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A rapid test for the qualitatve detection of in human wheke blood or serum
af plasma.
For medical and other profassional in vitro tEgnostio use onfy.

[INTENDED USE]

The MET Rapid Test Cassetle (Whoe BloodiSerum/Plasma) B 2 lateral flow
chwomatographic  immunoassay  for the delecfon of Methamphelamine in whole
al 8 cut-aff ion of TO0ngiml Ths lest will detect ofher refaled
ocompounds, piease reler b the analylical Specifcily tabie in this package Insen.
This: assay provides onfy 3 gquallabive, praliminary tes! resull A more spedfic allermate
chemical methoed must be wsed in order fo oblein 8 confimmed analyical resull. Gas
chromatographyimass speciromety (GCMS) is e prefered confmmatory mefod. Clinisal
consideration and professonal judgment showd be applied to any dreg of stese test result,
pariculady when preliminary positive resulis ere used.
LSUMMARY ]
Methamphetarrine is an addictive smulanl drug thal sirangly adivales cartain syslems in the
brain. Metharmphetaming is dosely related chemically to Amphetamine, bul the cenlral
nervols syatem efiects of Methamphetamne are greater. Memamphetaming = made in
llagal laboratones and has a high potential for abuse arsf dependence, The drug can be
takan araly, injected, or inhaled. Acute higher doses lesd o enhanced stimulation of the
venlral nervous system and induce euphoria. aleriness. reduced appelite, and a sense of
Incressed energy and power. G o o Indlude
Increased bood pressure and cardac anhyinmas. Mare acuie respanses pmuune andety,
paransia, hallucinations, psychatic bahavier, and
The effacts of Methamphatamne genarslly last 2-4 hours mlﬂe drug have a half-life nrgz«
hours in e body, Mefempbelaming is excreted in the whole blood or sefum or plasma
primariy as MUHE[BMII’E and odized and deaminated dervatives. However, 10-20% of
ged. Thas, the prasence of Ihe parent compound in the
whala blood or serum or plaama indicates Mathamphetamine wse. Methamphatamine is
generally defeciatie in $e whaole Hood or serum or plasma for 3-5 days, depending an whole
bioad or serum or plasma pH level '
[PRINCIPLE]
The MET Rapid Test Cazsaite (Whola tazma) ks an i y basad en
the prnciple of compelfive kinding. Drugs thal may be pressnt in e whole
bloadisenaniplasma specimen sompele agains! e dig conjugale for binding sites on the
antinody.
Duiing testing, 2 whole bloodise umiplasma specimen migrates uprard by capliary action,
Mathamphatamine, if present in the whole blood/sersmiplasma specimen below the cut-off
level, wil nol saturale the binding sites of the anlibody in e fest The anfibody costed
paricies wil then be captured by i and a
wisible colored line wall show up in the test ine region. The colored IInE wall nat form in the fest
line ragion if the Methamphatamine lavel excesds the cut-off level bacause i will saturate all
the binding sites of ank-Metamphatamineanlibodies .
A drug-postive whole blocdissrumiplasma specimen will nol generale a colored line in ihe
tes! line regon because of drug compeliion, whie 3 drog-regative  whols
blood!serumiplasma spacimen of a specimen containing a drug concentralion less than he
cut-off will generata a lina in the tast line region. To sarva as a procedural control, 8 calorad
it will alwaye appear sl the contrdl re region indicating that proper volume of specimen has
been added and membrane wicking has occurred.
[REAGENTS]
The test contains mouse ans-Mof coupled particlss and
Mathamphetamine-peotein conjugats. A goat antibody is employed in the contral ine system.
[PRECAUTIONS]
 For professional in wiro dizghestic use onty. Da not use afler he expirtion date.
= Do ot eat, deink or smoke in the anea whare e spocimens of kils are handsd

Da not use test if poudhis damaged

Handle all specimens as if they conlain infectious agents. Observe established precaulions
against microbiological hazards throwghout testing and follow the standard procedures for
proper disposal olspecimens.
Wisar projactive diothing such as coats.
whenspecmens are being tested
= The used lest should be discarded aocording to lecal regulations.
» Humigity and can adversely aff

[STORAGE AND STABILITY]
Store as packaged in S ssaled pouch o rom temperature o refgersted (2-30°C). The st

loves and sye

s stablefwough the expiration date printed on e seslad pouch. The test must ramain in the
sealed pouch unbluse. DO NOT FREEZE. Do not uss bayand the expiration date.
[SPECIMEN COLLECTION AND PREPARATION]

= The MET Rapid Test Cassette can be performed wsing whiole bload (from venipuncture or
firgerstick)isenmiplasma

* To callect Eingarstick Whols Blood spacimens:
= Wash the patient’s hand with soap and warm wiler or ciesn with an alcohol swab, Allow

todry.

» Massage the hand without touching the puncture site by rubibing down the hand towands

the fingertip of the mitdls o ring nger

Punciure the skin with a sterile lancel. Wipe away the first sign of blaoed

Genfy rub the hand Fom wis! 1o palm o finges Lo form a rounded diop of Bood over the

punciure site.

