F,WIALL " MDPV Rapid Test Cassette

(Urine)
A WIEST Pack Insert

For medical and other professional in viro diagrostic use oniy.
A rapidtest for the g e detection of 2, 4-
[INTENDED USE]
The MDFY Rapid Test Cassefie (Urine) is a rapid chromatographic Immunoassay for the
detecton of 3, d-methylenedioxypyrovalemne in numan urine & & cut-off concentraton of
1,000 AgimL
This assay provdes oaly a gualative, preliminary fest resull A more speclic allemats
chemical method musl be wsed in order to oblain 8 confirmed analyfcal resull Gas
chromatographyimass spectrometry (GC/MS) or Ligud Chromatographyimass specirometry
(LC/MS) are ®e prefered confirmatory meathods.  Clinical consideration and professional
Judgment should be spplisd to any drug of abuse test result, paniculaty when peliminary
positive resulls sre wsed.
[SUMMARY ]
3. 4-nethylenedicay pyrovalesane (MDOPV) & 8 psychoactive recreabional deug with stimulant
properies which acks a5 a norepinepivine-dopamine reuptaks inkibitor (NDRI). It was first
devaloped in the 1060 by a keam al Boshringes Ingelneim MOPY remained an obscure
stimulant un§l around 2004 when i was reportedly sold as a designer drug. Produds labeled
as pam sals MODPV wera sald a5 nugs in gas statons and
corvenience sloms in the United States. similar to ®e marketing for Spice and K2 as incerss:
MOV & the 3.4-mathylenadiony ring anabog of tha
devaloped in the 19608, which has bean used for She treatment of cnm: Falgue and as m
anarectic, but caused problems of abuse and dependence. However, desplie its structural
simikarily, Me effects of MDPY  bear litge to other
such as 34-methylanadioxy-N e (MDMA),
Instead producing pemarily stimuant effects with onéy mild enlaﬂogeﬂ: qualities
MDPY undergoes CYP450 2DEB, 2C19, 1A2. and COMT phasa 1 metabolism {liver) into
metylcateched  and  pymolidne,  which in wm  ere  glucuronated  fusidine
S-diphospho-ghacurcessyl-kansfrass) allowing 1 lo be excruled by (e kidneys, wilh only a
smell fracion of the metabolis being excreted inio the slocs. No free pyrrolidine will be
detecisd in the unne.
The MDFY Rapid Test Cassetwe {Urine) Is a rapld urine screening test that can be performed
without fie use of #n instrument. The kst ulifizes 2 monocional antibody to seledively detect
elgvated levels of 3 4-melhylenadiony pyrovalisrons in uring. The MDPY Rapid Tes! Cassetie
{Urine) yields a posfive rasult when 3.4.melhylenedaxypyravalerona in urine excesds
1,000 ngimL.
[PRINCIPLE]
The MDPY Rapid Test Casselle (Urine) is an mmunoassay based on the principle of
competitive bindng. Drugs which may be prasent in the urine spedmen compete agamat the
drug conjusate for linding sifes on the antibody.
Durng tesing. &8 wine specmen migrates wpwerd by capllary ackon. 3,
-methylenedioypyrovakemsne, if present in B urine specimen below 1.000 nglml, will nol
saturale the binding ste: of anlibody-costed particles in the lesl The antibody-coated
paricles will then be captured by 34 conjugale
and a vizsible colored line will show up in the test Ene region. The colorad line will rmof form in
the tes1 ling region if the 3, 4-methylenedioxypyrovalerone level excesds 1,000 ngiml
because it will saturate all fe beding siles of anti-3, 4-methylenedoxypyrovaker one
antiboces.
A drug-posiive Urine speamen wil nol generate a colored line in the st ine region because
of drug competition, while a drug-negative urine spedimen of a specimen conlaining a dng
conceniraion lower Ban the cul-off wil generate a line in Bhe lest line region. To serve a5 8
procedural contral, a colored line will alverys appear in the condrol line region, indiaceing that
proper volume of specimen has been added and membrans wicking has ocoured
[REAGENTS]
The lest containg mouse anti-3, 4 i antibody-coupled
pariides and 3, 4-mefwlenedioxypyrovaerone-prolein . conugate. A goal andibody is
emgloyed in the control line system
[PRECAUTIONS]
For madical and ofher professional in vho disgnostic use only. Do not use after the
expiralion date.
The tiest should remain in the sealed pouch uil use,
« Al should be
mannar as an infectious agant
The usad test shoud be rding 1o kocal
[STORAGE AND STABILITY]
Siore &5 packaged in the sealed pouch eifher 81 room temperature o reffigeraled (2-30 “C).
The test is stable through the expiration date printed an the sealed pouch. The test must

