INSTANT-VIEW® Multi-D

rug Screen Urine Test C€

INSTRUCTIONS FOR USE

One Step Assay
Rapid Visual Results
For Professional, Qualitative In Vitro Diagnostic Use

INTENDED USE AND SUMMARY OF TESTS

The Ivsrani-View®  Multi-Drug  Screen Urine Test is a  qualitative
immunoassay intended to be used to detect the presence of drugs and/or diug
melabolites in human urine at their specitied cutott levels, in a single assay. 1t is
intended tor health care professional use only.

The INSTANT-Vitw™ Multi-Drug Screen Urine Test provides only a preliminary
arnalytical test result. A maore specific alternate chemical method must be used
to ochreun a confirmed analytical result. Gas Chromatography /7 Mass
Spectrophotometry (GC/MS) is the preferred confirmatory method.  Clinical
consideration and professional judgment should be applied ro any drug of
abuse test result, particularly when preliminary positive resulis are used.’
Immunoassay urine-based testing for drugs of abuse has become one of the
most accepted methods of preliminary screemning.  These assays allow
laboratories to eliminate a large number of negative specimens and focus on the
smaller number of initially positive samples.

PRINCIPLE OF THE PROCEDURE
The INSTANT-VIEW® assay is a one-step lateral flow chromatographic
immunoassay with test stnips which include 1) a burgundy-colored conjugate
pad containing colloidal gold conjugated to anti-drug antibodies and 2) a
nitrocellulose membrane containing a test line (T line) and a control tine {(C
Ime). The T line is coated with the drug antigen; and the C line is coated with
goat anti-mouse g0 antibody.
This test 1s a competitive binding immunoassay. The drug or drug metabolite in
the urine specimen competes with the antigen coated on the nitrocellulose
membrane tor the limited binding sites of the conjugated antibodies.
When an adequate amount of urine specimen is applied to the sample pad of the
device, the urine migrates by capillary action through the test strips. 1t the drug
level in the specimen is below the cutoff level, the burgundy-colored gold-
antibody conjugate will bind to the antigens coated on the nitrocetlulose
membrane, and form a burgundy T line, indicating a negative result.
If the drug in the urine specimen is at a lest strip’s cutoff level or higher, it will
bind to conjugated antibadies, so that no T line develops, indicating a positive
result.
The colored gotd-antibody conjugate should bind to the C line and form a
burgundy-celored band regardless of the presence of the drug.

REAGENTS & MATERIALS SUPPLIED

« 25 1est devices each sealed in a foil pouch with a desiccant and a dropper
pipette (20 devices, 1t 7-12 test panel)

= | Instructions for Use

MATERIAL REQUIRED BUT NOT PROVIDED
o Specimen Collection Containers
« Timer

STORAGE AND STABILITY

Store the kil at room temperature 15-30°C (59-86°F), Each device may be used
unti] the expiration date printed on the labet f it remains scaled in s foil pouch
cottaining desiccant,

Do not expose the kit to temperatures over 36°C (86°F).

SPECIMEN COLLECTION AND STORAGE
Each urine specimen must be collected in a clean container. Do not combing
SpECHTEns.
Specimens may be kept at room temperature for 8 hours, at 2-8°C for up to 3
days and at -20°C or lower for long term storage.

Urine samples exhibiting visible precipitates should be filtered or centrifuged
and allowed to settle. Use only clear aliquots for testing.

PRECAUTION

l. Instructions must be foflowed to obtain accurate results.

2 Do not open the sealed pouch, unless ready 1o conduct the assay.
3. Do not use expired devices.
4

Dispose of all specimens and used assay materials as potentially
biohazardous
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ASSAY PROCEDURE

l. Refrigerated specimens and other test malerials, including devices,
must he equilibrated to room temperature before testing.

2. Remove the lest device from the pouch and label it with specimen
identification.

3 Perform assay:

PIP METHOD

a) Remove the cap and dip the device into the specimen for at
least 10 seconds.

The surface of the sample must be above the sample well and
below the level of the arrowheads in the window.
b)  Remove the device from the specimen after 10 seconds.

OPTIONAL PROCEDURE: (Recommended for smalt sample volumes,)
a)  Remove the cap. Take the pipetic {rom the pouch.

b)  Press bulb to fill the pipette with the sample specimen up 10 the

line on the barrel. Add all the specimen into the sample well.

For 2-sided panels (7-12 test), repeat sample addition by pipette

on side 2.
4. Put the cap back on the device and place it on a flat dry surface.
5. Read the test result between four (4} to seven (7) minutes after adding

the specimen.
IMPORTANT: Do not read test results after seven (7) minutes.

INTERPRETATION OF RESULTS
Positive:
I the C line appears and there is no T line, the Lest indicates a positive result for
that particular drup.

Samples with positive results shonld be confirmed with a more specific
method before a positive determination is made.

If the C line and the T line both appear, the test indicates that the level for the
corresponding drug or its metabolites is below the cutofF level.

Note: A very faint T line should be considered negutive.

I'no C line develops within § minutes on any test strip, the assay is invalid. In
this case repeat the assay with a new test device.

i El

o )
POSITIVE  NEGATIVE  INVALID

QUALITY CONTROL

¢ Built-in Control Features
This test contains a built-in contrel feature, the C line. The presence of the C
tine indicates thal an adequate sample velume was used and that the reagents
migrated properly. If a C line does not form, the test is considered invakid [n
this case, review the whole procedure and repeal the testing with a new device.

* External Quality Control
Users should always follow the appropriate federal, state, and local guidelines
concerning the running of external quality controls. SAMHSA recommends

that the concentration of drug(s) in positive and negative controls be
approximately 25% above and below the cutoff concentration of the assay.

LIMITATIONS
1. This kit is for professional in vitro diagnostic use only,

2. Results obtained by this device provide only a preliminary qualitative
analytical test result. A more specific alternate method must be used in
order to obtain a confirmed analytical result.

3. This product is designed for testing human urine enly.

4. Adulterants such as bleach or other streng oxidizing agents may produce
erroneous test results if added in the device. When suspected, collect a
fresh specimen and repeat the test with a new device.

5. Samples in which bacterial contamination is suspected should not be used.
These contaminants may interfere with the test and cause false results.

EXPECTED VALUES

This test is capable of detecting each drug and/or drug metabolite specified in
human urine at or above 1ts specified cutofT level,
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PERFORMANCE CHARACTERISTICS

INSTANT-ViW® Multi-Drug Sereen Urine Test devices are qualitative
immunoassays intended for use by health care professionals to screen
for potential abuse of one or more drugs in a single assay. Different
devices are made to screen for different numbers and combinatiens of
drugs. Performance attributes of the individual tests that may be in a
QIVER JNSTANT- i“w™ device panei are summarized herein.

