r ‘AI.I. w COC Rapid Test Cassette
A TEST (Whole Blood/Serum/Plasma)
Package Insert
[ _REF DGO-402 [ English |

A rapid fest B the qualiative detection of Cocaine in human whok: blood or serur or plysmra,
For medical and other profezsional in vitro téagnostic LEe onfy.

[INTENDED USE]
The COC Rapid Test Cassetle (Whole Blood!SeremfPlaema) is a faterad flow
chromatographic immumoassay for the detection of Cocaine inwhale bood or ssrum or
plasma 3 a cut-off concentralion of SOng/mL. This test will detect olher ralated compounds.
pleaze refar io e anslybical Spenficty tabie in thie package insen
This assay provides only a qualtstive, profminary test resull A more specific allernate
chemical method mus! be used in order to obtain 8 confimed analyical resull Gas
chromatographylnass spectrometty (GC/MS] is S preferned corfimmatory mefod. Clinical
corsideration and professional judgment ehowid be spplied to any drsg of souse test Esult,
particulady when preiminary positve resulis are used.

[SUMMARY ]
Cocaing is a polent cenlis nervous system simuant and 2 local anesBesc. Indialy, it bings
aboul extrerme enamy and restessnass whils gradually resuiting in bemors, ouer-sansilivity
and epssme In |arge amourts, cocaine causes fever, unresponsivensss, difficuty in
braathing and unconsdiousness.
Cocaine is oflen self-administered by nasal inhalation, intravenous injection and free-base
smoking 1L s E'XD'BICG in the whole blood or serum or plasma in a shorl lime primarily &5
benz: a major of cocaine, has a longer biological
halbife (5-8 hours) than cocaine {0L5-1.5 hours), and can generally be delected far 24-48
hours after cocaine exposurs.’

[PRINCIPLE]

The COC Rapid Test Casselle (Whole asma) i an based on
the prnciple of competfve minging. Druge that msy be pressnd in the  whole
bloodisarumiplasma spacimen compate against the drug conjugate for binding sites on the
antivody.

Druring testing, & whole bioodiserumiplasma specimen migrales upward Dy capifary acion
Cocaine, if present in the whale bicodfserunyplasma specimen below the cut-off level, wall nol
saturata the binding sites of tha anfibody in the test. The anfibody costed particdes wil then ba
captured by immobilzedCocaine-protein conjugate and & visible colored fine wall show up in
the tesi line region, The colored line will nol form in e lest line region if the Cocaine level
exceeds the oul-off level becauss it wil sstwate 8l e binding stes of ans-Cocaine
antibodes.

A drug-postive whola blsodisarumiplasma spasimen will not ganarate a colorad e i the
test line regon because of drog  compeliion, whilk 8 drogenegative  whole
blood/senamiplasma specimen of 8 specimen coniaining a drug concentration less han the
cut-off will generate a line in the test line region. To serve 88 a procedursl control, & colored
linewil siways appesr at the conirol ine ragion indicaiing that proper volume of spacimen has
been added and membrane wicking has cccurred.

[REAGENTS]

The tesl conains mouse monockonal anli-Cocalne antbody coupled paricies  and
Cocaine-protein A gost antibady | the system.
[FRECAUTIONS]
For professional in viro disgnestic use only. Da nol use afler fe explration date.
Do rot ead, drink oF smoke in the area where e specimens o kits are handed
Do not use lest if poudh is damaged
Handbe all specimens 3= if they contain infectious agents. Observe established precautions
against micrebsological hazards throughout testing and follow the standard procedures for
proper disposal efspecimens.
‘Wear profeclive ciothing such s ¥ coats,
whenspecimens are being tested
+ The used lest should be discarded accorging t local reguiations
« Humidity and an acversely
[STORAGE AND STABILITY]
Store as packaged in the sealed pouch at room temperature o refrigerated (2-30°C). The test
is stablattvough the expiration date printed on the sealed pouch. The test must rersin in the
sealed pouch undl use. DO NOT FREEZE. Do not use bayond fhe expirabon date
[SPECIMEN COLLECTION AND PREPARATION]
= The GOC Rapd Test Cassette can be periormed wsing whaole bload (from venlpuncture or
fingerstick/sanum/plasma.
« Torcollect Flngerstick Wholo Blood spocimens:
= Wash the paliznfs hand with soap and wam water or dean with an alcohol swab. Allow
o dry.
= Massage the hand wihout fouching the puncluse site by rubbing down the hand towards