i hurman wring.

snd handied In the same
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[SPECIMEN COLLECTION AND PREPARATION]
Urine Assay

The urine specimen must be colleded in a clean and dry container. Urine collected at any

time of the day may be used, Uring specimens exhibiling visile presipilales shoud be

centrifuged. fitered, or allowssd satle 10 obitain 3 cear spacimen for testing,
Specimon Colloction
Urine spacimens may be stored at 2-8°C for up b0 48 hours pror fo assay. For profonged
slorage, specimens may be frozen and stored below -20°C. Frozen spadmens shoud be
thawed and mited before testing.
[MATERIALS ]
Materials Provided
« Test cassetiss « Droppars + Package insert
Matoriale Roquired But Mot Provided

= Specimen collection mnlaines = Tirmer
[ DIRECTIONS FOR USE]

Allow the test, urine specimen and/or controls to reach room temperature {15-30 “C)

priar o tosting,

1. Bring the peuch 1o ream lemparature before opaning (L Remove Lhe lesl casastis from the

sealed pouch and wse il within one how.

2 Flace the tes! cassete on a clean and level suriace. Hold the dropper verically and
transfor 3 full drops of urine (approx. 120 ul) Lo the specmen well (5) of tha tesl
cassatte, and fhan star the fimer. Aveid trapping i bubbles in the specimen well {S) See
the dlstration below

. Walt for the coiored inefs) 1o appear. Read resufts at 5 minutes. Do nat interprat e
result afler 10 minules

[

3 Drops of urine

Invalid

[INTERPRETATION OF RESULTS ]
{Please refer to fe ifustration above)
NEGATIVE:* Two colored lines appear, One colored fine should be in the contiol fine
ragion () and another colored line £nauld be in the test line reglan (T). This nagative resut

Indicates thal e 3, 4
tavel (1,000 ng/mL).
“NOTE: The shade of color in fe test line region (T) will vary, but it should be

are below the

level of i ion rouse or I urine.,
5. A negative resul may not necessadly indcale dngefree urine. Negatve resulls can be
obtaned when drug is present but beiow he cut-off level of e tesl.
6. Test does not distinguish between druge of abuse and cenain medications.
[PERFORMANCE CHARACTERISTICS ]
Accuracy
A side-by-site comparison was conducted using the MOPY Rapid Test Casselte angd GCMS
at the cut-off of 1,000 ngimL. Tesling was on 100 clinical

coliectad from subjects present for Drug Soreen Testing. The following results wers tabulated
Mt hod GCMS
MDPY i Te Resulls Positive Megaive Yol Raauih
Ropkd Test [0 e % 1 Fr)
MNegative 2 [::] il
Total Results a0 70 100
% Agreement 23.3% B8 5% o 0%
Analytical Sensitvity

A drug-frae urine poal was spiked with 3, 4-methylenedioxypyravalerane at the following
concentrations: 0 ng/ml, 500 ng/mL. 750 ngfml, 1,000 ngimL, 1250 ng/mL., 1,500 ng/ml and
3,000 ngimb. The resull demonsirates = 89% accuracy ol 50% above and 50% below the
cut-off concentration. The cala are summarized below:

1, &-mathylenedioxypyrovalerone | Parcent of . Visual Result
Concentration {ng/mL} Cut-off Negalive | Positive

o O% 30 30 o

500 -60% a0 30 a

750 -25% 30 26 4

1.000 Cut-ofl 30 14 16

1,250 +25% a0 3 a7

1.500 +50% 30 0 30

3.000 3x 30 ] 30

Analytical Specificity

The following table isls compounds that are posiively detected in wine by the MOFY Rapid
Test Cassefie (Unne) al 5minutes.
Compound Concantration (ngimL)
3. d-meihyienadiokypyrovalerone 1,000
Precision