SENSITIVITY (CUTOFF):

Each assay is developed to detect the presence of a drug of abuse or
metabolite(s)* thereof at or abeve a specitied culolf level. For all assays. tests
af patient’s samples should consistently indicate negative results for specimens
below concentration of 75% of the cutoff and positive results above 125% of
the cutoff. The drugs and their cutoff levels are lisied below:

AMP - Amghetamine. .. .. 1000 nyml  [MOR - Morphine.. ... ... 2000 ng/ini
BAR - Barbuturates .. ... 200 np/mi MTD - Methadone. ...... 300 ng/mi
BZD - Benzodiazepines... 300 ng/ml PCP - Phencyclidine... ... 25 ng/ml
COC - Cocaine............ 300 ng/ml PPX - Propoxyphene... 300 ng/ml
MET - Methamphetamine®* 500 ng/ml TCA - Tneycles......... 1000 nghnl
NET - Methamphetamine. . 1000 ng/ml THC - Marijuana/Hashish 50 ng/m)
MOR -Mombhine** .. ... 300 ngAiml XTC - MDMA or Ecsiasy 500 ng/ml

*Metabolites detected in the abave rests are listed in the sections below:
=+ dvaiiable but not SHMHSA levels.

INTERFERING SUBSTANCES:

There 15 a

Intestering Substances: To detenmine the interference of structuraily unrelated analytes,
each test analyte was zvaluated, using the analyte specific /¥STANT- viEw® Urine Test
dewice, in both dnug free urine pools and urine pools sprked with the cutoff level of
each analvie listed in the foilowing table .

Common substances listed in this table were found not 1o interfere with the test
resulis at the concentration of [H! pg/mi

Acetannnophien Oxalic Acid Lithanof

Acetvisaticytic Acd Caffeme Lidecome

Ankecin {+ J-Clilorphemiramine Pemeriiin-G
Amargviine Cocame Mhenvipropanalumine
Ampnceitin Codeine Ramtidine

Arterenal Corttsone Sulicvelic derd

Asprm Methadone hordazine

Atropiae AMethano! Trifluaperazine

Benzoe Aond -
Biological Analytes  Concentration Biolopical Analvies Concentration
Alhunun 200 pgz md pH 30090
Belrrupun OO gz el Specific Graviy LNz - L3z gml
{reane 100 pg mi Uric Acid 100 gz i
(Hlucase 200 pg mif Vitgmin 100 pg mi
Humogiohn 100 yg mi {l.-dscorhic dcid)

ossibifity thai other substances and/or factors not listed above may

wterfere with the test and cause false results.fe.g.. technical or procedural errors)

A. Amphetamine (AMP)
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Summary and Explanation of the Test

The detaction of amphetamines in human usine has been widely used 1o assess the abuse of
amphetamings. Amphetaminas are central nervous system cnmulating deugs, They may
induce alertness, wakefuiness, increzsed energy, reduced hunger and owverall fecling of
weli-being. Overdose and extended usage of ampietamsnes may lead ro substance abuse,
which may cause severs and/or permanemt damape 1o the human nerve sysiem.
Ainphetarines appear in the unine within three hours afier adiministration (any type), and
may be present for abour 24-48 hours after the last dose.*™*

Agcuracy

A study was performed ai three different Physician's Office Laboratories (POL) and a
Reference Laboratory. One hundred nineteen (119) climcal samples were blind labeled
and tested. Each sample was tested at each site, with /ASTANT- vaw® Amphetamine Urine
Yuat, znd compared with GC/MS results.

The results from the INSTANT-VIEW?® Amphetamine [rme Test agreed 100% with the
GC:MS data of specimens al levels below 75% of the cutoff {(negative) and abave 125% of
the cutof {positive). Thirty eight {38) discrepancies were obscrved on the specimens af the
level between 75% and 125% of the cutofT.

The overall pgreement was 92 0%.

INSTANT-VIEW® Test
Positive l Nezative Total Agreement
Drug-[ree 0 176 176 100%
~75°% {0-750) 0 I i 100°5
GEMS 7350, Cutoff (750~ 10003 17 23 0 38 3%
(ngdil) o 1 28% ( 1000-1250) 5 i 16 53 B%
Masitive 121250) 148 0 T 100%
Total 200 | 276 176 97 %

Reproducibility

Reproducibility was detennined at three different POL locations, hy persons with diverse
educational backgrounds and work expenence.  Fony-pooled drug-free human unne
speciuniens were spiked with amphetanine at different levels.  All specimens were blind
labeled and 1ested. The results are as foilows:

.
e S nvaon U ot
ug Screen Urine Test Ce
Amp. Conc. No of POL 3 FOL z POL 3
{ng/ml}y Samples - _ - - . -
Q 2 0 B 9 ¥ 0 E
750 3 3 f] [ 3 2 5
1000 3 B i [ f] 3 0
1250 8 B [ [l 0 3 )
2000 3 B [} 3 v | 3 | =

The reswdis mdicate a 93.6% concordance wah the cxpected residiv
Cross-Reactivity

A study was conducted using amphetamine-related compounds to determine the cross-
reactivity ot the Lest,

Amph ine related comp ts showing the lowest conceniration of the drug produeing a
positive response equivabent 1o the cutofMlevel,

Comp Concentration (ug/mi} | Compaunids Concentration {ng/ml)
d-dispiierennine funa BN

-Amphetamnre 2a000 sethylemediorpmplaiamine 800

tde,i-Ad mphetamiiie Joan iMDA)

B. Barbiturates (BAR)

1.

Summary and Explanation of the Test

Barbiturates are ceniral nervous system depressants and used as hypnohic sedatives.
Overdose and extended usape of barbiturales may lead to severe and/or permanent damage
to the human nervous systen.’ Barbiturales are classified as (1) ulira-shon, {2} shon-
intermediate, and (3) long-acting.  The duration range of the ultra short-acting compounds,
secobarbital, pentobarbital etc. 1s from fifieen (13} minuies to six (6) hours. The duration
range of the intermediate acting compounds, amobarbilal, ste. 1s from three (3} to twenty-
four (24) hours. The duration range of Lhe long-acting compounds, phenobarbitai ec. 15
from fifteen (15} 1o forty-eight (48) hours.™*

The most commondy abused barbiturates are short- and intermediate-acting agants.  The
long-acting agents are rarely subject to abuse Barbiturate derivatives are excreled inlo
urine in varying amounts of unchanged drug and metabolites.’ Long-ucting barbiturates are
excreted with a higher percentage of unchanged drug in the urine. while shorter-acting
barbiturates, secobarbital and amobarbital, are sxiensively meiabelized and excreted in the
urine with a smaller percentage of unchanped drugs.>*

The instantT-ViEw® Barbuurate Urme Test is designated [o detect unchanged secobarbital
in the urine; however, as with some other analytical methods such as EMIT and RIA, this
assay can also detect ather commonly encountered barbiturates, depending on the
concentration of drup present in the sampie. Phenobarbital pasitives have been noted in
chronic users up to severai weeks after cessalion of use. With standard single doses of
sccobarbital, pentobarbital, or amobarbitaé, positive resuits may be identified from 30 howrs
ta 76 hours.

