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Status DS STIK

THC/OPYCOC/AMP or MET
One-Step Panel Assay for Drugs of Abuse

For In Vitro Use Only
Simple One-Step Immunoassay
for the Qualitative Detection of THC, Opiates, Cocaine,

Amphetamine or Methamphetamine and/for their
Metabalites in Urine

LifeSign, LLC

lvem Ma. 14035 THCAOPUCOC/AMP 35 Test Kit

literm Ma, 14010 THOOPUCOCTAMP B0 Test Kit

Ibern Mo, 14135 THCAPWCOCMET 35 Test Kit

lpemm Na. 14170 THOOPWCOCMET B0 Tt Kit

Intended Use

The Status DS Stik DC/AMP OR MET Panel Assay is a simple, one-ste
knmlmodlmﬂuwap'mc De::t[urtme lund.q Liwe detection m‘l‘]-f.upiala.
cocaine, ar m&mbﬂh‘m in human

wrine, The fest dﬂechlhemwmbﬂl‘mnﬂmmugnlﬁe following cutofl
concentiations.

THC 11no= 4% THC-9-carbarylic acid 50 mgéml
o e endint
AP hﬂg.;mne = 1000 Mgl
MET D-Methamphetamine §000 gl

The Status DS Stk THOOPWCOC/AMP OR MET test provides oaly 3 prefiminary
anafytical resull. A more specific alternative chemical method must be used in
oider 1o oblain 3 confumed analytical result. Gas mmmmw mass
IDECINIIIRH:I OGGI'MS} h I!IE' prd:rledm:‘onﬁfmmry

to :n;r&ugn! abuse test result, pmlmhaﬁ«ﬁun
mwmumrmgd

Summary and Explanation
THC (A™setabydrocannabinol is the primary active ingredient in cannabinoids
[marfuanal. When ingested or smoked, it produces euphork effects. Users
‘expellence impairment of shert term memory and THC use shows leasning. Also, it
may cause translent eplsodes of confuskan, amdel:r. or ftank touic delirium. Long
tesm, relatively heawy use may be The peak
effect of smoking THE ocours in 20-30
minutes and the duration is 90120 minutes afier one cigarette. Elevated
lewels of usinary metabalites ase found within howrs of exposure and remain
detectable for 1-'||Ddayuﬁnf xru-ukmg Tha main metabolie excreted in the
urine Is 11-nos-a* 8-9-carbouylic acid”

Morphine, codeine, and igynthetic derivatives of belong to the

«class of dosgs called opiates. An exerts its effects on the central nervous
system and can produce eupharia, respiratony deptessian and coma when It i
abused. Morphine is 1he peolotype compound of opiates. Morphine is excreted in
the urine as r-urphme-!-qilz winnide,

rlg!d Drm. Endahz is abo m:abed as
imarphine and in the larmoal 7 appear
mﬂ!elxti.whmmrencmls the pafmary route of elimination. '}

Cocaire, derived from the leaves of coca plant, Is 3 potent central nervous

system (CNS) stimulant and 2 local anesthetic. Cocaine induces euphoria,
confidence and a sense of increased enesgy in the user; these psychalogical
effects are accompanied by Increased heart rate, dilation of the pupis, fever,
tremors and sweating. Cocaine ks used by smoking, intravenous, intranasall or orad
administration, and excreted in the wine primariy a5 benzoylecgonine in a short
time. Benzoyh 3 longer biok | half-lde (5-8 hour:) than cocaine
051 Slmmaaldcangenmlq b denected for 24-60 hours afic cocing use of
exposure.

apotent ic agent with: th i i pplications.
mmugcanbeh‘umoeanr ln;xmturmhnhd Acute higher doies bead 1o
enhanced stimulation of the cenual nervous system and induce euphnr'n,
alertness, teduced appetite, and a sense of Intreased enefgy and power?
Cardigvascular responses to amp inchade i d blood p and

inations, psychotic behavics, and iy, depression and exhaustion
The effects of amphelimme generally last 24 hours, and the drug has a hall-dde
of 3-24 houss in the body. Amphetamine is excreted in the urine in unchanged
form and alse as hydioxylated and deaminated dervatives.'*

5. patent sy thamimetic agent with peutic
appinlnﬂs, The dnug can be taken orally, injected, ou inhalec. Acute haghes
lead to enhanced stimulation of the central nervous system and induce
auPhﬂ‘i. alertness, redwced aptuu_ iml a senie of increased eneigy and
power. Cardiovascular dne include i ¢ blood
pmsuz and cardiac m!rrlhnﬂa;. Meare atune respanies mdude irmen'
parancia, hallucinations, psychatic
exhiaustion, The effects of mwmimlmmalfhﬂ ) hawrs, and the
drug has a half-life of 3=-24 howss in the body. Methamphetamine is excreled in
the urine peimarily as amphaummeand onddized and dearminated derivatives.
However, 10-20% of methamphetamine Is exceted as the unchanged
compownd. Thus, the presence of the parent compoawnd in the urine indicates
methamphetaming use. Methamphetamine is generally detectable in the urine
For 3-5 days, depending on usine pH level.