gloves and eye

[ 75 | 4E0% [ a0 | 1 | 30
| 150 | ax | & | [ | 30
Analytical Spocificity

The feliowing table kels compounds thal are posilively detected in whels Hosdisenimiplasma
by e COC Rapad Test Cassette (Whole Bleod/Serum/Plasma) at § minutes.

Compound Concentration (ng/mL}
Banzoylecgonineg &0
Cocasthylens 6,000
Cocaine HCI B0
Ecgoning 7.500

Pracision
A study was conducted st three hospitals using three different iots of product lo demonsirale
the within run, betwesn run and between cperalor précision. An idenlical panel of coded
specimens, containing no Cocaine, and 50% Cocaine above and below the SOngfml cut-off

the fingartip of the middls o ring finger
* Punchurs the skin with a sterils lancal. Wipe sway the first sign of blsad
= Genly rub the hand from wis! o palm o Soger 10 form a rounded drop of blood over the
punciure site,
» Add the Fingerstick Whols Biood spacimen 1o the test by using
= Touch t end of the capillary hube o the Bood uniil filled to appmmldy 40 L
Aveid ai bubbies,
= Place the bulb onto e top end of ®e caplllary tube, then squesze fe bub o
dispense e whoe blood to the specimen well of the t2si cassetis
« Testing shoud be parformad immediatsly afler spacimen collaction. Do nat lsave the
al room far p ged perinds. S d plazma may
e slored 8l 2-8°C for up 1o 3 days. for long-lerm storage, spedmens should be kep! below
-20°C. Whole biood colected by venipuncture should be stored at 2-8°C i the test s to be
run within 2 gaye of collacion Do nol freeze whole blood specimens. Whole blood
callacted by Sngarstick shoud ba tasted immediately
« Bring specimens o room lemperature prior lo kesling. Frozen specimens must be
complessly thawed and mixed wel prior to lesting. Specimens should not be fozen and
thawed repestadly
= Ifspacmens are to ba shipped, they should be packed in compliance with local regudations
covering the transpartation of atiologic agents.

[MATERIALS]
Materials Provided
= Tesl capseties * Droppers = Bulfer * Package rserl
Matarials Roquirad But Not Provided

= Bpecimen colleckion cantainers » Candrifuge
= Lancats {for #ngerstick whale bood only) = Timer
+ Heparinized capikary tubes and buln {for whole

[DIRECTIONS FOR USE]
Allow the test, specimen, buller andior cantrals to reach raem temperature (15-30°C)
prior to testing,

1. Bang the pouch lo rmom emperature belore opening . Remove the cassefte from the
sealed pouch and usa it wilhin cne how

2. Place the casseite on & dean and level surface

For serum or plasma speciren:

Huold the dropper verticaly and transfer 1 full drop of serum or plasma {approximately
40uL), then add 2 drops of buffer {appresirralely 80UL) 1o Te specdmen well of the
casselte, and then stan the Smer. Aveid rapping air bubbles in the specimen well See
ihustration below

For Venipuncture Whole Blood speamen:

Hald the dropper verlically and transfer 1 drop of whole blood (approximalely 40ul) 1o he
specimen weil, then add 2 drops of buffer (apgraximalely S0ul). and start tha timer. Sea
thustration below.

For Fi Whole Blood

To use a capifery wube: FIl the capilary tube and vansfer approwmately 40pL of
fingerstick whole blood specimen 1o the specimen well of lesl cassetie, then aod 2
drops of buffor {approxinmately B0uiL) and starl the Bmer. See ilustration beow.

