Kratom Dip Test

One Step Kratom Test Dip Card (Urine)
Package Insert
For Forensic Use Only

Package Insert for testing of Kratom.
Read all Instructions first and fariliarize yourself with the materials before testing.

INTENDED-USE.,

. The Kt can be slored ai room temperature or refrigerated (2-30°C} untll the expiry
date printed on the pouch,

. The test dip card must remain In the sealed pouch untll use.

. The kit should bs kept out of direct sunlight,

. DO NOT FREEZE.

° Do net use beyond the explration dats.

“SPECIMEN-COLLECTION AND PREPARATION

» Urine collected at any time of the day may be used,

« Uring speclmens must be collscted in clean, dry containers.

¢ Parform testing Immed|ately after specimen collectlon. Do not leave specimens at room
tempetature for prolonged periods, Urine spacimens may ba stored at 2-8°C for up to 2
days. For long term storage, spacimens should be kept below -20°C,

nm Test Dip.Card (Urina).is.a lateral flow_chroratographic.immunoassay_»  Bring._specimens fo room lempe

1 Kral
for the detection of Kratom and lts mefebolliss in human urine,

Cutoff
Tost Callbrator {ngimL)
Kratom (KRA) Mriragynine 250

This assay provides only a prellminary analytical fest result, A more specific alternate
chemical method must be used in order to obtain a confirmad analytical result. Gas
chromatography/mass spectrometry (GG/MS) and Liquid Chromatography / Mass
Spectrometry | Tandem Mass Spectrametry (LC-MS/MS) are the praferred confirmatory
methods. Glinlcal consideration and professional judgment should be applied to any
drug of abuse test result, particularly when prollminary positive results are used. This
test does not distinguish belween drugs of abuse and certain medicatfons.

Kratom leaves produce narcotic-like effects when smoked, chewed, or drank a&s a
suspension, which have racently aftracted signiticant aflention due fo increased use In
Waeslern culiures as an alternative medicine. It Is used in therapy for opiate addiction and
chrenic pain management. The addiclion potentfial and ardverse health conssquences are
becoming an Important lssue for health authorities. Exlenslve use of kratom resulis in
prolongad sleep. The withdrawal symptoms include hostllity, aggresslon, muscle pain and
inabilily fo wark

The One Step Kratom Tast Dip Gard {Urine) ylelds a positive result when the Milragynine in
urlne exceeds 250 ng/mL.

s _PRINGIPLE - ]

The One Step Kratom Drug of Abuse Test is an immunoassay based on the principle of
compatitive binding. Drug which may be present In the urine specimen competes against
thelr respective drug cenjugate for hinding sites on their specific antbody,

During testing, a pertion of the urine specimen migrates upward by caplltary action. A drug, if
present in the urine spacimen below It's cuteff concentration, will nat saturate the binding
sites of its spesific antlbody. The antibody will then react with the drug-proteln conjugate and
a visible colored line will appear in the test line reglon of the spectilc drug sirip. The
presence of drug ahove the cutoff concentration in the urine speciman will saturate all the
binding sitas of the antlbody. Therefora, nd colored ling will form {n thé tést line region.

A drug-posilive Lrine specimen will not generate a colorad lina in the spacific test ling region
of the sirip hecause of drug competition, while a drug-negative urlna specimen will generate
a line in the test line region because of the absence of drug competition. To serve as &
procedural control, a colored line will always appear at the control line region, indicating that

proper volums of specimen has been added and membrana wicking has occurrad.

PREGAUTIONS

For Forensic Lise Only.

Do not use after tha expiration date indicated on the package. Do not use the test if the fail
pouch Is damaged. Do nat reuse the tast.

The {estdip card should remain In the sealed pouch until use.

Avoid cross-contamination of specimen by using a new specimen collection container for
each specimen obtalned.

Read the entiie procedure carefully prior to testing.

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

RHumidity and temparature can adversely affeci results,

The used test dip card should be discarded according to federa!, state and local
regulatlons.

- _ STORAGE AND-STABILITY:

perature prier_io testing, Frozen §
completely thawed and mixed well prior lo testing. Avold repeatad freezlnl anhd thawing
of specimens,
v I specimens are to be shippsd, pack them in compliance with all applicable regulations
for transportation of efiological agents.

~MATERIALS.

Materlals Provided

+ Individually packaged singla dip card

aterials-Reguired But Not Provided

= Collaction containericup

* Package Insert

* Timer

DIRECTIONS FOR USE

Allow the test dip card and urine specimen to come to room temperatura [15-30°C
(59-86°F)] prior to testing.
1) Remove the test dip card from the foll pouch and use as soon &s possible.
2) If needad, labal the device with patlent or control identifications. Remove the cap from
the test device,
3) With the arrows pointing toward the urine specimen immerse the sample 1ip vertically in
the urine specimen for at least 10 — 15 saconds.
4) Replace the cap back on the device and place the device on a flat surface.
5) Read resuiis at § minutes.
DONOTINTERPRET RESULTS AFTER 10 MINUTES

TLIr Hininatey

A+ e[l

NEGATIVE FOSITIVE INVALID

- INTERPRETATION.OF RESULTS

NEGATIVE: Two lines appear. One color fina should be In the contro! regien ®, and another
coler line in the test region {T).

This negative result indicates that the drug concentration is below the detectabla level.
NOTE: The intensity of cclor In the test region {T} may vary depending on the concentration

of analytes present in the specimen. Tharefore, any shade of color In the fest reglon {T})
should be considered negative. This Is a gualitative 1est only and cannot datermine the
concentratlen of analytes In the specimen.