Accuracy

A study was performed at three different Physician's Office Laboratones (POL) and a
Reference Laboraiory. One hundred (100) clinical samples were blind iabeled and tested.
Each sample was tested @ each sie, with fwstanr-View® Barteturate Unne Jest, and
compared with GC/MS results.

The results from the INSTANT-Frzw™ Barbuurate Unne Test agreed 100% with the GC/MS

data of specimens at levels below the cutoff (negative) and above 115% of the cutoff

(positive). One {1) discrepancies was abserved on the specimens at the level between the
culofT and 125% of the culoff

The overall agreement was 99 8%,

INSTANT-VIEW® Test Toal | Agr .
Posuive Negative greemen
Dy Free o 200 200 100%
<75% (0~130) 0 12 12 100%
ﬁ;m)s 754 Cutoff { 150-200) 5 E] 0 100%
Cutoil~125% (200-750] 17 1 8 35 4%
Pasitive (»250} 140 0 140 1 00%
Total 167 233 100 995"
Reproducibility

Reproducibility was determined by replicate assays of four different levels of samples with
three different production lots. The devices were tested for five consecuive days five
ttmes each, or a total of 25 assays for each control,

The results indicate 100% precision for the replicate within cach Jot and no appreciable
inler-iot variation across Ihe three different Tots af devices.

. Cross-Reactivity

Te determing the eross-reactivaty of the siructurally relaled compounds with the device, the
following compounds were spiked into known drug-free urine pools and lested with the
INSTANT-VIEW™ Barbiturate Urine Test Thase compounds shawed a positive response at
Ihe concentration indicated in the followng table:

Dexcription

{Concentration {ng/ml} Description Concenlratian (ng/ml)
Awmobarhital 250 Phennbarbiial o0
Barhised 230 Pensnharbiva! 250
Busakarhind A Secuborbial o0
Huralbind 204
C. Benzodiazepines (BZD)
1. Summary and Explanation ol the Test
Benzodiazepines, sncluding  Alprazolain, Diazepam,  Lorazepam,  Trazolam,

Page 2

Chlerdiazepoxide, Flurazepam and Temazepam are sedative, hypnonc and anbi-anxiety
drugs cominonly being used as oral tranquilizers. Most benzodiazepine are extensively
metabolized in the liver and excreted i the unne as metabolites.’ Benzodiazepines have 2
low potemial for plhysical or psychologicai dependence. However, the same as ather
veniral nervous system stwmulabng drugs, they may mduce drowsiness and muscie
relaxation. Chronic abuse of benzodiazepine may result in mtoxicatien, similar o drunken
behavior. Overdose and exiended usage of benzodinzepine may lead to coma and possibly
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2. Accuracy
A study was performed at three different Physician's Qffice Laboratories (POL) and a
Reference Laboratory. One hundred (F00} clinical samples were blind labeled and tested.
Each sample was tested at each site, with Inyzane-1ray® Benzidhozepime Urme Test, and
compared with GC/MS results.
The results from the Ins7ani-biw® Benzodiazepme Urmne Tost apreed 100% with the
GCMS dala of specimens al levels below 73% of the cutaff (negative) and above the
cutofl” {posiive}. Seven (7) discrepancics were observed on the specimens at the Jevel
berween 75% of the cutoff and the cutofT
The gverall apreement was 98.3%.
INSTANT-FIEN™ Test Total R
Positive Negative ota Brcement
Drug-free a 168 168 10G%
<75% (0~225) [ 24 24 100%
CC”",*:‘ 73%-Cunol (225-300) 7 35 37 8%
e/} [ o 125% (00-375] 1z o £l 100%
Pasitive (>3175) 144 0 134 100%
Total 183 217 400 98.3%
3. Reproducibility
Reproducibility was determined by replicate assays of four different levels of samples wilh
three differem production lats. The device was tested for five consecutive days five times
each, for a total of 25 assays for each contro).
The results indicate 100 % precision for the replicate within each lot and no appreciable
interlot variation across the lhree {3) different lots of devices.
4. Cross-Reactivity
To detennine the cross-reactivity of the structurally related compounds with the device, the
following compounds were spiked into known drug-free wrine pools and tested with the
INSTANT-11EW? Benzodiazepme Urine Test.
Those compounds showed a positive response at the concentration indicated in the
foltewinp 1able:
Description Concentration (ng/ml} Description Concentration {ng/ml)
Alprezolos Joe Lormetezepam Jog
Hrumuzepam 30 Meduzepam [T}
Clehozem 1300 Nutrazepam 250
Clrhusazepunt e Nordiazepum Bl
Phrcazepoun 2 Prozepan 250
Desmueshylchozepam ki Tricizedum Jog
Flireezupum Jnn Ceuzepant 346
Lewazepm 45t
3
D. Cocaine (COC)
L. Summary and Explanation of the Test
Cocaine is one of the nervous system’s stimulating drugs with pharmacological properlies,
such as a local anesthetic, 1t has addictive effects leading 1o substance abuse. Cocaine may
appear in urine for only few hours after use, whcreas_ the benzoylecpgonine, a hydrulylic
degradation product of cocaine, may be delectable in urine over 2 days afler taking cocaine.
Therefore the deteclior} lof benzoylecgonine in human urine has been widely used 1o
evaluate cocaine usage.’*
2. Accuracy
A study was perfonned at three different Physician’s Office Laborasories (POL) and a
Reference Laboratory. One hundred (100) clinical samples were blind labeled and rested.
Each sample was tested at each site, with INStanT-View® Cocaine (Benzovlecgonine) Erine
Text, and compared with GC/MS results.
The results from the /wstant-Viw® Cocame (Benzoylecgoming) Urme Test amreed 100% 4.
with 1he GC/MS data of specimens at levels below 75% of the cutoff (negative) and above
the cutofl” (pasitive). Nine (9) discrepancies were observed on the specimens at the level
between 75% of the cutoff and the cutofT,
The overall agreement was 97.8%.
INSTANT- VIEN Test Toml | A
Pasitive Negalive o greement
Drug-free 0 188 188 100%
<¥5% (0-225) 0 4 d 100%
?ff:flf T3%—Culoff (325-100) 9 0 70 55%
Y/ Cutoll~ 125% {300-375) 24 0 24 100%
Positive (=375) 164 4] 164 100%
Total 197 203 406 97.8%
3. Reproducibility
Reproducibility was determined at the three different POL locations by persons with
diverse educational backgrounds and work experiences. Fory-pooled drug-free human
unne specimens were spiked with benzeylecgonine at different levels. All SPECIMENS Were
blind labetzd and tested. The result is as lollows:
Benz Conc. No ol POL 1 FOL 2 POL 3
[ng/inl) Samples + - + - + -
0 B 0 [ 0 [] )] B
215 3 5 3 2 6 0 8
300 ] 8 0 B 0 B 0
375 8 8 0 13 0 B 0
600 B 8 ¢ 8 0 8 0
Resnlts meheate an average concordanee of Y4.2 % with the expected resulty.,
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death. Benzodiazepines may remain effective for 4-8 hours.™ * The members of the
Benzodiazepine family arc absorbed at different rates and 1heir effects may vary with the
absorption rate. They are excretzd in the wrine primarily as their parent compounds or an
inactive metabolite, oxazepam glucuronide, that are enly deteciable for one (1) to two (2}
days. Oxazepam, a commen metabolite of many benzodiazepines, is alsc a marketed drug
(Serax), 1t may remair detectable in urine for up o one week." That makes axazepamn a
useful macker of benzodiazepine abuse.

