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MOP Rapid Test Cassette
{(Whole Blood/Serum/Plasma)

Package Insert

A rapid lest for the qualiatie detection of Morphine it human whow blood or senwm or
plazma.
Far medical and other profassianal in vira diagnosiic use anly,

[INTENDED USE]
The MOP Rapd Test Casselle Whole Blood/SeenPlasma) is @ lelersd fow
chromstagraphic immunaazsay for ®he detecson of Marphine in whole blood or ssmum or
plazma al a cul-off concentration of A0ngiml. This test will delect ather related compounds,
please refer to e analyical specificity table in this package insert.
This ssssy provides only a gusblative, prefiminary lest resull A more spedhic atemate
chemical method mus! be wsed in order 1o oblain @ confirmed analyScal resull. Gas
chromatographyimass specirometry (GCIMS) ie the prefemed confirmatory method. Clinical
consideration and professional judgment showld be applied to any dnsg of abuse test esult,
pardculady when preliminary positive resulis ere used.

[sumMmaryY]
Opicid analgesice comprise & large group of substances which contral pain by depressing the
CNS, Lame doses of morphine can produce higher toierance levels, physiclogical
dependency in users, and may lead to subslance sbuse. Morphine is ewcreted
unmetabofized, and is also the major metabobc product of codeine and herain. Momsine is
datectatin i the whole blood or serum or plasma for several days aflor an opiste dose.'
The MOP Rapid Test Cazselte i 8 rapid whoke bhood/senamiplasma screening teat that can
ba parformad without the use of an instument The tesi wtiizes a monocional anfbody to
selectvely detect elevated fevels of Momphine In whole bioodfserumiplasma. The MOP Rapid
Test Cassetie yields a8 posifive resull when Marphine in whole bloodiseruniplasma reaches
4ongimL.

[PRINCIPLE]
The MOP Rapid Test Cassette (Whale Blood'SerunyPlas ma) is an immuncassay based on
the principle of compelitive berding. Drugs that may be present in Be  whole
blood/sensmipiasme specimen compete against the dnug conjugate for binding sdes on the
antibody.
During testing, & whole boodsersmipiasma spacimen migrates upward by cagillary
action Morphine, il present in Be whole Hoodiserumiplasma specimen below e oul-off
level wil not saturate the binding sites of the anfibody in the lest The anlibody coaled
panicies will then be caplured by Immobilzed Morphine-protein conjugate and & visibie
colored ina will show up in the test line region. The colored ine will not form in the fast line
region if the Momphine lewel exceeds the cul-off level because it will satwrale all the binding
siles of ardi-Morphing anSbodies.
A dnug-postive whole blood/ssnimvplasma specimen will not generate a colored line n the
test line region because of drug compelitton. whie a  drug-negative  whoie
bloadisenumipiasma specimen or B specimen containing 5 drug concentration lazs Shan tha
cid-alf will generale alinein the lest line regien. To serve as a precedural conlrol, a colored
v will aiwasys appear at the coniol Bne region indicafing that (roper volume of specimen hes
been added and membrane wicking has accurred.

[REAGENTS]
The lest contans mouse monoclonad enti-Morphine anfibody coupled particles and
Morphine-prabein conjugale. A goat anltibody s employed in the control line system
[FRECAUTIONS]

For professional in vitro disgnostic uss orfy. Do not uee after e explration dste.

Do not eat, drink or smaka in the area whara the specimens of kits ara handlad,

Do rod s besd i powsch i darmacged

Handies all specimens as if they contain infectious sgets. Observe established precausons

Bgainet mecrobelogical hazands throughout testing and follow the standar procedures for

proper disposal of spacimens.

= Wiar profective chothing such as ¥ coats, disp gloves and eya
when specimens are being lesled,
= The used test should be discarded according to local regulations.
« Humidiyy and
[STORAGE AND STABILITY]
Stare as packaged in he seeleﬂ pouch &t room lemperalure or refrigerated (2-30°C). The tesl
s slabke through d inted on the Thes test st remmain in the

sepled pouch | use. le NOT FREEZE. Do nid use beyond the expirabion dats.
[SPECIMEN COLLECTION AND PREPARATION]
= The MOP Raped Tzl Casselle can be performed using whole blood [fram venpunclure or
firgerslicklsermplasma
= To collect Fingerstick Whole Blood specimens:

Analytical
The foiowing table lists compounds thal are posilively detected in whole

Wash fhe patient's hand with soap and warm water or dean with an alcohol swab. Allow

to dry.

Massage the hand without louching (e puncture site by rubbing down the hand lowands

the fingertip of the middia or ring tnger.

Punchura the skin wilh a sterile lancet, Wipe away the fist sign of bood

Genlly rub the hand fom wrist to palm to finger ta form a rounded drop of blood over the:

punciure sie.

Add the Fingerstick whade biood to the test by using a caplilary tube:

» Touwch the end of the caplitary tube 1o the Hood until filed & approximatsty 40 L
Avoid ar bubbies.