Principle
The Status D3 Suk (THC/OPUCOC/AMP or MET) test wses sofid-phase
lethnohgy for the gqualitative,
shmultaneous detection of THC, Elpﬂl!l.. cocaime, and amphelamine or
methamphetamine in human urine. The hesth based on the principle of the
highly specific i hemical reactions b IM 3 and antibodees
which are used for the analysis of specific substances in bi ical Maids. The best
relies on the competition between the drug comjugates and the drugs which may
be present in the uiine sample, for binding to antibedies. In the test procedure, a
sample of urine s placed In the Sample well of the device and b allowed o
migtate upward, if the drug is t iin the urine sai it competes with the
drug conjugate bound to the for the limited antibodses immobilzed on the
membeane. I the leved of dreg or dosg metabolite is above the cutoff leved, the
drug will saturate the antibodies, thus inhibiting the bmdingolmdve:wed
with drug co tes 1o the antibodi oth-e L1 [l the
formation of a line on the membrare Therefone, ruveumesampleml
nﬂgmawalmlaummlﬁ:dmgpmhhnln um\‘t uhcb::llnga
positive result from positive diug competition. A negative wrine sample will
generate a line at the specific drug position in the Result window, indicating 2
megative esult from an absence of competition with free drugs. The same
principle of cempetition is applicable where the diug conjugate is immaobiiized
on the membrane and the antbody s coated on the dye.

In addition to the Test line{s) that may appeasin the Result window, 2 Contral Ene
Is present to confirm the wiabity of the test. This Contiol line fvaBdation fine)
should always appear if the test is conducted punpecb- Polyclonal sheep
antimouse IgG antibody i immobilized on the control Bre. The monoclonal
anlibody-dye comjugates thal pass the fime will be captured Ind plndixea
colored Ene at the Control posltion §CL This wouks as a procedural control
confirming that proper sample volume was used and the reagent system at the
Contiel Fne and the conjugate-color indicator warked properly. If Insufficient
wolume is used, there may not be a Control Ene, indicating the test ks

Materials Provided
The S1atus DS Stik test kit containg all the reagents necessary to perform the assay.

» Status DS Stik device. The test device contains 2 membrane stip and a

ciye pacl The membrane strip is coated with THC-protein from a
purified bovine pratein sourcel conjugate, -protein I.flmapq.nikd

bowirve protein scurce] ¢ mangclnal

anitk L hine, and anti-benza;

anlibodies.

Sheep antimouse igG anlibody is coated for the centrof band. The dye
pad contalns coloidal gold coated with manodional anti-THC,
in‘b-;l’unch..... ibodies, as well as of

ar ar hirse, and b i ‘i
:-u:h dmglsmiugaednilhpucrﬁedbcﬁnewmwein!-
« Instructions for use,



Precautions
+ Forin vitro diagnostic use only.
« Awoid crass contamination of urine samples by using 3 new wriine specimen
cantaner.
This test kit does not contain any HIV or hepatitis infective  compenenis.
- Urine specimens are patentially infectious. Proper handling and disposal
methods should be loflowed atcording 1o good Laboratory practices.
The Status D5 Sticdevice should remain in its otiginal sealed powch untd
ready for use,
« Donaol use the test # the pouch is damaged and the seal is broken.  The
test kit can be damaged by maistuse in the aiv,
- Donol use the test kit after the expiration date.

Storage and Stability
The Status DS Stik test kit should be stored at 2-30°C [35-86"F) in the criginal

sealed pouch. The expiration dating was established under these storage
conditions.

Specimen Collection and Preparation
Coilect sufficient urine samiple to completely cover the Status DS $tik Sample well.
Fresh wurine specimens do nol reguire any special hai of pretreatment.
Specimens should be collected in a clean glass or plastic container. If testing will
not be perfosmed within 2 howrs, specimens should be sefrigerated (2-8°C) for up
tcgmuﬂ.ﬂhngumrmu;equkeﬁ.smmyhmed frazen i-H0"C or
‘calder).

Speckmens conl 2 large amount of particulate matter may ghve
m:mnsbennﬁtm:?m These specimans should be clasified by centrifuging ar
allowing to seltle befose testing.

