[, WALL ©  MDMA Rapid Test Cassette
A STEST (Whole Blood/Serum/Plasma)
Package Insert

[ REFOMD-402 | English |
A rmpid test for the guaifative detection of MOMA i human whole Mood or Serum or peasmsa.
For medical and other p in vilro diagnostic trse onty.
[INTENDED USE]
The MOMA Ragid Tesl Casselle (Whole BloodiSerumPlasma) is & laterd flow
chromatographic immunoassay for the detection of Mefylenedionymelhamphelaming in
whoie blood o sensm o piasma 81 3 cut-off concentration of SOngimlL. This teat wil detact
ofher related compounds, please refer to the analytical Specifcity table in this package insert.
This assay provides only o quaklolive, prefiminary lest resuit A more specific allemate
chemical meffad must be wsed in oder o oblain a confrmed analylical resull Gas
chromatographyimass spectrametry (BCMMS) s the prefemed confirmatory method. Chinlcal
consideration and professional judgment should be applied t any drug of abusa test resull,
particularly when prefiminary positve resulls are used.
[SUMMARY]
Methylenadiorymethamphetamine (ecsissy) s a designer drug first synthesized in 1914 oy
(German drug company for the reatment of chesity.’ Thoss who take the drug frequenty report
adverse eflocts, such as incessed muscle lension and sweating. MDA is not clearly a
stimuland, although il bas, in common with amphetamine drugs, a capacity lo increase blood
pressure and heail rsle. MOMA does produce some percepluil changes i the form of
increesed sensigdty ta light, dificuty in foousing, end Dlumed vision In some users. |8
mechanism of action is thought to be via refease of the neurotransmitter serctonin. MOMA
may also release dopamine, although the genaral opinion is that thes is a secondary effect of
e drug (Mishols sed Oberdender, 1880). The most pervasive effect of MOMA, ocsuring i
wirtuaky &l peopls who tock 3 rezsonanie dose of 1he orug, was 1o produce a clenching of e

Jaws.

[PRINCIPLE]
The MDMA Ragid Tesl Cassetle (Mhole ) i 4 based an
T pinciple  of compelitive  binding  Drugs hal may be presenl i Ine whole
blocdiserumiplasma specimen compets against the drug conjugate for binding stes on the
anfibody
During testing, a whole BHoodfseruniplasma specimen migrates upward by cagillary acion.
MOMA, if present in he whoie bloodwhole bloodserumiplasma specimen befow the cui-olf
bewel, will not satwale e binding sites of T entibody in the lest The ansbody coated
partizies wil then be captured by Immobilized MOMA-profeln conjugate and a visible colored
line will show upin the taet line ragion. The colorad line will not form in the tast line regionif fhe
MOMA level seeds the cul-off level because il will salurate al the binding sites of
ani-M0MA artibodies,
A dnug-postive whole biood/serumiplasma specimen wil not generate & colored line n e test
fina ragion becausa of drug compatifion, while 8 drug-negative whole bloodiserumiplasma
SpECIMEN Of & specimen containing a drug concentration less than the cut-off wal generate a
line ir the tesl lire region. To serve as a procedural control, & colored line will always spear al
®e control line regon indicating that proper velume of specimen has been added and
membrane wicking nas oocumed

[REAGENTS]
The tesl contains mouss mnnudund anti-MDMA  anfibody coupled parfides and
MOMA-protein conjugate. A& s imihe condrol ling system
[PRECAUTIONS]

For professional in viro dagnossc use only. Do not use afler e expiration date.

Do not eat, drink or smoke in fa area whera the spedmans or kits are handled

Do ol use test if pouch is demaged

Handle ali spedmens a3 if they contain infeciols agents. Obsenve established precautons

againat mecrobloiegical hazards Svoughaut tesing and follow the standard procedures for

proper disposal of specimans.
= Wear pratective clothing such as costsE,

when sgecimens are beirg lested

The used test shoukd be discarded according to local regulations.

