MTD Rapid Test Cassette
(Whole Blood/Serum/Plasma)

Package Insert

A rapid lest for the quaiitative delechion of Melhadons o hurran wiale blood or serim or
plazma.

For madical and other professional i vitro disgriostie use oniy.

LINTENDED USE]

The MTD Rapid Test Cassele (Whole BloodiSerumPlasma) is o latersl Now
chromatographic mmunoassay for the delection of Methadons in whole blood or serum o
plazma =t a cut-off concankration of 40ng/mi. This test will detect oiher relsted compounds,
please refar fo $he analylical Spacificity fable in this package inser

This assay provides only a gualtative, prefiminary iest resull A more spedfic aliermnate
chemical method must be used in order lo obtain & confirmed anslylical resull Gas
chromatographyimass specirometry (GC/MS) ie the prefermed confimmsiory memod. Clinkcal
conaideralion and professional judgment shouid be applied 1o any drug of atuse test result,
parficulay when preliminary positive resulis are used.

[SI.IMMARY]

I,gALL "
WUTEST

fi for the LK of maderale o sevare pain
and for the tresiment of aplxe dapendence (heron, Vicodin,d Percocst, momnine) The
pharmacology of oral mathadone is very difierent from IV methadons. Oral methadone is
parfally stored in the liver for laler use. IV mhm ihd.s m;'rc like: he«nm In st stales
you st o lo @ pain dinks of a melf
Methadone is 2 long acting pain rebever producing effects hat last from twelve o forty-eighl
hours. Ideally. methadons frees the dient fram the pressures of obtaining ilegal herain, fram
the dangers of injeciion, &nd from the emctional rofler coaster that most opiates produce.
Methadone, if taken for fong periods and af lage doses, can lead Lo & very long widrawal
period. Tha wi freem are mon and troublesoene than those
provoked by heroin ceseasion, yet the subssiation ang phased removal of methacons e an
accaptable method of datowficaion for patients and therapists'

[PRINCIPLE]
The MTD Rapad Test Cassetle (Whole asimal is an & based on
the prnciple of competiive Dending. Drugs that may be present In e whole
bloadisanmiplasma specimen compelte against the drg canjugate for binding stes on the
anticody.
During tesling, & whole bloodiserumiplasma specimen migrates woward by caplary aclion.
Methadone, if present in the whole bloodi'serumipiasma specimen below the cut-off leval, will
nat ssturate the binding Bﬂ‘E! of the anlibody In the test The antibody costed paricies will
then be capired by protein conjugae and a wisibie colored line will
show up in e test line region. The calored fine wil not fam in the fast bne region if the
Methadone level exceeds (he cul-off leved because it will satrate all the binding siles of
ant-Methadone ankbodies.
A drug-positive whola blood/sarumiplasma spacimen will not ganarate 8 colored fina in the
test line region because of drug competifion, while a drug-negative whole
bloadisenumipiasma specimen or o specimen containing @ drug concentration fess han lhe
cut-oft will generate a line in tha lest line region. To serve as a procedusl control, & calored
line wil stwaye appear st the conirol bne region Indicating that proper volume of spacimen has
bean added and membrane wicking has octurred.

[REAGENTS]
The lest contans mouse monoclona anti-Methadoreantivody coupled particles and
Meathadone-protein conjugate. A goat anbbody |5 emplayed in e coniral bne sysiem
[PRECAUTIONS]

For professional in witro diagnestic usa enly. Do not use after e expiration date.

Drar ol e, clrinde o smkses in the area where e specimens of kits are handed

Do not use test if poudh is dameged

Handle all gnecimens & if they contain Infectious agents. Observe established precautions

against microbiological hazards throughout testing and follow the standard procedurss for

proper disposal of spacimens.
= Wear profeclive dothing such as laboratory coats, dsposable gloves and eye protection
when specimens are being Ested.
The used lest should be discarded according (o lecal regulations.
Hurmidity and temperabure can adversely affect results.

[STORAGE AND STABILITY]
Siore BS packaged in e sealed pauch &t room lemperatura or refrigerated (2-30°C). The st
Iz stable thiough on the The test must remain in the

sealed pouch il use. DO NOT FREEZE. Da ot use heyand the expiration data
[SPECIMEN COLLECTION AND PREPARATION]
= The MTD Rapid Test Cassetls can be performed using whole blood (from venipuncture or
fingersticky'senam/plasma.
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Analytical Spocificity

The foliowng table kels compeunds thal are pesitively detected in while Bosdiserumiplasma
by e MTD Rapid Test Cassette (Whole Bicod!SerunvPlasma) at 5 minutes.
Compound

Concentration (ngfml)
Methadane 40
Doeylarmng 13,000
Precision

A study was conducted &t three hospitals using three different lots of product to demonsiate
the within run, betwesn fun and between operslor precision. An idenlical parel of coded

.