= Place the bulb onto e fop end of ®e capillary lube, then squesze he bulb 1o
digpense fie Whole blood to e specimen wel of the lest casselie.

» Tesing should be performed immediatety afer spedmen collection. Do not leave the

Al room far periods. Sanam and plasma spacimens may

be siored at 2-8°C far up o 3 days, for long-term starage, spacimens shouid be kept below

-20°C. Whole blood coliecled by venipuncture should be stored at 2-8°C if the testis fo be

run within 2 days of collecson Do not freere whole biood specimens. Whole blood

collacied by fngerstick shoud be tested iImmedkziely.

Bring specimens to mom temperature prior to tesling. Frozen spedmens must be

completely thawed and mixed wel prier i leating. Specimens should nat be Fozen and

thawed repeatadly.

= If spedmens are o be shipped, they shoud be packed In compliance with local reguiations
covering he transportabion of etiokgic agants,

.

[MATERIALS]
Materials Provided
= Test casseties + Droppers = Buffer + Package insart
Materials Required But Not Provided
= Spaciman collection contaners = Cantrifuga
= Laneets {for fngerstick whale bood only) » Timer

= Heparinized capilary lubes and dispensing bulb {for fingersics whole blood only)

[MRECTIONS FOR USE]

Allow the test, specimen, buffer andior controls to reach room temperaturs (15-30°C)

jprior to testing.

1. Bring the pauch o raom lenperalune befare opening [l Remove the casselle from (he
sealed pouch and use it within one how

2 Place the cassetle on b dean and level surface.

Far serum or plasma spedimen;

=Hold the dropper vertcally and transfer 1 full drop of serum or plasma (approximately
40ul), then add 2 drops of buffer {appraximatety 80ul) to the specimen welliS) of the
cassetie, and then st the smer. Avoid apping & bubbles in the specimen weil. See
ibustration below

For Venipuncture Whole blood spocimen:
Held Lhe deopper verScally and transfer 1 drop of whole blood {approsmately 40,L) ko
me specimen well(S), hien add 2 drops of buffer (approxmately S0uL), and star e
Emer. See ilustation below,

Far F Whaola blood
+To use a cagilary lube: Fill the caplisry hine and transfer appreximately 40,0 of
fingerstick whole blood specimen o the spacimen wellS) of test cassette, Hen add 2
drops of buffer (approsimatery 80uL) and siart the Bmer. See ifustration below.

3. Wail for the colored Fre(s) 10 appess. Read the result at § minutes. Do not interprel B
resull afier 10 minutes
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[INTERFRETATION OF RESULTS1
(Please refer o he ilustration above)
MEGATIVE:" Two colored lines appaar. One cnl:rm Ine shault be in the

that the Momphine concentrafion is below the detectable cit-off lavel

*MOTE: The shade of caler in the test ine region (T] may vary, Bt It shoud be considered

negative whenever (here is even a faint colored ine

POSITIVE: One colored line appears in the control |ine region (C). No line Sppe&rs in the

test e ragion (T). This positive resull indicates that the Morphine concentration exceeds the

detectabla cut-off kevel

INVALID: Control line fails to appear. Insufficient specmen valume of incomes! procedural

lechrigues are the most likely reasons for controd lina fallure. Review the procadure end

repeat the test with & new lest If the probiem persists, disconnue using e test kil
immediately snd contact your loeal distributor

[QUALITY CONTROL]

Ap ool ish inlhe fesl, A in e conlrel region (C) &

the internal procedural control. It confirms sufficent spedmen volume and comect procedural

lechrigue. Control slandards are nol supphied wilh this kil however, il is recommended hat
posifive and nagafive confrols be Sested as 3 good laboratory practice o corfirm e test
procedure and Lo verily propes test performance.

[LIMLTATIONS )

1, The MOP Rapid Test Cassetie (Whole Blood/Seruny'Piasma) provides only a qualtative,
preliminary result A secondary analylical mathod must be used o obiain & confirmed
resuil C;as chromatography’ mass spectrametry (GOAMS) s the prefered confimalary
method.

2. 1t Is possible that technical or procedural emors. as well as ofher interfering substances in
the whole Hood of serum of plasma specimen may cause groneous resulls
B positve maxﬂnrﬁ&&ss presance of the drug or its matabolites but does not indicats tevel
ol i N roade o ion in whole Blood or serum ar plasmsa.

. A negative result may not necessarlly indicete drug-free whole blood'senstplasma
Megallve results can be obitained when drug = present bu below the cut-off level of e
test,

B. Test does not mlngulsn between a\gs of abuse and cerain medications.

[PERFO

w

.