Add the Fingeretic Whole Eiood specimen 1o the test by using 3 capliiary tubg:

« Towch the end of the capilary fube to the biood unil filed to approximately 40 L
Awcid ai bublbies.

= Place the bulb onto ®e fop end of e capillary tube, then squeeze te bub o
digpenss fia whoie biood to the spacimen well of the test cassetie

Tesfing shoud be performad immediately after spadman collection, Do not leave the

al room far periods. Senum and plasma specmens Mgy

e stored &t 2-3°C for up o 3 days, for long-term storage, spacimens should be kept below

=20°C. Whoke biood colected by venipunchure should be stored at 2-8°C i the testis fo be

run within 2 daye of colecion Do nol freezs whole blood specimens. Whoe blood

collactad by fngarstick shoud ba tested immediataly

= Bring specimens to rmom lemperalure prior lo lesling. Frozen specimens musl be
complassly thawed and mixed wel prior to esting. Specimens should not be frozen and
thawed repeatacly.

= If specmens are to ba shipped, they showd be packed in compliance with local reguiations
covering the transpartation of atiologic agents.

.

[MATERIALS ]
Materials Provided
= Tesl casseties * Droppers = Buffer * Package insart
Materials Requirod But Not Providod
= Bpecimen collechon containers * Cendrifuge
= Lancats {for fngerstick whale Bood only) = Timer

= Heparinized capilary Wbes and dispensing bulb (for ingersiick whole blood oniy)

[DIRECTIONS FOR USE]

Allow the test, specimen, bulfer andler controls to reach reom lemperature (15-30°C)

jprior to testing.

1. Bang e pouch 1o room lemperaiure belore opening i, Remove the cassetie from the
sealed pouch and use it within one how

2 Place the cassefle on & dean and |evel aurface

For serum or plasma specimen:
*Hold the dropper vertically and transfer 1 full drop of serum or plasma (approximately
40uLy, then add 2 drops. of buffer (appraximalely 80uL) to the specimen welliS) of the
cassalie, and then stan the Smer. Avcid fappeng ain bubbles in the specimen well. See
ilustration below.

For Venipuncture Whole blood specimen:
=Hald the dropper vertcaly and transter 1 drop of whobe blood {approamately 40ul) o
e specimen well(S), Fen add 2 drops of buffer (approdmately B0uL). and slan B
Bmer. See lfuskation bedow.

For Fingerstick Whole blood ren:
*To use & cagiflary wbe: Fill the caplisry wbe and transfer approximately 40ul of
fingerstick whole blood specimen lo the specimen well(S) of test cassele, ®enadd 2
drops of buffer (approximatety B0L) and starl the Bmer. Sea ilustration be ow.

I WWal for the colared knals) io appear Read the result at 5 minutes. Do nal interprel fhe
resul afier 10 minules.
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The feliowing table kels compounds thal are positively detected in whole Hocd/serumipiasma Dawis. CA. 1982, 458
by e MET Rapid Test Cassetie (Whoe Blood/Serum/Plasma) at § mimdes. Indax of Symbols
Compound Concentration (ngfmL} Consult i
- Hydroey rettamphetamine 1800 D;i] mapuctions For | NEF | Tests per it ﬁ:;”m::ﬁﬁm
O-Methamphetamine ] Uz
L-Methamphatamine 1,500 For in wira
{413 4 Methylenadioey- methamphetamine 200 dizgnosic use only e by ® Dot onsn
Mepheniermine 3,500
Procision i3 Siore between
A study was conduciad 8l three hospitals using three differant iots of product lo demansirale ,.b/r 230°C m Lok Wi N
the Mlﬂm i, beMeen run and between operator precision. An identical panel of coded Danotuse T
T e ine and 50% fine sbove and below @ package is d Manufacturer
the ?UHBM cut-off was peovided lU wach site The following resulls ware Labulated damaged
MET Concentration n Site A Site B Site C b A B G
(ngfmL} per Sita - + - + - + feiitin > J
o 10 10 [1] 10 ] 10 [1] ‘ mz;u-zmm  Tcarhogial De e Ao Madhal EC-RER GmbH
Haagehca, ID0R PR Crin Borkairasa 10,
35 10 8 2 9 1 ] 1 WS Wi, IOV GOTLEN E"ﬂ Ao Dom.on 43183 Muerster,
108 10 1 ) 1 8 2 8 Gomary
Cross-Roactivity
A sludy was tha vty of the test with compounds in eifier Number: 145318702
drug-fee whale blood or positive whole blood, The following Revision date: 2023-12-20
COMpoUnds show No Cross-reactiity when lesied wiln the MET Rapio Test Cassette (Whole
tasma) a1 3 ion of 100 pgimL
Non Cross-Reacting Compounds
4-Acstamidophancl Creasning Loperamide Frednisone
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D.L-Amphetamine (IRES)4-+Ephednine  Morphine-34-0- Salicylic azd
L L ] Sacobarmial
Apomeiphine {-J4p-Ephedrine Malidixic acid Seraloain
Aspariame Erylharmyein Nalowone {5-Hyd roey tyrarmine |
Aropine B-Eatradal Nallrexone SuMtamehazing
Benzilic acd Estone-3-sulfale Napraxen Sulindas
Benzsic asid Efylp-amincbenzose  Nacnamide Temazepam
Benzoylecgoring Ferfluramine Mfedpine Tatracydine
Berzphetaming Fenaprafen
Bilroin Furnsemide C-Morprapaxyphene FAcetaie
(++-Bromphenmmine  Genbsic 5oid Nascaping Telrleoooﬂlscm
Cafizine Hemaglobin DL . 2
Carnabidiol Hydralazing Owake acid Tetrahydrozoling
Oxazepam Thismine
Chipramphanical Hydrocodane Cxnbrec acid Thiaridazing
Chioedi azepoxide Hydrocartisone Owyeodone D, L-Tyrosine
217 i o
() Chiorpheniramine  O-Hydraxyhippuric asd  Papavering Trang-2- pneml
(= PanicilinG cyclapropylamine
Chioeouing Ibuprofen Pantobarital Triamierans
Clomipraming Ipecniazkd Phencyckding Trimelhoprim
Clanidine (z-sopmoierenct Phenslzine Trimigeanine
G Tryptaming
Cocaine hydroehionde  Ketamine Prerismine D, L-Tryplaphan
Codeing ko profan L-Phenylephring Tyramine