POSITIVE: Cne color line appears In the contral region ®, No line appears In the test region
(T). This pesitive result indicates that the drug concentration is above the detectable Isval.

INVALID: Control line fails to appear. Insufficlent spacimen volume or Incorrest procedural
techniques are the most likely reasons fer control line failure. Review the procedure and
repeat the tast using a new test dip card. If the problem persists, discontinue using the (ot
immediately and contact your distributor.

-QUALITY CONTROL . -

A procedural control is [ncluded Ip, the test. A red (ine appearing in the control reglon @ ls 1
ocnsiderad an Interral procedural contral. It confirms sufficlent specimen volume, adequate
membrane wicking and correct pracedural technique. .

Control standards are not supplied with this kit; however, It Is recommended that positive
and negalive controls be lested as good laboratory testing practice to confirmy the test
procedure and io verify proper tast parformancs.

: - ) LIMITATIONS -

1. The KRA Test should only be used for the qualitative detection of drugs of abuse in
urine.

2. This assay provides a preliminary analytical test result only. A more speciflc
alternative chemical method must be used in order fo obtain & confirmed analytlical
result, Gas chromatography/mass spectrometry (GG/MS8) and Liguld
Chromatography / Mass Spectrometry / Tandem Mass Spectrometry (LC-MSIMS)
have bean established as the preferred canfirmatory method by the National institute
on Drug Abuse (NIDA). Clinical consideration and profeselonal judgment should be
applied to any fest result, particularly when preliminary postiive results are indicated.

3 There is & possibility that technical or pracedural errors as well as othar substances
and factors may intarfere with the test and cause false results.

4. Adulterants, such as bleach andfor alum, in urine specimens may produce erroneous
results regardless of the analyhna[ method used. Therefore, please prec?ude the
possibllity of urine adulteration prior to testing.

5. A positive result indicates the presence of a drugimetabolite only and does not
Indicate or measure intoxication. \

6. A negative result doas nat at any time rule out the presence of drugsimetabalites in
urine, as they may be presant below the minimum detection leve! of the test.

7. This test does not distingulsh between drugs of abuse and cartaln medicatlons. H

PERFORMANCE-GHARACTERISTICS
Analytical Specificity
The following table lists the concantration of compounds {ng/mL) that wers detected posltive
in urine by The One Step Kratom Test Dip Card (Urine) at a read time of § minutes,

Compountd Concentration (ngimL)
Mitragynine 250
Mitragynine Metabolite 250
7-Hydroxymitragynina 500

The pH of &n aliguoted negative urine pool was adjusted to & pH range of 5 to. 8 In 1 pH unit
increments and spiked with Mitragynine at 50% -below and-50% above cuioff levels. The
spiked, pH-adjusted urine was tested with the Ona Step Kratom Test Dip Card {Urlne). The
resulis demonstrate that varying rangss of pH doss not Interfere with the performance of the

test.

Effect of the Urine Gravit
Filteen (15} urins samples of normal, high, and low specific gravity ranges {1.000-1.037)
wers spiked with Mitragynine at 50% below and 80% above cutoff levels, The One Stap
Kratom Test Dip Card (Urine) was lested using fiftesn drug-fres urlng and splked uring
samples. The results demonstrate that varying ranges of urinary speclfic gravity does not
affect the test results.

Interference)

The following cempaunds were evaluated for potential posilive or negative interference with
the KRA, dip cand. Al compounds were dissclved in drug contro! solutions 50% below and
50% above their respective cutoff concentrations and tested with the KRA Dip Card. An
unaltered sample was used as control, Ne interference was found for following compounds at
a concentration of 100 pg/mL




(«}-EpInephrina
(R)={~FPhenylephrine
(8}+(-)-Propratiolel
B@-Naltraxol
Acetamlnophen
Acetone
Alpha-Hydroxyhlppurlc
acld .

Amoxlcliin
Amphatamine, AMP
Ampiclllin

a-PVP

Aspartame

Aspirin

Barkbital

Billrubin

Bromphenlramine
Buspirane
Caffaine
Chilaramphenlicol
Chlarequine
Chlorethlazlde
Chlarpheniramine
Chalesteral
Codelne
Dexiromethorphan

Non-Inferféring Compounds

Diflunisal
Diphenhydramina
Dopamine
Doxeplin
Erythromyein
Estrone 3-sulfate

Fenoprofan

Fentanyl
Fludlazepam
Fluvcxamine
Gabapentin
Guaifenesin
Hemoglebin human
Human Albumin

Hydralazine

Hydroeodone
Ibuprefen
Isoxsuprine
JWH-018

JWH-018 metabolites
Kanamycin
Ketoprafen
Loperamide
Paynantheine
Lorazapam

MDEA

MCMA

MDPY
Mepheadrone
Methadone
Methamphstamine

Methagualone

Mirtazaplns
N-Acsiylprocainamide
Naloxone

Naltrexene
Nortriptyline
Qctopamins

Qxolinle acld

Oxycodone

Oxymetazeline
Papaverine
Pentylone
Perphenazine
Phenelzine
Phenytoln
Prednlgolong
Pseudosphediine
Quinacrine
Quinins

8{-)-Methcathinone
Sallcylamide
Secobarbital
Seroguel

Sarotonin
Sertraline HCL

Sodium Oxalate

Sulfamethazine
Sulindac
Tetracycline
Tetrahydrocannabinol
Thiamine
Tolbutamide
Tramadal
Trans-2-phenyicyclopr
opylamine
Trazodone
Triamterene
Tryptamine

Tyvosine
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