Hurridity ard lemgeralure can adversely afact resuls.
[STORAGE AND STABILITY]
Store a5 peckaged in Lhe seafed pouch 31 room tempersture or refigeraled (2-30°C). The lest
Is stable through e expiration dale printed on the sealed powch. The test must remain in the
zealed pouch untl uze. DO NOT FREEZE. Do not uge bayond the expiration dsie.
[SPECIMEN COLLECTION AND PREPARATION ]
+ The MOMA Rapld Test Casselte can be perfermed using whele Baod {from ven punciure ar
fngerstickyisenumiplasma
To collect Fingerstick Whobe Blood Specimens.
= Wash the palient's hand with scp amd warm w@lul o clean wilh an alcohol swab. Allow

gloves and eye

o dry.
Compeound Concentration {ngimL)
{£)3.4-Methylenedioxymethz-mphetamine HCI 50
it} 3d-ethylenadioxyamphetaming HCI 300
3 4-Mathyenadiaxysthyl-smphetamine a0

Precision
A sludy was conducted al three hospitals using three different fols of product to demonsyate
e within run, between nun Bnd between aperator preasion. An kenbcal pane of coded
spacimans. containing no MDA and 500% MOMA above and below e SOngimL culb-off was

provided to each site. The folewing results were labadsted:
MDMA i Site A Site B SileC
Commaniretiog per Site - * - * - +
ingimL}
] 10 10 a 10 0 10 o
25 i) 8 2 -] 1 8 1
il 10 1 2] 1 L) 2 -]
Cross-Reactivity
A sludy s o ne clivity of the lesl with compounds in sther
drug-¥ae whole o positive whole The
foliowing compounds. ehow no oroseJERCIAlY when tested with the MOMA Rapid Test
Casseti (Whole lzsma) at & of 100 pgiml.
Mon Cross-Reacting Compounds
4 [E Frocaine
Acetophenatidin Didiotenac Metlamphetaming Promazine
M-Acetylprocainamide  Diazepam Medhadane Promethazing
Acetylsalicybc acid Diflunizal Methoxyghenaming D Hrrepranokl
Amnogynng Digowin OF
Amitryotyling Dicyiomine Maorphing- -Preudozphedrng
i D 341D Qumnaring
Amaiciin 5.5 - Diphanytiydantoin Morphin sulfste Quniding
Ampiciin Dowylamine Nalidixic acid Qunine
Azcaric acd Ecguonine hydrochloride Nalouans Ranitiding
Salicylc acid
S.;::wmu [ -p-Epheding Napraan Secobartital
HAmp hetamine [1R.25](-) Ephedine. Miadnamide Seroonin
Apomorphing |- Epeghning Niisdpine {5-Hydroxayraming|
pa Yy
Afropine [Estradiol Norcodain Sulindac
Benziic acid Esrone-3-suifase MNorehindrone Sustiva
Benzoic acd Efry-p- o
Beoykegoning Fenoproten Noscaping Tetracycling
Berzphetamine Firosemide 0,10 i
Biirubin Gerthic acid Omalic acid 3- Acetate
{£) - Brempheniramine: Hemeglobin Owazepam Tatraydracomsona
Buspron Hytradazine Cneoiinic ackd 34p-D gucwronide)
Cafleine Hytechicretiazide  Owyeodene Tatrahyazeing
t ey Thabaine
Cannabinol Hydrecortisone Popmering Thaophymine
o Ot acd PeniclinG Thigminge
PeHyp i Trans-2-
Chiamizzapode p-Hydroxy-
i -G Famine &
i Trarodone
Chiomuing Ipraniazid Pheneizine D Tyresing
Cholestarnl )~
Clonigne Helamine Trana-2-phenyl Trimeihaprim