4. Cross-Reactivity

A study was conducted wsing cocaine-related compounds 1o determine the cross-reachivity
of the test.

Cocaine and iis structurally related compounds showing the lowest conceniration of the drug
_broducing a pesitive respanse equivalent to the cutaif:

Description Concentration {ng/ml) | Description Concentration {ng/ml)
Cocamg 340 Fursuprine 1500
HAenzilecgonine Ji

E. Methamphetamine (MET500)

1

Summary and Explanation of Test

Methamphetaming in overdosage causes restlessness, confusion, anxiety, hallucinations,
cardiac arrhythmias, hyperension, hyperthermia, circulatory collapse, convulsions, and
coma.’ Methamplietamine has been mnplicated in fatal poiscnings following both
intravenous and eral administration. Chronic abusers may develep paranoid psychosis.' [
Methamphetamine (d-desaxyephedrine, Desoxyn, Methedrine) is the N-methyl derivative
of amghetamine. 1t is utilized in the treatmem of ohesity. Methamphetamine is
admini‘slicn:d by oral, nasal insufflation, or intravenous injection with duration of 2-4
hours ™

Methamplictamnine undergoes some N-demethylation to amphetamine, its najor aclive
metabelite.  During normal conditions up to 43% of a dose is eliminated unchanged in the
24-hour urine, with abouwt 4-7% as amphetamine. In acid urine, up 1o 76% is Tound as
unchanged drug and 7% as amphetamine in 24 hours, whereas in alkaline urine the
corresponding values are 2% and less than 0.1%. Methamphetamine urine concentralions
of 0.5-4.0 my/L. are commonly observed during the first 24 hours after ingestion of 10 mg.
Methamphetamine concentrations of 24-333 my/L (averape, 142) were observed in the
urine of methamphetamine abusers *

Accuracy

A study was performed at three different Physician's Office Laboratories (POL} and a
Reference Laboratory. One hundred nineteen (119} clinical samples were blind labeled
and tested. Each sample was tested at each site, witly INSTANT-ViEW® Methampheramine
Urme Test, and compared with GC/MS results.

The results from the INSTANT-Firw® Methamphetamine(300) Urine Test agreed 100% with
the GC/MS data of specimens at levels below 75% of the cutoff (negalive) and above
125% of the culoff (positive). Twenty two (22) discrepancies were observed on the
specimens at tevel between 75% and 125% of the cutoff

The averall agreement was 95.4%

INSTANT-VIEW® Test
Puositive Negative Total Agreement

Drug-free 0 220 220 100%

<75% (0-375) 0 36 36 100%

?HS:“HS 75%~CulofT 1375-500) 3 22 3% 78 6%
Cutoff~125% (500-625) 24 16 40 0%

Pasitive (2623} 152 [ 152 100%

Total 182 294 476 95.4%

Reproducibility

Reproducibility was determined af three different POL locations, by persons with diverse
educational backgrounds and work experience. Forty-pooled drug-free human urine

specimens were spiked with methamphetamine at different levels. All specimens were
blind labeled and tested. The result is as follows:

Methamp. Conc No aof POL 1 POL 2 FOL 3
{ng/ml) Samples + - + - + -
1] 8 ] 3 0 ] 0 3
375 g 0 8 0 | 7
509 B ] G 8 0 B ]
625 § ] [ 8 o B 0
1000 B ] 0 § 4] ] ']

The results indicate a 99 2% concordance with the expecled results.
Cross-Reactivity

A sludy was conducted using inethamphetamine-related compounds to detennine the cross-
reactivity of the test.

Methamphetnming relaied componnds showing the lowest concenteation of the drug
__froducing & positive response equivalent 1o the cutolT level,

Description Concentration (ng/ml)
d-Muthumphewomne St
L-AMvilwnmpherzimne 25,0
d-Amphietamme Jo.uo
F-Amphetewmnre 1000

3 A-puethylenedincyamphetmmine (\DA) 36,060

F. Methamphetamine (MET1000)

I,

Summary and Explanation of Test

Me(l_mmphelamine in overdosage causes restlessness, confusion, anxiely, hallucinations,
cardiac arrhythinias, hypertension, hyperthermia, circulatory collapse, convaulsions, and
coma.” Methamphetaimine has been implicated in fatal parsonings following  both
mtravenous and oral administration. Chronic abusers may develop paranoid psychosis.' D-
Methamphelainine (d-desoxysphedrine, Desoxyn, Methedrine) is the N-melhyl derivative
of amphetamine. It is wilized in the treanment of obesity. Methamphetamine is
adminisiered by oral, nasa! insufflation, or intravenous injection with duration of 2-4
hours ™
Melhamphetamine underpoes some N-demethylation to amphetamine, its major active
metabolite. During nornal conditions up ta 43% of a dose is eliminated unchanged in the
-our urine, with about 4-7% as amphetamine. In acid urine, up to 76% is found as
unchanged drug and 7% as amphetamine in 24 hours, whereas in alkaline urine the
cortesponding values are 2% and less than 0.1%. Methamphetamine unne concentrations
of €.3-4.0 mg/L. are commenly observed during the fisst 24 hours afier ingestion of 10 mg
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Methamphetamineg concentrations of 24-333 L (average, 142) were abserved in the
usine of methamphetamine abusers.’

Accuriacy

A sludy was perfonmed at thee different Phiysician's Office Laboratories (POL) and 2
Reference Laboratory. One hundred {100 clinical samples were blind labeled and tested.
Each sample was tested al each site, with INSTANT- ™ Methamphesmning {HIKY) Urine
Tesr, and compared with GC/MS resutis.

The results fom the Mty 1980Y Medhamphramine (1000 Urine Test apresd 100%
with the GC/MS data of specimens af levels below 75% of the culoff (neganve) and above
the colaff {positive). Twelve (12) discrepancies were observed an the specimens at leved
between 5% of the culoff and the cutoff.

The overall agreemnerd was 97%.