. \iad for the eolared bne{s) in appess Read the result at § minutes_ Do not interpret the
resull afier 10 minules.

(X

1 Drap af ancum of plasma ‘ﬂ 1 Drap of Vanipunetuns -
40 pl of Fingerstick
rD ¢ Mabiod Wil Blsad
-
7 Dropa of Butlar "'?)' 2 Dropa of Butfer 312 Diops of Bulfer
!

+ 0+ 8000
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[BIBIOGRAPHY]

1. Steward DJ. aba T, lucassen M, Kalow W, Clin. Pharmacol. Ther Ape 1878; 25 ed:
464, 2648

2 Ambre J. J ﬁ.ﬂaf :I'ox.l:r.\t \'9\5‘5 8241,

3 Baselt RC.
Dawvis, CA. 1982, 488

nd Ed. Biomedical Pusi,

Index of Symbois
Congull

| muthorized
D:’:! Inﬂm?bljcm For W Tests perkt  |[Ec e FRepresentative

e e ) s
e

| Store between
o Lot Humbe Catalog#
was provided o each sie_The following resuts were tuated: ,\,jf 23070 i e,
& m::gun . Site A Sitn B Site C ‘Do ot e 11
b e > , : » package is u Manuiacturer
L) par Site - + @ ot
i 10 10 [ 10 5] 10 [
25 0 B z o 1 . Egmun:lm-t Biotech Co, Ltd,
ki 10 1 g 1 5 2 B Hargsahon Exomomne & Tuesulzpeal Demekoprrert Ans Medhlal EC-REP GibH
Hasgiicu, 110016 FR.Ching Borksirasse 1,
Cross-Roeactivity Voke s Abiowa: comiztr - vl NSO sz 43163 Muersser,
A study was tha chivity of the test with compaunds in eithar Germany

drug-fee whole bood or Cocaine poslive whole Boodiserumiplasma. The following
compouns show no cross-resclivity when kested wih the COC Rapid Test Cassette (Whole

rasma) 2 2 of 100 pgimi
MNon Cross-Reacting Compaounds
Acehi mirop hen Diazegam Meth adene Prednisone
Procane
N-Acetyiprocanamide  Difnisal [t} A-Methylenediory- Promazing
Acetyisakeylic asd Digawin amphelamine Promethazine
¥ (4134 [i-Frop
: A 5 i
Marphine-3£-0 D-Paeudospnedring
Amon il {=yrEphedrine gucurmnids Quinidine
Ammpicilin Enghmamycin Marphine Sufate Quinng
kAscortic acid pEstradiol Madid e acd Raniidine
D.-Ampheiamine sulfste. Estone-3sulfate Naloxone Salcylic ackd
g
Aspartame Fenaprafen Naprowen Semlonin
Aroping
Benzilic aod Gentisic add Mifedipine Sulndac
Benzoic acid Hemaglotin Novcodein Temazepam
Bikubin .
[ i Moscapir L Acetale
Cafiging ¥ DO
i o L acil Oxakc acid 3D glucironide)
Camaoinal pydmay. Cazo pam Fetraydrzning
o Cwakinic acid Thebaing
o i 1 i Cayoodane. Thiamine
Chigidiazeposide Buproten Cxymeatazsline Thigridazing
cn i i i ) DU-Tyrosing
[+ Chisepheniraming  ipraniazid Fanialin-G Tolbuamics
Chioepr (8- i T
F T

Chaolesterol Ketaming Frencycliding Trimemaprim
= Frenetzne Fmigramine
Clanidine labetalal Prenabarbikal Tryptammna
Cadeine i D}
Coriscne loperamide Hrhanyephring Tywaming
[=) Cotining ' i LUric acid
Cresanine Werapami

i Zomepirac

Intarforing Substances
Tne COC Rapk Test Cassete (Whoke Blood!SensmPlasma) has been tested for possible

visibly #rd lipemic. i n addition, o inferference vas
obearved in up to 100 ML ; up io 100 mg/dL bilirubin andg
up 1o 200 meg'dL hoeman sesum albumin.
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[INTERPRETATION OF RESULTS]
{Please refer 1o the lustration abave)

