. 
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MATERIALS 

Materials Provided 

l. Instructions For Use 
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• Timer, clock, or watch • Specimen Collection Containers (and 

container lid, if applicable) 

REAGENTS I REACTIVE INGRE DIENTS 

The Test Dip Card is packaged irl sealed aluminum foil pouch with a 
desiccant. The device consists of an analytical test strip encased in a 
plastic cassette. The test device contains mouse monoclonal antibody­
conjugated particles and corresponding drug-protein conjugates. Goat 
antibodies are employed in the control line system. 

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 may be stored at 36-46 °F (2-8°C) for up to 48 hours prior 
to testing. For long-term storage, specimens may be frozen and stored 
below -4°F (-20°C). Specimens can be frozen and thawed up to 3 times 
when stored at -4°F (-20°C). Frozen specimens should be thawed and 
mixed before testing. 

DIRECTIONS FOR USE 

If refrigerated, allow the test, urine specimen and/or controls to reach 
room temperature [59-86°F (15-30°C)) prior to testing. 

1. Remove the Test Dip Card from the sealed pouch and use within one 
hour. 

2. Remove the cap from the Test Dip Card. Label the device with patient 
or control identifiers. 

3. Dip the absorbent tip of the Test Dip Card into the urine sample at least 
15 seconds. The urine level should be above the minimum line (MIN) 
on the absorbent tip but below the maximum line (MAX). Both MIN and 
MAX are indicted on the absorbent tip. The urine sample should not 
touch the plastic device. 

4. Replace the cap over the absorbent tip and lay the device flat on a non­
absorptive clean surface. 

5. Set a timer for 5 minutes. 
6. Read the results at 5 minutes. Do not interpret the result before 5 

minutes and after 10 minutes. See the illustration in the test schematic. 
7. If preliminary positive results are observed, send the urine sample to 

the laboratory for confirmation testing. 
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INTERPRETATION OF RESULTS 

(Please refer to the illustration above) 
This product can only perform qualitative analysis. 
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Invalid 

NEGATIVE (-):* Two colored lines appear. One colored line should 
appear in the control line region (C) and another colored line should 
appear in the test line region (T). A negative result indicates there is no 
Fentanyl in the specimen, or the concentration is below the detectable 
level (1.0 ng/mL). 
*NOTE: The shade of color in the test line region (T) may vary, but it
should be considered negative whenever there is even a faint colored line. 
POSITIVE(+): One colored line appears in the control line region (C). 
No line appears in the test line region (T). A positive result indicates that 
the Fentanyl concentration exceeds the detectable level (1.0 ng/mL). 
INVALID: Control line fails to appear. Insufficient specimen volume or 
incorrect procedural techniques are the most likely reasons for control line 