INSTANT-VIEW™ Test
Positive Nepative Tatal Agreement
Drug-free ) 200 2 1G0%
<T5% (0-750) 0 16 16 1 00%
GCMS [ 75%~Cutoff {750--1000) 12 [ 2 50%
(ng'mi} T Cugnfi- 125% (1000~ 1250 24 i FX 100%
Pasitsve {21230) B [i 136 100%
Total 172 228 400 a7y,

Reproducibility

Reproducibility was determined by replicate assays on four different concentrations
(GC/MS) of methamphetamine in unne samples: On/ml, 370n/ml (within 25% below the
cutoff), 1200ng/ml (within 25% above the cimoff), and 2000ng/nl {positive) with three
differem production lois. The devices werz tesied for five conseculive days five bmes
each, for a toial of 23 assays for each control.

The resuhs indicate 100% precision for the replicate within each fot and no appreciable
inter-lot variatron across the three different lats of devices.

Cross-Reactivity

To determine the cross-reactivity of the structurally related compounds with the device, the
followine compounds were spiked info known drug-free unne pools and tested with the
INNTANT-VIEWS  Methamphetenune Urme Test. Those compounds showed a positive
response at the cancentration ndicated in the followng table:

Description Concentration (ng/mi)
d-Amphetante 30,000
f-Amphesanrine 0,000
3 J-methvlenedioniumphe e MEA) 3,000

G. Morphine (MOR300)

1.
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Summary and Explanation of Test

Morphine is 2 popular marketed drug (e.¢. Serax) for freaument of moderate to severe pain
1t is also 2 common metabolite of Opzates [morphine, codeine (methyl-morphine}, and
herom (semi-synthetic derivatives of morphme)]. The opiates are admimistered erther by
simoking, intravenous injection, intramuscuiar injection of oral ingestion. Adverse or toxic
effects of opisles usage include pupiflary constriction, censtipation, unnary retention,
nausea, vamiting, hypothermia, drowsiness, dizziness, apathy, confusion, respiratory
depression, hypotension, cold and clammy skin, coma, and pulmonary edema. Death may
oceur following an overdosage

The duration of effect of morphine is 3-6 fHours.” Morphine is metabolized extensively,
with gnly 2-12% excreted as unchanged morphine in urine. Heroin is rapidly metabolized
(o morphine in the body; the pattemn of urinary excretion of ieroin s similar to that of
morphine. Cedeine 15 alsa extensively melabolhized. 10-15% of the dose is demethylated 1w
formy imompline and nercodeire. 16 has been reported that ihe unchanped morphine may
seman detectable in ucine for up to one week,' which make morphine a marker of omiates
abuse.

Accuracy

A studv was performed al three differend Physician's Office Loboratories (POLY and a
Reference Laboratory. Mimery fouwr (94) cliniczl sainples were #lind labeled and tested
Each sample was 1ested at cach site, with /vstanr=Fiew® Morphase (300) Urine Test, and
compared with GC/MS results.

The results from the INSTANT-EIWT Muorpiae (306) (rne Test agreed 100% with the
GC/MS data of specimens at levels below 73% of the cwioff (nepative) and above the
cutodf (positive). Tlhareen (13) discrepancies were observed on the specimens at the level
berween 75% of the cutoff and the culoff.

The overall agreement was 96.3%.

IS TANT. view™ Test Toral Agreement
Posilive Nepative
Drug-free 0 180 18D 100%
<7 5%(0-225) ] 12 12 100%
?ﬂimjs 5% Cuaof215-300) 13 1] :4 45 3%
Cuiall-i25%(300-375} 4 0} 24 1004%
Positivei>375) 136 n 136 1005
Totai 173 103 376 95.5%4
Reproducihility

Reproducibility was detenmined at \hree different POL locations, by persons with diverse
educational backgrounds amd work experiences.  Forty-pocled drug-free human wrine
speconens were spiked with morphine at different levels.  All specimens were blind
labelzd and tested. The resulls are as follows:

Marphine Conc. Naaf POL | POL 2 POL 3
(ng/mi) Samples - - - + -
0 3 U ] 11 ] Y 3
05 3 3 3 5 ! 7
300 8 7 ! B 5] 7 1
375 3 5 o B n 3 1]
630 L] 3 a L] 0 3 ]

H
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The resulty mdreare @ 92.3% concordance wilt the expected resulis

Cross-Reactivity

To determine the cross-reactivity of the stnicturally related compounds with the device, the
followiny uum‘Pmmds were spiked into known drug-free urine pools and lested with ihe

INSTANT=1 38w Morphme Lirtre Test. Those caompounds showed a positive response al the
concentration indicated in the following table:

Morphine structurally related compounds showing the lowest concenlration ol the drug
producing a positive response equivalent 1o the cutoif level:

Descriprion Concentration (ng/ml} Description LConcentration {ng/mk}
Murphine k) Murpheme-glocuronde 380
Cindeine m Aeperidine 16600

Kbt Mirpiine on Erveoclrme tonn
Hydruprphing Fing

. Morphine (MOR2000)

Sumsnary and Explanation of Test

Morpluine is a popular marketed drug (e p. Serax) for treatment of maderate 1o severe pain '
It 1s alse a cammon metabalite of Opiates [morphine, codewe (methyl-momhine), and
heroin {semi-synthetic derivatives of norphine}]. The opaies are admimstered either by
singking, intravenous injection, intramuscular injection or ol ingestion. Adverse or toxic
effects of opiates usage include pupillary consiriction, comsiipanon, unnary Tetention,
nausea, vomiting, hypothennia, drowsiness, dizziness, apathy, confusion, respiratory
depression, hypotension, cold and clammy skin, coma, and pubnenary edema. Death may
occur following an overdosage. **

The duration of effect of morphine is 3-6 hours." Morphine is merabolized extensively,
with only 2-12% excreted as unchanged morphine in unnpe. Herom is rapidiy metabolized
to merphine in the body; e pattemn of urinary excretion of hermn is similar 10 thay of
momline. Codeine is atso extensively metabolized, [0-i5% of the dose is demethytated 1o
form morphine and norcodaine. it has been reported that the unchanged morphine may
remain derectable in urine for up 1o one week,” which make morphine a marker of opiates
abuse.

Accuracy

A siudy was performed at three different Physician’s Office Laboratories (POL) and a
Reference Laboratory. One hundred (100) climcal samgles were bhini Jabeled and tested
Each sample was tested av each site, with [vsvdnve=View™ Morphine (2000) Urine Test, and
compared with GC/MS results.

The resulls from the INsTANT-ViEw® Morpiune (2000) Urme Test agreed 100% with the
GC/MS data of specimens at levels below 75% of the culoff {nepalive) and above the
cutoff (positive), Twa (2) discrepancies were observed on the specunens at level between
75% of the cutol and the cutoff.

The overall agreement was 99 5%,

INSTANT-VIEW™ Test Fouai
Pasitive Negative nta Agreement
Drug-free Y 1312 112 100%
<T5% (0= 1500) [} [ 84 100%
&g.;n‘;)s 75%—CurolT {1500-2000) 3 T 31 93 8%,
Cutoff-125% (2000~ 2501 28 ] ] 100%
Positive [>2500) 144 il 144 100%
Tatal 174 224 400 99.5%
Reproducibility

Reproducibility was determined by replicate assays of four dilferent levels of samples with
three different production lots. The device was tested for live consecutive days for a total
of 25 assays for each comrol.

