Catalog No. DM[-114 MDMA

One Step
- Ecstasy Test Strip
= Package Insert
A rapid, one slep test for the qualitative detection of Meifylenediox hamptiel

(MEMA) in huenan urine,
For healthcare professionals including professionals ar point of care sifes.

For prafwuaml In vitro dfa&nomc use only.

ANTENDED USE:

The M.DMA One Step Ecstasy Test Strip is a lateral flow chrnmamgtaphlc immuncassay
for the qualitative detection of Methylenedioxymethamphetamine (MDMA) in bumon
wrine at a cul-off concentration of 500 ag/ml..

‘This assuy provides only a preliminary analytical test result. A more specific
alternate chemical method must be nsed in order to obtain a confirmed
analyticn) result, Gas chromatography/mass spectrometry (GC/MS) Is the
preferred confirmatory wmethod. Clinical consideration and professional
judgment shouldt be npplied to any drug of aliuse test result, particularly when
pl elimmnry positive results are used.

SUMBARY

Mc!hy]cncdlm.mcﬂmmphctnnune {ecstasy) is a designer dru&, x first synthesized in 1914
by o Gernan drug company for the treatment of ohesity.? These who take the dnig
frequently report adverse effects, such as increzsed muscle tension and sweating.
MOMA, is not clearty a stimulant, although it has, in comnmon with amphetamive drugs,
4 capacity to increase blood pressure and heart rate. MDMA dozs produce some
percephial changes in the form of increused sensitivity to light, difficutty in focusing,
and blurred vigion in spme users. Tt mechanisas of action is thought to be via refease
of the newrowansminer serotonin. MDMA may also release dopamine, although the
general opinion is that this is a secondary effect of the drug (Nichols and Oberlender,
£990). The most pervasive effect of MDMA, ecewrring in virtually all people who tack
2 reasonable dose of the drug, was to produce a clenching of the jaws,
Methylenedioxymetharophetamine  Test Strip yields a positive result when the
Melhylenedm’fymt.thamphctaxnlnc in vrine exceeds 500 ng/mL.
PRINCIPLE

The MDMA One Step Eestasy Test Strip i an immunocassoy based on lhe
principle of competitive binding, Drugs which may be present in the urine
spacimen compete against the drug conjugate for binding sites on the antibody,
Puring testing, u urine specimen migrates upward by copillary action.
Methylenedioxymethnmphetamine, i present in the urine specimen below 500
ng/mL, will aot saturate the binding sites of antibody-coated particles in the test
strip. The antibody-coated particles will then be captured by immobilized
Methylenedioxymethamphetamine conjugate and a visible colored line will show
up in e test line region. The colared line will not form in the test line region il
the Methylenedioxymethamphetaming level sxcoeds 500 ng/mL becsuse it will
saturate all the hinding sites of anti-Methylenedioxywoethumphetnmine antibodies.
A drur-positive urine specimen will not generate o colored line in the test line
region becanse of drug compelition, while a drug-negative urine specimen or a
specimen containing a drug concentration less than the cut-off will generate a tine
in the test line region.

To scrve es a procedural contral, a colored line will always appear 4t the control line
regrion, indicating that proper velume of specimen bas been added end membrane
wicking has occm'rcd.

'I'hc test slnp confains mouse monue:lonal nnu—Mcm ;mmuloxvmﬂh ------ T e

antibody-coupled particles and Melhylenedmxymelhamphemmrne~pm1em conjugate.

A goat anubody is cmploycd in the contrel Jine systam.
: CURECAELIO!

i

. For hea!rhcam pmfesswnn]s ancludmg professionals at poiit of cnre sites.

« For professional in vitre dizgnostie use oaly. Do not use after the expiration dote.

» The test sirip should remain in the sealed pouch until use.

e All specimens should be considered potentially hazardous and handled in the
same manoer s an infectious ngent.