Test Procedure
Test Protocol
1. For each test, open one Status DS St powch and label the Status DS Stik
device with the patient 1D,

lﬁemmupa.ndlmmmesampb Well end of the Status D5 Stik 0

that the mple  covers th

Sampbe well and

thold wntil specimen stasts migrating
threugh Result window (approximately

7 seconds}. Do notimmesse above the

maximum dipping line or allow sample

A posilive test result does not pmﬂdurqmduﬂandﬂwle«eln!lmwn
contalng drug above the cutodf level In quaiitative
h-aﬁct!u&s:mtnmmlhnee:uhuddalmuruppnn.'lhemtlshdd

il ne Conrol Bne formes at the C position. Sach lests should be repealed with a new
St;ol.us D5 Stik test device.Examples of possible results are shown in the diagram
above.

Thete ase other possible resuils, depending on the combinations of drnegs peesent
In'the urine sample.
Limitations

- Thetestibsdi far use with wrine only,

«  Thete ks 2 possibility that factors such as technical or procedural eriors, as
weell as substances in the uring sample other than those listed inTable 2, may
inflerfese with the test and cause erroneous resulls.

Adulterants, such as bleach andfor alum, In urine specimens may produce

erronecus results tegardiess of the method of analysis. I adulleration is

suspecied, the test should be repeated with a new sample.

The test resulit tead after 10 minutes may not ba consistent with the original

reading obtained within the 10 minute reading perlod. The test result must

be read within 10 minutes of sample application.

» Some drugs or their metabalites ate known o stick 1o certain plastics.
Therefore, the drug contentiation may be reduced whille transferring the
wine 1o different containers, or storing it ower a [pesiod, thus
producing different results when tesled a1 different limes.

+ Certain medications conlalning opiates or opiate dervatives or metham-

phetamines may produce a positive result. Additionally, foods and fea

‘contal poppy products andior coca leaves may produce a positive

result passive smoking of THC may also produce a positive nesult.

Status D5 Stk device should be opened Immediately before use. If jedt

opene:rhr long periods of time before used, device may not perform

peoperly.

User Quality Control
Enternal Control: Each Status DSS\lHthﬂkeIBu bailt-in cantrol. The

is used, the sample and reagent
ne, and the Lest ieagents at the conlrel fine and the
mwmrmmlleuacﬁu I addition, il the test [s pesformed cormectly
and the dewice Is working the background In the Resudt window will
become clear and peovide a distinct resull This may be considered an Intemal
megative procedwral conlrolThe positive and negative procedural contiok
conlained In each Status DS Stk test device satisfy the requisements of testing &
positive control and a negative control on a dally basis. if the Control live does nat
appear In the Control position, the test Is invalld and 2 mew test should be

o Touch the Result window

3. Read the result afber 5 minutes, but
within 10minues.
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Ie-l‘]-ei' ific drug lines may not be of the
wuhlemks.ﬁm!'lhmmemxlwupﬂtdm;nm wvisible in 10minutes,
should be interpreted as negative. A negative test result does not indicate the
absence of drug in the sample; It only Indicates the sample does not contain drug
abowe the cutoff kevel in qualitative terms.

Pasitive: The 2ppearance of only a reddish-purple Control Bne and no fine

ne:ttuaspeaﬁ:&wmmﬂaihm:!mnuwmwmtdwm.
the specimen contains the drug at 2 concentration abowe the cutof level).

i d. I the problemn persists, contact LifeSign for technical assistance.

External Control: External controls may also be used 1o assuse that the teagents are
working pecperly and that the assay procedure is followed correctly. It is recom-
mended that a contied be tested at regular intervals as good libosatory echn‘obcg
practice. For infosmation on how o obiain contnols, conlact LifeSign's Te

Services.

Expected Values
Saatus DSS&kaqmuMammemulor&ugsandmmupﬂstﬁt
I urine cannot be estimated by the assay, The assay results distingulsh positive
from negative samples. Positive results indicate the sampdes contain the speciSic
drug above the cutofl concentration.

Performance Characteristics
“!excur-i:rcl'ﬂlesmui 1] ﬂ&ﬂmmnrm:lmwwﬂuawd

Mm!m‘DDM M}DWAMPOIMEIF Atuﬂlplebeigtmneﬂlnmms
observed between two tests (Table 1).
Table 1. Accwacy-Comparison of Status DS Stil with AccuSign® DOA4
Sratus D5 Stik AcculSign® DOA4
THC Positive a0 a0
Negalive a0 a0
] Positive a0 40
Negative: A0 40
0oC Positive 34 34
Negative a6 46
AMP Positive 37 7
Negative 43 43
MET Positive 38 38
Negalive 4 a2

Precision
The precision of the Status D5 5tik was detesmined by two people performing
the test on theee different days with serially diluted standard solutions of six
dnags. All samples containing S0% below cuto# level of the drug showed
negative results. All samples containing 50% above cutoff bevel of the diug
shawed positive results. The study also Included 20 samples of 25% below cutoll
leved and 20 samples of 25% above cutol level for each of the six drugs. The:
results of the test uting samples containing +25% of the cutoff level were found
to be consistently in agreement with expected test resulls.