The results indicate 100% precision for the replicate within each lo1, and no appreciable
inter-lot variation acrass the threa (3) different lots of devices.

Cross-Reactivity
Ta detentnine the cross-reactivity of the structurally relaled compounds with the device. the
following campounds were spiked into known drug-free unne pools and tested with the

INSTANT-VIEWT Morphine Urine Test. Those compounds showed a positive response at the
concentration indicated wn 1he following table:

Description Conceniration {ng/ml) Oescriprivy Concentralion (ng/mi)
Cexfeine 2000 Murphine- phicuronde Fion
Fathyl Muorphime 2t Mepersdine BLixe ]
Hydru morphine 2500

Methadone (MTD)

Summary and Explanation of the Test

Methadone, also <alled Dolophine, Methadose and Amidone, possesses many of the
pharmacologiczl properties of moemhine and is approxunately equipotent as an analgesic
when administered parenterally. Unlike morphine, howeves, inethadone preduces marked
sedative effects with repeated adinimistration as a result of drug accemulation. Methadone
has been used as a major subsutute for opiates, such as heroin, morphine, and codeine in
druy; maintenance treatment chintcs. 11 is adminislered enher oraily or by intravenous or
intra-muscular injection.' The duration of effect of methadone is 12-24 fours.’ Its majer
urinary excretion products are methadone, EDDP (L-ethylidens-1, S-dimethyl-3, 3-
diphenylpyrolidine), amd EMDP  (2-ethyl-5-meihyl-3, 3-diphenylpynolidine). The
percentage of methadone excreled unclianged in vnne is 5-50%, much higher than EDDP
and EMDP, of the dose in 24 hours. Large individual variations in the percentage of
unchanped methadone excreted in urne bave been observed due to urine pH, urine volume,
dose and rale of metabolism, etc. Methadone has been found remaming in urine for higher
than 1,000 ng/ml 24 hours after averdose.” Therefore the concentration of methadone n
human urine has been used as a narker of methadone abuse.

Accuracy

A study was performed ar three different Physician’s Office Laboratorigs {POL) and a
Referenice Laboraiory. One hundred {100} chinical samples were blind tabeled and tested.
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Ench sample was tested at each site, with INsTANT-Viw® Medhadone (1D} Lnme Test,
and compared with GC/MS resulis.

The results from the INSTANT-VIEVT Methadune Urine Test apreed J00% with the GC/MS
data of specimens at levels below 73% af the culoff (negative) and above the cutofl

(positive). Ten (10} discrepancies were observed on the specimens at level between 75% of
the cutofT and the cutoff.

The overall agreciment was 97.3%.

INSTANT-VIEW™ Test
Positive Nepative Total Agreement
7% (0-275) i 157 192 100%
. 75%-Cutalf (225-100] 10 18 28 64.3%
GOMIS [ i 125% (300-175) i3 o 3% 1007
g/l T ive (5375) 144 o Taa T00%
Toial 190 310 200 97.5%

Reproducibility

Reproducibility was detennined by replicate assays of four different levels of samples with
three different production lots. The device was tested for five consecutive days, five times
each, for a1o1al of 25 assays for each centrol.

The results endicate 100% precision for the replicate within each lof and no appreciable
inlerlot vanation across the three (3} ditfereat lots of devices.

Cross-Reactivity
To determine the cross-reactivity of the structurally related compounds with the device, 1he
following cm'r}pounds were spiked into known drug-free urine pools and 1ested with 1he

INSTANT-ViEw® Methadune Urine Test. Those compounds showed a positive response at
the concentration indicated in the following table:

Description Ceatentralion (ng/ml)
f-)- aa-Methodoe! . 1el]
f-p-a-Avetvimerhadol (1 AAM) 100

Phencyclidine (PCP)

Summary and Explanation of the Test

Phencyclidine (PCP), also named as Angel Dust, Hog, and Killer Weed, is 2 popular drug
of abuse as well as a legilimate veferinary tranquilizer. 1t is self-administered either by
smoking, nasal insufflation, intravenous injection ar oral ingestion.” lis duration of effect is
2-4 hours, and psychesis may last for weeks. PCP has three major metabolites; however,
the percentage of an intravenous dose excreled unchanged in wrine is 30-50% in the 72
hours. Ouly 2% of a dose is excreted in feces, An average of 77% of an intravenous dose
is excreted in urine and feces in 10 days.™ * Therefore, the PCP in huinan urine has been
nsed as a marker of PCP abuse.* Concentrations of unchanged drue in the wrine of
ambukatory users of PCP are most frequently between 0. 04 and ].4mg/L.‘

Accuracy

A study was perfonned at three different Physician’s Office Laboratories (POL) and a
Reference Laboratory. One Twndred (100) clinical samples were blind lzbeled and tested.
Each sample was tested at each site, with INSTANT-{IEW® Phencyelidine (PCP) Urine Test,
and compared wilh GC/MS resulis.

The resulls from the /aStant-Fin™ Phencyelnhne Urine Test apreed 100% with the
GC/MS data of specinens at levels below 75% of the culofl (negative) and above the
cutoll (positive). Eight (8) discrepancies were observed on the specimens at level between
75% of lhe cutoff and the cutofl.

The overall agresment was $8%.

INSTANT-VIEW® Test
Positive Negative Totak Agreement
<75% {0~ 18 75) [y 184 184 100%4
GOIMS 75%~Culoli (18 75~25) ] 16 24 656.7%
(ngrml)  |_Cutofi=125% [25-31 25) 32 D 32 100%
Positive (>31.25) 160 0 160 100%
Toial 200 200 400 98%
Reproducibility

Reproducibility was detennined by replicare assays of four different levels of samples with
three different production lots. The device was tested for five consecutive days for a tata)
of 23 assays for each control,

The resulls indicate 100% precision for the replicate within each lot and na appreciable
interlot variation across the three (3) different lots of devices.

Cross-Reactivity

To determine the cross-reactivity of the structurally related compeunds with the device, the
lollewing compounds were spiked into known drug-free urine poels and tested with the
IRSTANT-TiEw™ Phencpchidine(PCP) Drine Test. Those compounds showed a positive
response al the conceniration indicated in the following table;

Concentration { ag/ml)
25,000
23,000

Description
Methylphensione

Phesiranune

Descriplion
Tenoeyelidme

Concentration (ng/ml)
2,000

K. Propoxyphene (PPX)
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Summary and Explanation of the Test

Propoxyphene is a prescription drug for the relief of pain. Propoxyphene hydrochloride
(Darvon, Dolene, and others) is available in 312my and 65mg capsules; propoxyphene
napsylate (Darvon-N} is available in 100my tablets or as a suspension, It (s structurally
related 10 methadone. Overdose of the drug can affect the brain region and cause eupheria
as many opioids do. The progressive sympromatolagy of prapoxyphene includes analgesia,
stupar, Tespiratory depression, and coma, ete. The half-life of propoxyphene is 8-24 howurs
Following oral administration, propoxyplene reaches its peak in | to 2 hours. There is
gresl variability between subjects in the rale of clearance. The percentage of excreted
unclianged propuxyphene in urine is less than 1%. The major metabolite of propoxyphene
is narpropoxyphene. Therefore, the detectton of norpropoxyphene is widely used for the

12204

L.