To callact 7

« Wash the palient's hand with sasp and warm waler or clean with an alcchol swab. Allow

L dry.

Massage the hand without touching the punchure site by rubbing down the hand lowands

I fingedip of the middle or ring finges

Puncture tha skin with a starile lancet Wipe away the first sign of blood,

Genty rub the hand from wist to peim & fnger to form 3 rounded drop of blood over fhe

punciure site.

Add the Fingerstick Whode Biood spedmen to the test by using  caplllan tube:

« Touch tha end of the capiltary fubs o the bood unll filled to approximately 40 uL
Avoid ar bubbles.

= Place the bulb onte e lop end of Me capillary Wbe, then squesze Me bub lo
dispense Me whoe binod to the specimen well of the 185! cassetle

= Tesfng should be performed imrnedlalﬂy after spedmen collection. Do nol leave the

i at room femp ged periods. Semsm and plasma specimans may
be stored 81 2-8°C for up 19 3 um for long-ferm storage, specimens should be kept befow
-20°C. Whole biood collected by venipuncture should be stored at 2-8°C if the lest s to be
run wdthin 2 deys of collecon Do not freere whole blood specimens. Whole biood
callacied by Sngersticx shoud be tasted immadiately.

» Onng spesimens ta room lemperature prior lo lesling. Frozen specimens must be
completely thawed and mixed wel prior %o testing. Spedmens should not be fozen and
thawed repeatecly

= I specmens ate in ba shipped, they should be packed in compliance with local reguiations

cavaring the transpartation of etinlogic agants.

[MATERIALS ]
Materlals Provided
+ Tesl casselies « Droppers « Buffar « Fackage nsen
Matarials Required But Not Provided
= Specimen collecion cantanens » Cantrifuge
= Lancets {for fngerstick whale Bood only) = Timer
= Heparinized capiiary tubes and bulb (o whoie

[DIRECTIONS FOR USE]

Allow the test, spocimen, bulfor andior controls o reach reom temporaturn |15-30°C)

jprior to testing.

1. Bring the pouch to room temperature before cpening it. Remove the cassette from the
sealed pouch and use il wilhin one hour

2. Place the cassstle on a dean and lovel surface.

For sorum or plasma specimen:
«Hold the dropper verfically and ransfer 1 full drop of serum or plasma (approcmately
40uL), then add 2 drops of buffer (approximately B0uL) 1o the specimen welliS) aof the
casselte, and then stan the Smer. Avoid tappig air bubbles in he specimen well Ses
thustration below.

For Venipuncture Whale blood specimen:
=Hold the dropper vertcaly and transfer 1 drop of whole blood (approdmately $0ul) o
B specimen vell(S), Ben add 2 drops of buffer (approdmately B0uL). and slan Be
Gl See ilustation below
«To use & capiflary tube: Fill the capiiary wbe and transfer approximately 40yl of
fingerstick whole blood specimen to the spacimen well(S) of test cassette, fen add 2
drops of buffor (approsimately B0uiL) and start the Bmer. See ilustration below.

3. Wvait for the colored ineE) 0 sppesr Road the result 31 § minutes. Do not interprel he
resull after 10 menules

1 Drap af serum or piaema ['n 1 Ovop of Versperchars.
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no and S0% above sngd belew the 40ngimL
cul-off was provided o each e The following resuits were tabulated:
MTD Concentration n Site A Site B Site G Do nof use 1
ingimt) persie [ [~ T ¢ + @ pecksgnie | gl | Manutcurer
[ 10 0 | o 10 | 0 [ w | o damsgad
20 10 [ 2 9 [ 8 1
50 0 3 g 1 ? z B H:nﬂzhuu AllTest Biotech Co.Ltd.
posaliidyiomd o Nodhial EC-RER GmbH
Cross Reaciniy wd ol e s et HeNE
A sudy was tha ictivity of the test with compounds in eitfher sk e st comLEn B nofaios i pomion 43163 Muersier,
drug-fee whole o :mlwe whale blaads . The Qonnary
following compounds show no cross-reackivity whan tested Wit tha MTD Rapid Test Cassetin
(Whole ) &l a of 100 paiml Mumber 145319602
Non Gross-Reacting Compounds Rewvision date: 2023-12-20
Acetaminoghen Diazepam Mapratiine [-Phenyleylaming
Acebphanetidn Diclofenac Mepandne Premylpropanalaming
NeAcatylrocsnamide  Diflunial Meprabamate Pradrissione
Acetysalicylic add Digosin Meshamphesmine Predriscns
i Procaine
1£] - 34-Methylenadiony-
Amirypryting EDOP amphatamine Promazne
12) -3,4-Mathyle nedioxyme -
Amobartal EMDP Arphetamine Promethazine
Amoxicilin Ecgenire hydrochiride Meephine-3--0 ghituronide D -Frapranail
Ampicikn Ecgoniremethylester  Morphing Sufale C-Prapaxyphene Tt H H
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Benzoyecgoning Fenogroten Marathindrane Sarglonin
Bilrubin Gendsic acid Mascapine Sulndac
iz} - Braempneniraming  Hemaglobin D -Octopamine Ternazepam
Cafiene Hydmlazire Oxalic acid Tetracytine
Carna kol Hydmeohiomibeszide  Oxazepam Teahydracortisona,
Carnabinal Hydmcedane Oxpfiric acid FAcetate
i Oxycod Terghydiocortizons
(= i o atid O 3-{j-O-glucaeanise)
¢ v Papaverng Terahydrozoing
. " byt . »
{2} - Chlocphe niraming kSN PenicilinG Thebaine
Cl 3 F i Thiamine
Chlorguane Ibuprafen Peninoarbial Thiorid azime
Choimstenal Imipeaming Perphenang D-Tymsing
Clomipraming Iproriazid Phencycidine Tolbutamids
Cloniding (2} - lsoproterencl Phenalzing Trlamézrene
i Triluoperazine
Cocaine ydrochionde  Ketsmine Phaniammine Trimesnapam
Codang Kempestin DATryplopinan Trirngramine
Carlisane Inbealch {+} Citiring Tryplamine