M.cnlucy
A side-ty- s BOn Was using e MOP Rapid Test Cassatte and GC/IMS
at the cut-off of 40ng/mL. Tesling was performed on 90 dinical specimens previgusly
callected from subjects present for Drug Screen Testing. The fallowing resulls were bab dated
Clinic Result of Whole Blood

WMethod Goms
Rosults | Poeiive | Megate Yoa) privts
MOP Rapid Test =
ook Posilive 23 2 z
Negative 2 63 65
Total Results 25 &5 o0
¥ Agreemant 2% 965.9% 05.6%
Clinic Result of Serum or Plasma
Wethod GeMs
0P Rapit Test | BOSUIS | Pusiive [ Negative Yol peswits
c Pasitive 23 25
ot HNegaive 2 &5
Total Results 25 20
Vo Agroament o 55 6%
wwcal Sensitivity

A onug-free whole bloodiserumiplazma pood was spiked with MOF &l the tollowing
concentrations of £50% cutoff and 3x cutoff, the data are surmmarized below

Far whale blood:
MOF Concentration Percant of = Wisual Result
{ngimL) Cut-off Nagatve Posifive
o o 30 30 [
20 -50% 30 30 ]
40 Cut-off 30 15 15
60 +50% 30 0 30
120 3% i) o 30
Far sarum or plasma:
MOP Concentration Percent of e isual Result
{ngfmi} GCut-off Negagve Fosifive
o 0 0 30 1]
20 -60% i) 30 L]
40 Cut-off 0 15 15
&0 +50% 30 o 30
120 ot 3 30 o 30

by Fe= MOF Rapid Test Cassetie (Whole Blod/SerumPlasmal al § minukes

Compound Concentration [ng/mL)
Codeing 50
levorphancl 200
Marphing-3-8- D-Glumuronide 120
Ethyimoephing 500
Hytdrocodons £,000
Hydromorphone 300
B-Monoacefiyimarphine 100
Norcodeine 500
Normorphone 5,000
Oycodone 4,000
Coymorphona 500
Procaine 1,600
Thebaine 500
Marphing 40
Procision
A shudy was conducted at thiee voluniesr of product 1o d

the within un, between run and between operator precision. An identical panel of coded
specimens, containing no MOF and 50% MOF above Bnd below he S0ngamil cut-off wes

{C) and another be in s gion (T}, This negasive result indicates
{- Cotinina labsatstol Zomepirac \varepamil
4 W Greatning {-Phemyletylamine

Interfering Substances

!'I‘E MOF Rapid Tes! Cassste (Whole Bood/SerumPlasma) has been tested far pnsslbee

fram wisibdy yzad snd lipamic In addition, no i
cbeerved in il ining up fo 100 mg'dL ; up fo 100 mgfdL bifirubin a\d
o 200 mgidl. i serum albumin,
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Cross-Roactivity
A Bludy was tha cvity of the test with compounds in elther
drugfee whole ar pasilive whole Tre
foliowing o show no o thity when tested with ®i2 MOF Raplid Test
Cassetie (Whola tasiia) af ation of 100 palml.
MNon Cross-Reacting Compounds
4-hoctamidophenad Greatinine laperamide B-Phenylethylamine
ik i Phenylpropandaming
ey pro s nami Fradnisane
Acstylaleyle sod  Diazepam Meprooamate 0,-Propanciol
oy ' D-Progoxyphane
AmErypating Ciurssal O-F
Amobatial Digoudn *) 3d-Metyienediory-  Ouinidine
amphetaming
Ao icllin L L [*) 34 ¥ Cwinie
mathamphesaming
Armpicilin Doxylaming Malidixic acid Renitiding
| Aseerbie asid Eeganine hydrachiande  Nalerphing Salieylie as
Dt Ecgonine Nalowong Sacobarbilal
Apcmeiphine {-)4p-Ephadrine Malireseona Saraloain
Aspartame Enythnarmysin Mapraken {5-Hyd muyfyramine |
Arogine B-Estradal Macinamide Sultamethazine
Benzilc aod Estmne-3-mulfate Nfedpne Sulindag
Benzoic acid Etryhp- T P
Benzoylkcgoning Fenaprafen D-Nomprapaxyphens Tetracydine
Berzphelamine Furosemide Naseaging Tetrahydrocorfsone,
Bifirubin Genlisic acid Du-Dctopamine FeAcetate
(4} - Brompheniraming  Hamoglobén Cuakc acid Tatranydracartisone
Cafizine Hydralazine Cxazepam (B0 glucuroride)
C Cwnbnic ocsd Tetramydrozaling
o Thismine
cr a a0 Papavarine Thiaridazing
Chipré azepode p-Hydrasy- Panicilin-c O, -Tyroaine
i F Tolsramide
(2} Chi irami 3+ i F i
Chinepromazine Ibugealen
Chiorguine
Chalesteral Ipecniazid Phenslzine Trimipraming
[£3] i Tryplarine
Cronidine s xsuping Prentesmine D, Tryptophan
Cocaine hydrochiorde Ketamna Hehenyleptring Tyraming

Cortisane Ketoproten laparamide Uirie asid
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