. The uicd testsmp shm.ﬂdbedlswnhd acconding to foderal, state and locak regulations,

: . CSTOHAGEANIES A BIELEY g
Slore as paciwged in the sealed pouch at 2-30°C. The test strip is stable through the
expiration date printed on the sealed pouch. The test strip must remaia i the sealed
pouch until use. O NOT FREEZE. Do not use beyond the expiration date.
S SPECIMEN COLLEC I m\: \'\‘!) PREPARNEIONZ G500

The urine specimen must be collected in'n clcs.n and dry container, Urine colleeted at
agy time of the day may be used. Urine specimens exhibiting visible particles should be
centrifuged, filtered, or nllowed fo settle fo obiin & clear specimen for testing.

[Specisnen Sl
Urine specimens may be stored at 2-8°C For up to 48 hours prior to assay. For longz-
ferm storage, specimens may be frozen and stored below -20°C. Frozen specimens
should be thawed and mixed before testing.

MATERIALS -

Materinls. Frovided g

« Test sirips
« Packege insert

guived: But: Nt rodided)

+ Specimen collection container
» Timer
+ Externdd contmls

CDIRECGTIONS FOIRUSE: S0 w5 s

Al]ow the test strip, urine specimen, and/or controls to reach rooin tcmpemture

(lS 30°C) prior to testing.

Bring dbe poucl Lo room tamperature before opening it. Remove the test steip from
the sealed pouch and use it as soon as pudsible.

2. With arrews pointing toward the urine specimen, immerse the test strip
ventically in the urine specimen for at least 10 to 15 seconds. Do not pass the
maximum line (MAX) on the test strip when immersing the strip. See the
illustration below.

3. Place the test strip on a non-absorbent flat surface, start the timer and wait
for the colored line{s) to appear. The result should be vead at 5 minttes. Do
not mterpret the result after 10 minutes,

: " INTERPRETATION OF:RESULLT:
(Please rafer to ilstation befow)

NEGATIVE: Two lines uppenr. One colored line should be in the control region
(C), and anather colored line should be in the test region (T). This negafive resuis
indicates that the Methylencdioxymethamphetamine concentration is below the
detectable Teval (500 ng/mlL).

* NOTE: The shade of the coler in the tesl ling region (T) will vary, but it should be
congidered negative whenover there is even a faint fine.

POSITIVE: One cotored fine appears In the control region (C). No line appsars ™™
in the fest region ({T). This positive rosult indicates that  the
Methylenedioxymethamphetamine concentrntion exceeds the detectble Jeve! (500
ng/mL).

INVALID: Coatral line fails to appear. Insufficiant specimen valume or incorrect
procedural lechniques are the most likely reasons for control fine filure, Review the
procedure and repeat the test using o new test ateip, I the problem persists,
discontinue using the lot immediately and contact your local distributor,
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Test Results

A procedural conirol is included in the test. A colored line appearing in the control
region (€} is considered an jnternal procedural control. 1t vonfirms sulficient
specimen volume, sdequate membrane wicking and correct pracedural lechnique,

Cor!trol standards are not supplied with this kit: however it is recommended that
positive and negaiive controls be tested as good laboratory practice fo confirm the
lest provedure and to verify proper tesl perfonnancc

The MDMA One Step Ecstasy Te&;f: Smp provides only » qualitative, preliminary
analytical resudt. A sccondory analytical method must be wsed to obtain o
confirmed result. Gas cluom‘uogmphy/m.nss specirometry  {GOAMS) is the
preferred confirmatory method.

2. Tt is possible thst technical or provedural errovs, as well as other intesfering
subslances in the urine specimen may cause ceroneous results.

3. Adolterants, such as bleach andfor alum, in urine specimens may produce
errgneons results regardless of the anadytical method used. I adulteratfon is
suspected, the test should be repeated with another wrine specimen,

4. A Positive Result indicates presence of the drug or ite metabolites but does net
indlicate level of intoxication, administrntion route or concentration in wine.