Intarfering Substances

The MOMA Rapid Test Cassette (Whole Blood!SarumPlasma) has been tested for possibla
inferferencefom visibly hemolyred and lipemic specimens. In addition, no inlerference was
observed in specimens containing up %o 100 mgidL hemogiobing up 1o 100 mg'dL bdirubin and
up ta 200 mgidl human serum albumin.
[BIBLIOGRAPHY]
1. Tietz N Testboaok of Clinical Chemistry W.B Saunders Company. 1696; 1735
2. Basell RC. Disposibon of Toxic Drugs and Chervcals in Man.2nd Ed. Biomedical Publ,

Davis, CA 1982; 438

Mazsage the hand wathout louching Ihe punclure ste by rubting down the hand lowards
the fingertip of the middle or ring finger.
Funclure the skin wilh & sterfe lancel. Wipe away the first sign of blood.
Gertly ruls e hand from weis! o palm %o finges to farm 3 rounded drap of blood over the
puncise site.
* Add Be Fingersfck Whole Blood specimen fo e test by using 2 capillary tube;
« Touch the end of the capillary tube 1o the tlood wndil filed to approximately 40 ul
Aunid air bubbles
+ Piace the bulb onio the top end of the capillary lube. then squeeza the bulb o
dispense the whote blood ta the specimen well of he sl casselle,
Testng shoud be performed Immediately after specimen collection. Do nat leave the
specimens at room temperature for prolonged periods. Serum and plasma specimens may
b stored 21 2-B'C fof up 1 3 tays, for long-lenm storage, spacinmens shoukd bi kept balon
-20°C. Whoi2 biood colectad by venipunciure shoukd be siored at 2-8°C If the test is fo be
un within 2 days of cellection. Do nol freeze whele baod specimens. Whols bloed cadlecied
oy fingerstick shouid be tested immediately.
Bring specimens Lo room tempersture prior o lesing. Frozen specimens mst be
completaly thawed and mixad well pricr to testing. Specmans should not be ¥ozen snd
hawed repealedly.
= I specimens are io be shipped, $ey shoud be packed in compliance with local regulations
covering the Fansportation of slinkogic agents.

[MATERIALS]
Matoriale Provided
» Tesf casssiies Droppers » Buffer » Package nseil
m Required But Not Provided
« Spegrrien collection containers « Genvituge
* Lancets for fingarstick whale biood anly) « Timer

» Heparinized cagdiary lubes and dispanaing bull (for ingerstck whole bisod only)
[DIRECTIONS FOR USE]

Allow the test, specimen, butfer andior controls 10 reach room temperature (15-30°C)

prior to tasting.

1. Ering 2 pouch 1o room femperayre before opening 1. Removwe he cassele from the
sealed pouch and use i within ane hour

2. Place % cazselie on a clean and level suriace.

For gerum or pixsma spocimen;

*Hold the dropper vestically and transher 1 Tull drop of serum or plasma (approsdmataly
40,L), then add 2 draps of butfer (apprexirataly 80uL) fo the spesimen well(S) of the
cassette, and then siart the timer. Avoid trapping air bubbles in the specimen well. Ses
Hiustration befow.

For ¥enipunghire Wholg blood spagimen;

+Hnld the dropper verbcally snd Fansier 1 drop of whole blood (approdmalely 404L) o

the spedmen well(S), hen sdd 2 drops of bulfer (apgrodmately 80ul) and start the

timer. See llustration below.

*To use a capillary whe: Fil the capllary fube and transfer approximatoly 40ul of
fingerstick whole blood specimen to he specimen well{S) of lest cassafie, hen add 2
drops of buffer|approximately 80uL) and stan the ¥mer. See ilustration balow.

