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I nvalid 
Cont ro l lin e fails  t o appear.  Insufficient specimen volume 
or incorrect procedural techniques are the most likely 
reasons for control line failure. Review the procedure and 
repeat the test with a new test. If  the problem persists, 
discontinue using the test kit immediately and contact your 
local distributor. 

 
1. The intensity of color in the test region (T) may vary 

depending on the concentration of analytes present in the 
sample. Therefore, any shade of color in the test region 
should be considered negative. Note that this is a 
qualitative test only and cannot determine the 
concentration of analytes in the sample. 

2. Insufficient sample volume, incorrect operating procedure 
or expired tests are the most likely reasons for control line 
failure. 

Qualit y Cont ro l 

I nt ernal Pro cedural Cont rols 
Internal procedural controls are included in the test. A colored 
band appearing in the control region (C) is considered an 
internal positive procedural control, confirming sufficient 
specimen volume and correct procedural technique.  

External Posit ive and Negat ive Cont ro ls 
External controls are not supplied with this kit. It  is 
recommended that positive and negative controls be tested as 
a good laboratory practice to confirm the test procedure and to 
verify proper test performance. 

Lim it at ions 

1. The Rapid Response™ Xylazine Test Strip (Urine) provides 
only a qualitative, preliminary analytical result. A secondary 
analytical method must be used to obtain a confirmed result. 
Gas chromatography mass spectrometry (GC/MS) or Liquid 
Chromatography mass spectrometry (LC/MS) is the 
preferred confirmatory method.3,4 

2. It  is possible that technical or procedural errors, as well as 
other interfering substances in the urine specimen may 
cause erroneous results. 

3. Adulterants, such as bleach and/or alum, in urine specimens 
may produce erroneous results regardless of the analytical 
method used. If  adulteration is suspected, the test should 
be repeated with another urine specimen. 

4. A positive result indicates presence of the drug or its 
metabolites but does not indicate level of intoxication, 
administration route or concentration in urine. 

5. A negative result may not necessarily indicate drug-free 

urine. Negative results can be obtained when drug is 
present but below the cut-off level of the test. 

6. Test does not distinguish between drugs and certain 
medications. 

Expect ed Valu es  

A negative result indicates that the xylazine concentration is 
below the detectable level. 
Positive result means the concentration of xylazine is above the 
level. 

Perf orm ance Chara ct er ist ics  

Analyt ical Sensit ivit y 
A drug-free urine pool was spiked with xylazine at the following 
concentrations: 0% cutoff, -50% cutoff, -25% cutoff, cutoff, + 25% 
cutoff,  + 50% cutoff and 3X cutoff.  The result demonstrates > 99% 
accuracy at 50% above and 50% below the cut-off concentration. 
The data are summarized below: 

Xylazine Concent rat ion n 
St rip 

Negative Positive 
0% cutoff 30 30 0 

-50% cutoff 30 30 0 
-25% cutoff 30 27 3 

Cut-off 30 17 13 
+ 25% cutoff 30 4 26 
+ 50% cutoff 30 0 30 

3X cutoff 30 0 30 

Analyt ical Specif icit y 
The following table lists compounds that are positively 
detected in urine by the Rapid Response™ Xylazine Test Strip 
(Urine) at 5 minutes. 
Compound Concent rat ion (ng/ mL)  
Xylazine 100 (100%) 
4-Hydroxy Xylazine 5 (2000%) 
3-Hydroxy Xylazine 5 (2000%) 
Cimetidine 100,000 (0.1%) 
(1R, 2S) - (-)-Ephedrine 100,000 (0.1%) 
Clonidine 100,000 (0.1%) 
Benztropine 100,000 (0.1%) 
Nimesulide 100,000 (0.1%) 
Tetrahydrozoline 100,000 (0.1%) 
Codeine 100,000 (0.1%) 
Levorphanol 100,000 (0.1%) 
(-) Epinephrine 100,000 (0.1%) 
Heroin 100,000 (0.1%) 
D, L-Homatropine Hydrobromide 100,000 (0.1%) 
Gatifloxacin 100,000 (0.1%) 
S-(-)-Nicotine 100,000 (0.1%) 