Interfering Substances
The MET Rapid Test Cassetle (Whole BioodiSerumyPlasma) has been tested for possibie
inferfarence from vigibly hemolyzed and lipemic specimens. In addison, no interference weas
abserved in spedmens contalning up b 100 mgiel hemegiobi: us to 100 maidL Blirute and
up to 200 mg/dL wiman serum albumin.

[INTERPRETATION OF RESULTS]

{Fleasa refer 1o the illusation above]

NEGATIVE:" Two colored lines appear. Ore colored Ine should be in ®e control e region

(C) and another coiored line should b2 in the test ine region (T). Ths negabve resull Faicatss

Ihad the ion i betow the cul-off kevel

*NOTE: The shade of color in fhe test lina ragion (T) mey vary, bul it should be considared

negetive whenever Ihere is even a faint cofored ne

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

test line regéon (T). This postive result indicates that the Methamphelamine concendration

exceads the datectable cut-off lavel

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 probiem persikts, disconnee using e test kit
immadiately and contact your local distibator

[QUALITY CONTROL]

A procedural contrl is inchaded in e ksl A coloeed line appearing in fie contral region (G is

the intemal procedural conyrol. It confirms suffident specimen valume end comect procedural

techrigue Controd standards are not suppled with this kit, howewer, il 18 recommended that
posifiva and nagafive controls be Sested as a good [sboratory practica o confirm the test
procedure and ta venly propes tae] pedomance.

[LIMITATIONS]

1. The MET Rapid Test Cassetie (Whole BloodSenum/Plasma) provides arfy & qualiative,
preliminary fesull A secondary anafylical method 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 as other Interfering substances in
the whnoke B0 or serum o plEsma specimen may cause smonsous resulla.

3 A posifive rasult indicatas presonce of the drug or its matabdites but doas not indicate level

of 5 redtte o Inwhale Blood or serum ar 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 level of the
test,

5. Test does not mmgulgn between drugs of abuse and certain medcations.

-

[PERFO 1
Accuracy
A sitte-y-sid 50N s using the MET Rapid Test Cassente snd GOMS 21

U cul-off of TOngimL. Teeting was on 90 dinical i collected
froen subjeets present for Drug Serean Testing. The foliovang resulis were tabudaled:
Clinic Result of Whole Blood

Mnthod, SCMS Total Results
MET Rapid Test Rm.u.lls Pozilive Negative
izt Pasilive 5 B il
NEP\E 2 61 63
Total Results 27 53 %0
% Agregment EXT Wk BEE%
Clinic Rewult of Sorum or Plasma
Wethed GCms
MET Rapid Test | ROSUIS | Pasilie ative bidgiisobid
Cassstis Pozitive 25 2 7
Negative 2 51 &
Total Results 27 63 80
% Agroemant 526% 68% 95 6%
Analytical Sensitivity

A drug-free whole blood/serumiplasma wes spiked valh MET al he following cancentrasions
of £50% cutof and 3x cutoll, the dals am summarized below:

For whole blood:
MET Concentration Percent of Visual Result
) Cut-oft 2 Negatve Positve
] 0 30 30 @
35 -50% 30 0 a
70 Cut-off 30 14 16
05 +50% €0 ] 30
210 ax 1] o 30
For sarum or plasma:
MET Concentration Parcent of Visual Result
(ngimL) Cut-off " Negaive Posibve
0 0 30 30 [
35 =50% 30 30 Q
70 Cut-off o 14 16
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