5. A Nepative Result may nol nccessar:ly indicate drug-free urine. Megative resulls
can be obtained when drug is present but below the cutofT levet of the tear,

6. Test does not distinguish between drugs of abuse and ceytain medications.

7. A positive (est msu[t might be obtained from certain foods or food supplements.



(g
A side-by-side comparison was conducted using the MDMA One Step Ecstasy Test
Steip and a leading commercially available MDMA rapid rest, Testing was
performed on 240 clinical specimens. Ten percent of the positive specimens
employid were cither al ~25% or +23% level of the cut-off’ concentration of 500
ng/ml,  Methylenedioxymethampheiamine, Prasumeptive  positive results  were

Peeciiin
A study was conducted at 3 physician’s offices by unirained operaters using 3
different lots of product 10 demonstrate the within run, between run and between
operator precision. An idemtical pamel of coded spocimens containing no
Methyienedioxymethamphetumine, 25% Methylenedioxymethamphetamine above
and below the cut-off and 50% Methylenedioxymethamphetamine shave and below
the 500 ap/mk, cut-off were provided to exeh site. The results are given befow:

contfimned by GC/MS. Appsoximately 10% of the negative clinical samples were Methylencdioxymetha Site A Stte B Site €
algo copfirmed with GCMS. The following resuils were whulated: mphetamine i . - - + - +
Melliod Other MDMA Rapid Test | Total concentration (np/ml} 5 5

. Resuls Positive Nogativo Resuits 1] 15 15 0 15 15

MDMA Snestep Tt |5 o i 5 250 15 |5 [ 0 a5 [ 0 | 15¢0
Nepative Q 149 148 375 15 15 0 15 4] 15 0
Total Results o0 150 240 623 15 3 9 4 11 7 3
% Agreement with this engtnercinl fit 25994 99% 750 15 0 15 0 15 0 15

ACON MDMA. One Step Ecstasy Test Strips were also tested with 93 MDMA positive
and 147 MDMA negative urine semples in a clizical study. Nine of thesc positive urine
samples in the +/- 25% cutolf range were derived from the concenirated MDMA clinical
specimens; the rest were e clinfeal specimens. All positive sarples used in this study
were confirmed by GO/MS, Negative clinjcal saroples were screencd by a commercial
MDMA rupid test kit. Approximately 10% of these negative samples were canfimed by

GC/MS, The [ollowing sesulis were tebulated.
25%
- Coiallre
Neps 1E
epative c:::zﬂfrro +25% cqtolf >+28% entoll
ACON Posilive Q 3 4 82
WIDMA
Sivip Negailve jEYs 2 Q 0

Eighty {80) of thesie samples were alzo run using the MDMA. Gne Step Eestasy Test
Strig by an untruiced operator at a different site. Based on GCYMS daty, the operator
obiained a statistically similor Positive Agreement, Negative Apreement and Overall
Agreement rale as the labomtory personnel.

A diug-free orine pool was spilked with Methylenedioxymethomphetamine at the
following conceatrations: 0 ng/mL., 250 ng/mk, 375 ag/L, 500 ag/mL, 625 ng/ml.
and 730 ng/ml. The result demonstrates >99% accuracy at 50% obove and 50%
below the eut-off concentration. The data are summarized beiow:

NMethylencdogyimetbomph Visual Result
etamine l'fd:mi"untra:ullcmp Pccrccut of a Hest
L) uteff Negalive osliiva
[ 0% 30 34U Q
250 -50% 30 30 0
375 -25% 30 2 4
500 Cutoff 30 17 13
G625 +2595 in 4 26
150 4+50% 30 ] 30

vl
The following wble lists compounds 1hat are positively detected in wrine by the
MIDMA One Step Eestosy Test Sirip at 5 misutes,

Concentration
Compoung {agimi.)
D.L-34-Methylenedioxymethamplictaming HC (VDMLA) 500
34-Melhylenedioxyamphewmming HCE (MIIA} 3,U00
3a-Methyienediosyedyl-unphetiming (MDE) 360

BTl of Hrinary Speci i Graviiy
Fifteen (i5) wrine samples of normal, high, and low specific gravily ranges were
spiked with 250 ng/mL and 750 ng/ml of Methylenedioxymethamphetamine
respectively, The MDMA One Step Ecstasy Test Strip was tested in duplicate using
the fiftecn neat and spiked wrine samples. The results demonstrate that varying
ranges of urinary specific gravity does not aFfect the test results.