NEGATIVE:" Two colored lines appear. Ore colored Ine should be in the control e region
(C) &t another colored line should e in 1he test ine region (T} Ths negabve resull ndicates
Ihad the Cocaine ion i balow the 1-off level
*NOTE: The shade of color in e tast lina regicn (T) may vary, but it shoud ba considered
negetive whenever Ihere is even a faint cofored ne
POSITIVE: Ona colored line appears in the control |ine reglon (G). No line ppears inthe
test iine reglon (T). This positive resut indicates that the Cocainsconcentration exceeds the
datectabla cut-off level,
INVALID: Contral line fails to appear. Inzufhcent specmen valume of incomes procedural
techrigues are he most lisesly reasons for control line falure. Review the procedure and
repeat the test with 8 new test If the problem persikts, discontnes using the test kit
immadiately and contact your local distibator

[QUALITY CONTROL]

A procedural contral is inchaded in e ksl A coloeed line appearing in fie contral region (G is
the internal procedural conyrol. It confirms sufficent specimen valume nd comect procedural
techrigue Controd standards are not suppled with this kit, howsver, il 1S recommended mat
posifiva and nagafive controls be tested as a good [aboratory practica to confirm $he test
procedure and ta venly propes 1ae) pedomance.

[LIMITATIONS]

The COC Rapid Test Cassetie (Whnole Biood/SerunvPlasma) prowdss only a qualtative,
preliminary fesull A secondary analylical mefhod must be used to obtain a confimed
resiit Gas chromatographyl mass spactromelry (GC/MS) is the praforred confimmatory
method.
Z0tls masmla that technical or procedural errors, as well &s other interfering substances In

thebynole bood o SSrUM or PIESME SPECmEn May CAUSE STONEDUS FEsUs.

3 A posifve rasultindicstas presonce of the drug or its matabdiites but doas not indicate level
of 3 redte or In Wiiale blood of senum or piasma.
4. A negalive resull may ol necessaily indicate diug-free Whole bloodsenen'plasma

Negalive results can be obtained when drug is present but below the cut-off level of the
test,
5. Test does not mﬁﬂgulgn betwaan mgs of abuse and certain medications.
[PERFD

Mcnrucy
A sitte-y-sid ison wes using the COC Rapid Test Cassetle sod GCMS &1
the cul-off af S0ngimL. Teeting was o 90 dinical i i collected

froen subjects present for Drug Serean Testing. The foliovang resulis were tabuiated:
Clinic Result of Whole Blood

HMethoo SOMS Total Results
COC Rapid Test Rm.u.lls Poilive Negatie
Cassetie Pasilive 25 1 Fi]
hegatie 1 63 64
Total Results 28 B84 %0
% Agreement 96.2% S8 4% arE%
Clinic Resull of Sarum or Plasma
Method GoMs
Results | Posilive ative bk int i
COC Rapld Test ——————————
P Posilive 25 1 %
Negalive 1 63 [:]
Total Results 26 64 0
% Agresmant 96.2% B8 4% a7 8%
Analytical Sensifivity

A drug-free wholg bloodfsenswplasma pool wes spiked with Cocaine 8t the fallowing
concentrations of £50% cutoff and 3x cutoff, the data ore summarized befow
For whole blood:

©OC Concentration Percent of Visual Result
| (ngimi) Cut-oft b Negasve Posifve
[ a 30 30 a
25 -50% 30 0 1
0 Cut-gtl 30 13 7
75 +50% €0 ] 30
150 ax 1] o 30
For sarum or plasma:
COC Concentration Parcent of Visual Result
(ngimL) Cut-oft " Negaive Posibve
[ 1] 30 30 [
5 -50% 30 30 1
50 Cut-off E) 13 17
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