Precision 
A study was conducted at three labs by untrained operators 
using three different lots of products to demonstrate the 
within run, between run and between operator precision. An 

identical panel of coded specimens containing, no Xylazine, 
25%Xylazine above and below the cut-off and 50% Xylazine 
above and below the cut-off was provided to each site. The 
following results were tabulated: 

Xylazine 
Concent rat ion 

n per 
Site 

Sit e A Sit e B Sit e C 
- +  -  +  -  +  

0% cutoff 10 10 0 10 0 10 0 
-50% cutoff 10 10 0 10 0 10 0 
-25% cutoff 10 9 1 9 1 9 1 
+ 25% cutoff 10 1 9 1 9 2 8 
+ 50% cutoff 10 0 10 0 10 0 10 

Effe ct  of Uri nary Specif ic Gravit y 
Fifteen urine specimens of normal, high, and low specific gravity 
ranges were spiked with -50% cutoff and + 50% cutoff of 
xylazine. The Rapid Response™ Xylazine Test Strip (Urine) was 
tested in duplicate using the fifteen neat and spiked urine 
specimens. The results demonstrate that varying ranges of 
urinary specific gravity do not affect the test results. 

Effe ct  of Uri nary pH 
The pH of an aliquoted negative urine pool was adjusted to a 
pH range of 5 to 9 in 1 pH unit increments and spiked with 
xylazine to -50% cutoff and + 50% cutoff.  The spiked, pH-
adjusted urine was tested with the Rapid Response™ Xylazine 
Test Strip (Urine) in duplicate. The results demonstrate that 
varying ranges of pH do not interfere with the performance of 
the test. 

Cro ss-React ivit y 
A study was conducted to determine the cross-reactivity of the 
test with compounds in either drug-free urine or xylazine 
positive urine. The following compounds show no cross-
reactivity when tested with the Rapid Response™ Xylazine Test 
Strip (Urine) at a concentration of 100 µg/mL. 

Acetaminophen Isoxsuprine 
Acetone Kanamycin 
Acetophenetidin Ketoprofen 
Aspirin Labetalol 
Albumin Lidocaine 
Amoxapine Lindane 
Amoxicillin Loperamide 
Ampicillin Methoxyphenamine 
Ascorbic acid Metoprolol 
Aspartame Nalidixic acid 
Atropine (+)-Naproxen 
Benzoic acid Norethindrone 
Bilirubin Noscapine 
(+/-) Brompheniramine Niacinamide 
Benzocaine Norephedrine 
Buspirone Orphenadrine 
Caffeine Oxalic acid 
Chloramphenicol Oxolinic acid 
Chloroquine Oxymetazoline 
(+/-)-Chlorpheniramine Papaverine 
S- (+)-Chlorpheniramine maleate salt Pemoline 
Chlorpromazine Penicillin-G 
Chlorprothixene Perphenazine 
Clomipramine Phenelzine 
Creatine Pheniramine 
Cyclobenzaprine Phenothiazine 
Dextromethorphan -Phenylethylamine 
Diclofenac Procaine 

Dicyclomine Promethazine 
Diflunisal Quinacrine 
Digoxin Quinidine 
4-Dimethylaminoantipyrine Ranitidine 
Diphenhydramine Riboflavin 
5,5-Diphenylhydantoin Sodium chloride 
Disopyramide Sulfamethazine 
Doxylamine Sulindac 
Dopamine Temazepam 
Erythromycin Tetracycline 
Ethanol (Ethyl alcohol) Thebaine 
Etodolac Theophylline 
Famprofazone Thiamine 
Fenoprofen Thioridazine 
Fluoxetine Hydrochloride Tolbutamide 
Furosemide Trazodone 
Gentisic acid Triamterene 
D (+) Glucose Trifluoperazine 
Guaiacol Glyceryl Ether Trimethoprim 
Hemoglobin Trimipramine 
Hydralazine Tryptamine 
Hydrochlorothiazide Tyramine 
Hydroxyzine Uric acid 
Imipramine Verapamil 
Isoproterenol hydrochloride Zomepirac 
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