—

Noan &

tesling of propoxypheng abuse. The half-life of norpropoxyphene is about 30 hours, and its
accumulation with repeated doses may be respensible for some of the toxicity observed "

. Accuracy

The accuracy of this device was determined by a comparison study between the  INSTANT-
Vriew® Fropoxyphene (PPX) Urine Tust and the GC/MS. This study was conducted in
hause, vsing one hundred (100) blind labeled clinical urine specimens. The detailed data is
listed in 1his section.

The results from the INSTANT-1IW® Propaxvphene (PPX) Unne Test agreed 100% with
the GC/MS data of specimens at Jevels below Lhe culoff (nepative) and above 125% of the

cutoff {positive}. Two (2) discrepancies were observed on the specunens 3 the level
between the cutoff and 125% of the cutoff,

The overall agreement was 98%.

INSTANT- VIEN Test Totat
Positive Nepative ot Agreement
Drug-free 0 40 40 100%
’ <75% {0-225) 0 10 10 100%.
((;.Em)s 75%~Cutall (225-300) 0 0 10 100%
Curafl-125% (300-175) B 2 10 80%
Positive (~375) 30 [} 30 100%
Tot 38 62 100 98%
Reproducihility

Reproducibility of the device was detenmined by replicate assays with three different Jots.
Specimens used in this study were the same as used in the accuracy study. The devices
were tested for five consecutive days five nimes each, for a total of 25 assays for each
control. The results obtained indicate 100% precision for the teplicate within each lot and
na appreciable inter-lot variation across the three different lats of devices.

Cross-Reactivity

Cross-reactivily of the propoxyphene structurally related compounds were evaluated with
this device. The following compounds were spiked ino known drug-free urine pools and
then tested with the INSTANT- ViEW® Propoxyphene (PPX} Urine Test.

Propoxyphene and its majar metabotite, norpropoxyphene, have a similar positive response
at the concentration of 308 ng/ml. Other compounds tested produced posiive responses at

a very high concenlration: methadone at 1,350,000 ng/inl and the melabolite of methadone
(EDDP} at 200,000ng/nl.

Drugs or campounids Concentration
Propazyphene J80 ng.oel
Norpropoxyphene 300 ng mi
Methadone 1,350,000 ng.mi
2-ethyl, S-dimethyl-3, 3-<hphemyipyrroline 200,000 ng mt

FEDDE, Methadone Metabolue)

Tricyclics (TCA)
Summary and Explanation of the Test

Tricyclics {TCAY are a group of antidepressant drugs that contain three fused rings in their
chemical structure ” TCA can be taken orally or by intramusculacky (IM). The progressive
symptomatology of TCA includes agitation, confusion, hallucinations, hyperionicity,
seizures, and EKG changes. The half-life of TCA varies from a few hours 1o a few days
The commonly used tricychic antidepressants are excreted witly a very low percentage of
unchanged drugs in the urine, less than 1%. Therefore, delecting the metabolites of TCA
in human urine has been used for screening the abuse of TCA™ * This test is able 1o detect
amuriptyline, desipramine, Imipramine and nortriptyline at a cutoff level of 1,000 ng/ml.

Accuracy

The accuracy was determined by comparing the results from the NSTANT-VIEW® 1A Urine
Test with the GC/MS data. This study was caried out in louse, using eighty (80) blind
labeled clinical urine specimens. The detailed dala is shown in the table in this section,

The results from the INSTANT-ViEW® 104 Unne Tes agreed 100% with the TCA GC/MS
data of specimens at levels below 75% of the cutofl (negative} and abowve the cutoff

(positive). Two (2) discrepancies were observed on the specimens with the GC/MS data
between 75% of the cutoff and the cutoff, The overall agregment was 97 §%.

INSTANT-VIEW® Test
Positive Nepative Total Agreement
Drug-free [ 40 44 100%
<75% (0~750) ¢ 10 ¢ 100%
?n';j:”s 75%-CutafT {150-1000) 2 5 i 0%
Cutofl-125% (1000~ 125C) [ 0 [] 100%
Positive (>1250) 12 [ 12 100%
Tatal 22 5§ 80 97.5%

Repraducibility

Reproducibility was detennined by replicate assays of four different levels of samples with
tiree differens preduction lots, The devices were tested for five consecutive days five
nmes each, far a total of 25 assays for each contrel.

The results indicate 100% precision for the replicates within each lat and no appreciable
inter-lat variation across the three different lots of devices.

Cross-Reactivity
To determine the crass-reactivity of the structurally related compounds with the device, the
fellowing compounds were spiked into known drup-free urine pools and tested with the

J'MS'.'HNT—VI‘I;FFV TCA Urine Test. Those compounds showed a positive response at the
conceniratien indicated in the following table:

Description Conceniration (ng/ml) Deseription Cancentratian (ng/ml}
Nurteiptyline 1.oon Clonnpruming 1000
Aneiviptytie 1. o6t Dxepsin 1000
Imipramuwe it Proteipiylioe 2.000
Desipramine Nl Perphenazime 73,000
Nordoxepine 1006 Promazie 13000
Cyeuthenzuprie 1,308 Froupronee 2 i
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M. Marijuana (THC)

1. Summary and Explanation of the Test

Tetrahvdrocannabinol (THC, &9-THC, A-i-TEC), is the nost active of the principal
constituents, as well as the major metabolite of cannabinoids. such as marijuara and
hastish. Cannabinoids have been wsed as ceniral nervous system depressamts. Overdose
and extended usage of cannabmoids may lead 10 substance abuse, which may cause severe
and/or permaneni damape to the human nerve system. The detection of THC in human
unine has been widely used to assess (e abuse of cannabinoids. ***

Accuracy

A study was performed al three differemt Physician's Office Laberateries (POL) and a
Reference Laboratory. Nenety mine {99) clinical samples were blind labeled und tested.
Each sample was tested at each site, with [MsTAn7- FiEw® Maryuana (THC) Urine Tewt, and
compared with GC/MS results.

The results from the INSTANT-ViEW® Martuana (THC} Urine Test agreed 100% with the
GC/MS data of specimens at levels below 75% of the cutoff (negative) and above 125% of
the cutoff (positive). Fourteen (14) discrepancies were observed en the specimens ar the
level berween 73% and 125% of the cutofl.

The averall agreesnent was 96.5%.