Interfering Substances
The MTD Rapid Tesl Cassetie dWhole BloodiSerumPlasma) has been Lested for possibie
inferfarence from vigibly hemolyzed and lipemic specimens. In addison, no interference was
abserved in spedmens contalning up to 100 mgiel hemogiobi: s to 100 maidL Blirute and
up to 200 mg/dL wiman serum albumin.

[INTERPRETATION OF RESULTS]
{Fleasa refer 1o the illusation above]

NEGATIVE:" Twe colored lines appear. Ore colored Ine shouk be in ®e conbral e region

() &t another colored line should be in 1he test line region (T). Ths negatve resull ndicates

Ihad the it bakow the cut-off heval.

*MOTE: The shade of color in the fast line regicn (T) may vary, bul it should ba considared

negetive whenever Ihere is even a faint cofored ne

POSITIVE: One colored line appears in the control |ine raglon (G). No line ppears inthe

test ine region {T). This positive result indicates that the Methadone concentralion excaads

the detectabio cut-off lavel.

INVALID: Contral line fails to appear. Inzufhcent specmen valume of inconmes procedural

techrigues are he most liksly reasons for control line falure. Review e procedurs and

repeat the test with 8 new test If the problem perskts, disconbnue using ®e 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
posiive and nagaive controls be testad 88 a good [sboratory practica to confirm Se test
pracedure and ta venly proper 1ae) pedomance.

[LIMITATIONS]

The MTD Rapid Test Cassafie (Whole Slood'SerumiFlasms) provides arfy a qualiatve,

preliminary result. A secondary anafybical method must be used to cbiain @ confirmed

resiit Gas chromatography/mass spectrometry (GCMS) s e prefamed confimatory
method.

Z0tls masmla that technical or procedural errors, as well &s other Interdering substancas in

the whnoke B0 or serum o plEsma specimen may cause smonsous resulla.

3 A posifive rasult indicatas presence of the drug or its matabdiites but doas not indicate lavel
of 5 redtte o In whale Blood ar serum o plasma.

. A negalive msull may not necessarily indicale dug-fes whole blood'senemiplasma
Negalive results can be obtained when drug is present but below the cut-off leve of the
test,

5. Test does not mﬁﬂgulgn between drugs of abuze and certain medications.

-

[PERFO 1
Accuracy

A sige-ty-sid isan was uging the MTD Rapid Test Cassetle and GC/MS &

U cul-off of 40ngimL. Teeting was o 90 dinical i i collected

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

Mnthod, SCMS Total Results
T o R
Lariite NEP\E 1 68 &8
Total Results 20 70 %0
% Agregment 0% % BET%
Clinic Rewult of Sorum or Plasma
Wethed GCms
Results | Posilive ative bidgiizobid
MTD Rapid Test ————— =
e Pozitive 19 2 21
Comna Negative 1 58 6
Total Results 20 70 80
% Agroemant 550% A% 9 7%
Analytical Sensifivity

A drug-free whole bloodiserumiplasma pool was splked with MTD &t the following
concertrations of +50% culoff and 3x cutofl. The dals ame summarized below.
For whole blood:

MTD Concentration Percent of Visual Result
) Cut-oft = Negatve Posifve
[ 5] 30 0 [
20 -50% 30 0 a
40 Cut-off 30 15 15
60 +50% €0 ] 30
120 ax 1] o 30
For sarum or plasma:
MTD Concentration Parcent of Visual Result
(ngimi) Cut-oft " Negatve Positve
[ 5] 30 30 [
20 5% 30 30 [
40 Cut-off 30 15 15
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