Elfect aFehe Urinary:pll
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 tv 9 in }
pH unit inerements and spiked with Methylenedioxymethampletamine to 250 ng/mL
and 750 ng/mL.. The spiked, pH-adjusted urins was tested with the MDMA Qne Step
Eestasy Test Strip in duplicate, The results demonstrate that varying ranges of pH
does not interfore with the perfotmpanee of the test,
ok Roa eLivity
A study was conducted to determine the crosg-reaciivity of the test with compounds
in either deug-free urine or Methylesedioxymethupsphietamine posilive orine. The
following compounds show no cross-reactivity when tested with the MDMA One
Step Ecstasy Test Strip at a concentration of 100 pg/mt..

IO C SR G ey € anipiiimis

4-Acetumidophenol P-Estsadiol Pentabarhbital
Acelophenctidin Estronz-3-sulfate Parphcoazine
N-Acerylprocaimamisle Elhyl-p-aminobenzoate Pheneyclidine
Acetylsalicytic ncid Fenoprofen Pheoelzing
Aminopyring Furogemide Phenobarbital
Amicyptyline Geatisie aeid Phonterming
Amobarhitul Homogtobin Trans-2-phenyloyelo-propy-
Anoxeillin Hydralazine lemine hydrochiloride
Ampicillin Hydrochlorathiaride I-I'hwsylephrine
L-Ascorbic agd Hydrocodone B-Phenylethylamine
D-Amphetamine Hydrocortisone Phenylpropanolamine
DL~Amphetamine aulf‘qe O-Hydroxyhippuric reid Preduisolone
E-Amphemrming %, . PeHydroxyamphetaming Prednisono
Aporarphiae ‘%i- p-Hydroxy-methampheln-  Procaine

mine
Asparieme 3-Hydroxytyramine Promazine
Atropine buprofen: Promethazina
Benzilic veid Imipramine DL-Propranolol
Benzoic acid Ipraniazid D-Propoxyphcne
Benzoylecgonine {1} - Isaprotercno D-Pseudoephedrine

Benzphztamine Isoxsuprine Quinacring

Bilirubin Ketamine Quinidine

{&) - Brompheniramine Ketoprofen Quinioe

Buspizan Labalol Ranitidine

Caffelne Levarphinnol Saticylic acid
Cannabidial Loperarnidoe Secobarbiim)
Cannabinol Maproritoe Sorotonin (3-
Chicralhydrate Meperidine Hydroxytysamine)
Chleramphenical Mephentermine Sulfamethazine
Chiordiazepoxide Meprobamate Sulindac
Chiarothiazide D-Methamphetamine Sustiva

(£) - Chlorpheniramine Methadone Temazepam
Chlompromazine Methexyphenanine Telracycling
Chlorguine Methylphenidale Tetrahydrocortisone, 3-
Caolesterol Morphine-3-8.D. acotale
Clomipramine glucuronide Tetrahiydrogortisone 3-(p-D
Clonidine Meorphine sulfate plucuronide)
Couaethylone Nalidixie acid Tetsahydrozoline
Coesine liydroclioride Naloxone Thebaine

Codeine Nelizexona Theophynine
Cortisone Napraxen Thiarine

{-) Cotine Nincinamide Thioridazine
Crestinine Nifedipine Tolbutamide®.
Deoxycortic Ni i Trang-2-
Dextrometivorphan Norcodeln pheayloyclopropylumisne
Diclofensze Norethindrone Trazodone

Diazepam D-Nerpropoxyphena DL-Tyrosioe
Diflunisal Noscapine Trinmtetehe

Digoxin D,L«Octopamina Triflueperazine
Dicylonzine Oxalic acid Trimethoprm
Diplenhyiraming Oxazepam Trimipramine

5,3 - Diphenylhydentoin ~ Oxolinie agid Tryptaming
Doxylamine Orytodone D L-Tryptophan
Ecgonine hydrachloride Oxymetazaline Tyramine

Ecgonina methylester Papnverine Urie acid

(-) ~"¥-Ephedrine Penicillin-G Verapamil
{IR.25](~) Bphedrine Pentnzotive~ Fomepirae

(1) - Epinephrine fiydrochloride

Erythromyein

{.  Basell RC.

Disposition of Toxic Drugs and Chemicals in May. Znd I7d.
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