INSTANT-VIEW® Test
Positive Negntive Total Agreement
Drus-free 0 160 160 160%
<75% (0~-17.5} 0 L] 36 180%
GOMS 75%~Cuteff (37 5-501 11 i3 14 54 2%
ngfml) o= 125% (5002 3 7 3 513 5%
Positive (262 3] 156 0 156 100%
Totnl 184 112 396 96 3%
Reproducibility

Reproducibility was detetmined at three different POL locations, by persons with diverse
educational backgrounds and work experiences. Forty-pooled drug-free human urine
specinens were spsked with THC at different levels.  All specimens were blind labeled
and lested. The resuits are as follows:

THC Conc. Na of POL | rOLZ POL 3
{ngfml) Samples + _ + - + -
0 B 3 ] 0 8 0 g
373 B o B [ T ]
50 3 ] Q g ] 8 7
62 § B ] 0 g Q 8 0
100 3 i ] a 8 0

The results mdicote a 99.2 % concordance with the expected results.
Cross-Reactivity

A study was conducted using THC-related compeunds to determine the cross-reactivity of
the test.

THC struetarally related compounds showing the lowest concenteation of the dreg
producing a positive response equivalent ro the cutolf level:
Descriptinn

Concestration (ng/fmi}

1i-vor-d-8-THEC-2-COOH 30
H1enesr- 9= THO-2-CO0H jo

i 1-hdray-3-9-THE” i3
YT errahirocanmahing! PR
Lnmabanol 10,660

N. MDMA (Ecstasy, XTC)
1.

S

.
2

[

Summiry and Expianation of the Test

MDMA is an abbreviation for the chemical methylenedioxymethamphetamine. [t has many
street names including Ecstasy, X, XTC, E, Love Doves, Clarity, Adam, Disco Biscuits
and Shamrocks. 1t s a stomuiant with hallucinogemc tendencies described as an
ernpathogen as il releases mood-alienng chemicals, such as cartooning and L-dopa, in the
brain and may generate feelings of Yove and friendliness. MDMA is a Class A druy, in the
same calegory as heroin and cocaine. The adverse effects of MDMA use include elevated
blood pressure, hyperthemmia, anxiety, paranoia, and msemnia. Ovenldose of MDMA can be
fatal, ofien resttlting in hears failuse or heat stroke >

MDMA belngs to a family of man-made drugs; its relatives include MDA
imethylenedioxyamphetaming),  the  paremt  drug  of MDMA, and MDEA
(methylenedioxyethylamphetanine), also know as EVE. They all share the amphetamine-
like effects. MDMA is administered either by oral ingestion or intravenous injection.
MDMA tablets come in different sizes and colors, and often have logos such as doves on
them. lts clinical dose is 50-100mg; the threshold toxic dose is 500mg. The effzcts of
MDMA begin 30 minutes afier intake. They peak in an hour and tast for 2-3 hours. Sixty

five percent (65%) of MDMA is excreted unchanged in urine: i is detectible in the urine
for up 1o 3 days after use.™

Accuracy

The acenracy was detennined by companng the resulls from the /wsTanT-1iEw™ MIDAA
{frme Test with the GC/MS data. Tlus study was cartied out in house, using eighty {80)
blind labeled clinical urine specimens. The detailed data 15 shown in the table m this
sechians.,

The results fram the Inranr-View™ MDMA (licsiasy, XTC) Urme Test agveed 100% with
the MDMA GC/MS data of specunens al levels betow 75% of the cutoff (negative) and
above the cutofT (pesitive). Two (2) discrepancics were observed on the specimens with the
GC/MS data berween 75% of the culoff and the cutoff,

Tl overall agreement was 97.5%.

i
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INSTANT-VIEW” Test
Positive Negative Tosal Agreement
Drug-irce 0 40 40 100%
) <75% (0~375) [ 10 i 100%
?n%:x‘l)s 7% CutolT (375-500) 2 5 I 5%
= Cutoff~125% (500~ 625%) L 0 ] 100%
Posilive {(>625) 10 0 0 100%
Tatal 21 39 R0 97 58,
3. Reproducibility
The reproducibility study on this test was perfonned oulside of Alfa facility, at three (3}
Physician’s Office Laboratories (POL) and a clinical reference laberatory by personnel
with diverse educational backyrounds and werking expenences. One hundred and ten (E10)
MDMA-spiked urine samples contaimng six different levels of MDMA: 0, 257, 378, 615,
709, and 1417 ng/ml (determined by GC/MS), were used for this study. The resulis are
sinmarized in the foflowing table.
Samples Test Sitei | Teu Sie 1§ Test Site L1 Test Sate 1V Total
1] Mumhgr iS5 15 15 15 60
ng/mi Resuit 15- 15- 15- 15- 60-
257 Number is 15 15 15 50
ng/mi Result 15 15- 15- 15- 60-
378 Number a5 25 15 25 100
ng/ml [ Resull a5 25- 5. 750 100-
615 MNumber 25 15 35 2% 100
ng/ml [ Resul 13+, 1 13+, 2- 22+ 3- 24+ |- 92+, 8-
9 Number 15 15 15 15 60
ng/mi Resull |5+ 14+ |- 15+ 15+ §94, |-
1417 Number 15 15 15 15 50
ng/ml Result 15+ 15+ 15+ 15+ 60+
At the four evailuation sites, two hundred and twenty (220) devices 1ested with samples
containing less than 178 ng/ml MDMA (75% of the cutofl) were negative (100%
agreement). Among the one hundred {100) devices tested with sampies containing 615
ngml MDMA (125% of the cusoff), ninery two (92) were positive and opht (3} were
negative (92% agreement), For the sixty (60) devices tested with samples containing 709
ng/ml MDMA (150% of the cutofT), fifiy nine (59) were positive and one {1} was negative
(98 3% agreement). The sixty (60) devices tested with samples containing 1417 ng/mi
MDMA were all pesitive. No significant within-day, between-day, or between-assay
discrepancy was cbserved. The results obtained from the four evaluation sites ajreed
97 5% with each other, indicating a high reproducibility of the device.
4. Cross-Reactivity
The cross-reactivity of the structusally telated compeunds with the device was studied. The
fallowing compounds were spiked info known drug-free urine pools and tested with the
MDMA Urine Test,
Compounds produced positive resulis &t a concentration befow 10pwml are indicated
the following 1able:
Descriplion Couceatration (ng/ml}
meiylenedionampphetamine (MDA} 2000
Afushvienedioxverhylamph MiDiA) 1000
Compounds that did not produce positive responses al a conceniration of 100ppfml are
mdicated in the followiny table:
Descriplion Concentration |ue/mi)
L-ampheiunme 1
d-yniphetomme g
L-methanphetamine 1
d-methamphenmine i
Hydroxymethamphetapune (HAM) iy
Dihyeleoseymethampheamine (HMMA) g
Newrssilipd- 1-(L-3-benzohinxol3-pl)« - Brusomcimine(MBLH) i
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