A stody was conducted at 3 hospitals using 3 different fols of product to demonsirate the
within run. behsesn e and betwesn operator precision An idenbcal panet of coded
specimens  containing  no 3, 4-methylenedioxypyrovalerone,  25% 3,
d-mefwlenedexypyrovalerone  above and  below  the culoff  and  B0% 3,
4-mathylenedoxypyrovalerons above and below the 1,000 ng/mi cutofl were provided to

each site. The folowing results were tabulated:

regalive wheraver e is aven a fainl coloned ine
POSITIVE: Ore colored line appears in the contrel regien (C). Mo line appears in the test
Bne region (T). This posifve resul indicates thal the 3, d-methylenediorypyrovalenns
conceniraiion exoeeds the delectable level (1,000 ngfr).
INVALID: Contral line (C) falls to appear. Insufficen! specimen velume of incorrest
pocedural ledhniques are the mosl kely reasons for contrl fine falure. Review the
procecure and repeat ihe 1251 using & new test. If the problem persisls, disconinue using the
ol immediately and comtact your local dislributor

[QUALITY CONTROLY
A procedural conlral is included in B test, A colored line appearing in the control region (C) is
considered an internal procedural control it confirme sufficlent spedmen volume, adequate

wicking and comect

Control standards are not suppliad with this kit: however it is recommendad ®at positive and
regalive eonlrals be tested as good laborstory pracice |o eonfirm the tesl procadure and 1o
werify proper lest pesformance:

[LIMITATIONS ]
This MDPY Rapid Test Cassetts (Lring) provides only a qualitative. prefiminary resull. A
secondary analyficsl method must be usad to obtain & confirmed resut. Gas
chromatography! mass spectiomelry (GCMS) is the preferred confirmatory method *
It is possibia that sechnical or procedural erors. a8z well as other interfering substances in
the urine specimen may ceuse emoneaus results
Adulerants, such as bleach andlor alum, in urine specimens may produce arronacus
results regardiess of the anahydical methed used If aduleration & suspected, the fest
should be repeated wilh anolher uring specimen,
A positive resull indicates presence of the dnug or its melabolites but does not Indicates
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3,4 y n Slte A Site B Site ©
Concentration {ng/mL) ;; . = = +
1] 10 10 a 0 o 0 o
500 10 10 0 10 o 10 0
750 10 g 1 9 1 [} 2
1,260 10 1 ] 1 ] 1 9
1,600 10 0 0 [+] 10 0 10

Eftect of Urinary Specilic Gravity
Fiftzen urine zamples with speciic grevises ranging from 1,004 to 1.034 were spked with 3,
4 o ha i of 500 ng/mL and 1,500 ngiml The
MOPY Rq:nl Tesl Casse!lz [ Urine) was lested in diplicate using e #leen neal and spiked
urine specimens. The resulls demonsirate |hat varying ranges of uinary specific gravily do
not affect the lest resudts

Effact of tha Urinary pH
Tha pH of an aliquoted negative urine poot wes sdjusted to & pH range of §to Bin 1 pH unit
increments and spiked with 3. 4-melhylenedioxpyrovalerone o 500 ng/ml and 1,500 nghrl
The spiked, pH-adjusted wine was tested with the MOPY Rapid Test Cassette (Unne) in
duplicate. The resuis demonstrate that varying ranges of pH do nal interfere with the
perfarmance of #a tast
Cross-Reactivity

A study was fo ing fhe vty of the lest imesther
drug-res wrine o 3, &-methylensdionypyrovalerons positive urine. The foliowing compounds
show no cross-reactivity when tested with e MOPY Rapid Test Cassetie (Urine) at a
caneartrabion of 100 paiml

Non Cross-Reacting Compounds
Acatone Dopamine Coealic Acid
Alburnin (+1-}-Epi PaniciinG
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