Distribution of Random Error
Forty Liind samples for each dewg wene prepared by spiking variows comtenira-
tians of each of ke st diugs and separately tested by two ciperalors. The sample
concentiations were 0, 509 below cuiof level, 50% above cutolf leveland 100%
abeve cutolf level fos eath drug. The test results froem the twa operators showed
complele agreement.

Reproducibility
The reproducibility of the test results of the Status DS Stk test was examined
at three different sites usu\gamlnrﬁsbﬁﬂmﬁﬂﬂil?fm consisted of five
negative samples, five 50% below cutoff level samplles, five 100% above cutoff
level samples for each of the st diegs. The results obtained in these three shes
witth these conirols demonstrzted 100% agreement with each other.

Specificity and Cross Reactivity
The following table sts compownds that are detected by the $1atus DS Stilk
THOOPUCOC/AMP OR MET test. The specificity of the Status DS Stik test was
detesmined by adding varsous drugs or diug mesabolites to diug negative urine
5 and testing with the Status D5 Sti test. The results are expeessed in

la—mnﬂh:mlnl'nummm:ﬂm n required to produce a positive resul (Table
Table 2. Specificity
Compournd Cencentration {ngfmi)
THC
i Pr
1 1-nor-A-THC-9-COO0H 250
1 1-not-4*-THC-5-COOH 50
G~THC >100,000
ATHO >100,000
1 1=hydrony-A%THC 2.500
oPl
‘Codeine 300
Hydiocodane 500
600
Lewvophano] 5,000
Meperidine 80,000
Noiphine-350-ghucuronide 500
Uroris
Nalosphine LOo00
Maloxane 100,000
Neucodeine 60,000
Oxycodone 20,000
Tuymorphone 60,000
Procaine HCI 100000
Thebaine: 5,000
oC
ine 300
Cozaire HCI 300
Exgonine HCI > 100,000
AMP
et2mine LOo0o
mmphemim 1,500
Methylenedioxyznaphetamine 00
B-Phemethylami H0.000
Phentermine 350
Tryptamine 50,000
Tyramine TO.000
MET
phetamine 200,000
DL-Amphetarine >200.000
{~JEphediine Rl
{+]Ephedrine 200,000
D-Methamphetamine 1000
pOH-Methamphetamine >200.000
Me&ﬂmedinmmplmam >200,000

The following compounds showed no cross-reactivity when tesied with the
Status DS Stik (THOOPUCOC/AMP or MET) 3l a concenliation of 100
pofmi [Tabde 31

Table 3. Non Cross-Reacting Compounds.

4-Asetaridophensl Atiopine Cortnene
idin Benunds guid [-1 Cotinine
IPhenateting Benoic acid Deeapiuitiveaterune
i L Dexiromethoiphan
acid Chiualtydrane Didlefenac
Arminopyline Chlos 1 s
Aiticaapite Chicnothiseide Debanisal
Aemaicifin bty o
Agumuphine Cholesleral Dumpestdone
Aipartame Clonidine ¢
Loythaoemycin Methyiphenidae DL-Propanchal
0-Evuadial Metlypryden Prepiamazine
Estiutre=-sullae Malidinse acid rphene
Ethyh p-ssmino-benscate Maltsenie Quinidne
Fenupeolen Quaitriese
Fercarside Niacinamide Rantidine
Gentisic acid Niedipine Salicylic acid
Gua'leneiin Mo Sullamechazine
Hipgrar acid D-MNutpiwpruayptene Subndac
Hydialarre =1 Morpseudio-ephediioe Tetracychae
Hydinchlscihiazide i ivoee
Hydmcarithane Hplidzin Tetrahydioolne
0 & s oL Thilmine:
Iystotriarkd Ozl acid Thioridarise
- Isopreterenal Ui acid O.L-Thyroine:
lsaxsuptine Owymetazaling Iyt asrhje
Ketopeaien Papaverine Telamietene
Labetalcl Penicillin-G Teiflunperazine
Lidocaine Pentazocaine Teieveet bropiimy
Lopetarndae Phendimetrazine CL-Trpptophan
Loaspine succinale Pherldne CL-Tymosiee
Meprcbamate Phentoin Wi achd
Methaqualone Presdnis olone Wetagamid
g Zomegpirac
Paumethazione