. Wail for the colored line{s) to appear. Read the result at 5 minutes. Do not Intarpret the
sl after 10 minutes,
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[INTERPRETATION OF RESULTS]
{Please refer to the (lugtrabon sbove)
NEGATIVE:* Twe colored lines appear. Dne colosed bne shauld be inthe conval line region
(C) and another coiored line should be in the test Ene region (T). This negative result indicates.
Ihat the MDMA concentraSion is below Fe detectable cut-off level

*NOTE: The shade of color in the test bne regian (T) may vary, bul (| should be consigered

negativa whenaver here is even a faint colored line.

POSITIVE: One colored line appears In the control line region {C). Mo ine appears in the

test fine region {T). This posilive result indicates that e MOMA concentralion excesds the

datectable cut-off leval,

INVALID: Control ling fails to appear, Insufficent spedmen volume or nsorrect procedural

techniques are the most kkely reasons for control bne failure. Review the procedure and

repeal the test with a new sl If @e groblem persists, diseontinue using B test kit
immadiataly and contact your local distributos.
[QUALITY CONTROL]

A procedural control Is induded in the test. A colored Ine appearning In the controd reglon (C) is

the interna procedural control. B condnms suffioent specimen volume and cormect procadura

wchnique. Control standands are not suppbed wih this kit howeve, iLis recommanded that
positive and negalive contrais be tested 28 8 good laborstory pracice to confirm e test
procedure and lo werify proper test performance.

[LIMITATIONS ]

1. The MDOMA Rapid Test Cassetie (Whoe BioodiSerum/Plasma) provides only @ qualitative,
prekminary resuit A sacondary anafytcal mathod must be used to obtam a confrmed result
Gas chromatography) mass spectrometry (SC/ME) is the preferred confirmatany method

2. It is possible thal iechnical or procedural errors. as well as other interfering substances in
the whale Diood o Senum of piEsma specimen may Cause eroneous resulls.

3. A posifive resull indicales presonce of the drug or its metabolites bul does nof indicate keval
of raute or inwhole blood ar serum ar plasma.

4. A regalive resull may nol necessadly idicate drug-ree whole Boodiserumvplasma.
Megative resulis can be oblained when drug is presant but below the cut-off level of e test.

5. Tesl does fod disfinguish belween diugs of abuse and cerain medications

[PERFORMANCE CHARACTERISTICS]
Accuracy

A side-by-side comparison wes conducted wsing Iha MDMA Rapid Test Cassetie and GCMS

a1 the cul-off of S0ng/mi. Tesing was coliected

from subjects present for Drug Screen Testng. The MIUW resilis ware labulated
Clinic Result of Whole Blood

Mathod GCIMS
DM Ropid Toot | RESUIE | Fosine allve Told Pasus
Bt Positive 20 2 2
Hegalive 2 BB L1
Total Results 22 [T £
% Agreement 90.9% 97.1% 95.6%
Clinic Result of Serum or Plasma
Mathod _ GCIMS _ Total Rosults
Rosults Posilive Megalive
MDMA Rapid Test
Cassots  [—oove L 20 - =
Meg 2 [ ]
Total Results 22 1] a0
% Agreement 5 9% 1% 45.6%

‘Analytical Sansithvity
A dragiiee whele blosdissrumiplasma pool was spiked with MOMA al the foliowing
concanyations of $50% culofl and 3x cuiofl, the data are summasized below:

For whole blood:
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Moma Parcont of Visual Result

c“"“‘"’:::""‘ Cut-off "] negatve Posilive

a 0 30 30 o

25 -50% 30 30 ]

50 Cul-off ket 15 15

il +50% 30 4] 30

160 X 30 4] 30

For serum or plasma:

& Ml)lld;:lhn p:;:::’:' G - Visual M:{;M

{ngimiy Megative: i

o 0 30 30 0

25 =50% 30 30 o

50 Sul-off an 15 15

Fi-] 5 30 *] 30

150 8 a0 o a0

Analytical Spacificity

The following table lists compounds thet are positively datected in whole Boodiserumiplesma
By the MDMA Rapid Test Cassette (Whola Blood/SarumPlasma) at & minutes.
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