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

Pack Insert

A rapid fest for the qualiatie derection of Amphefamine i human whole blood or serum or
plasma.

For medical and other prafezsional in vitro diagnostic uss onty.

[INTENDED USE]

The AMP Rapid Test Cassetie (Whole BioodiSerumPlasma) ks a lsteral flow
chromatagraphic immungassay for the detecion of Amphetamine in whole Biood of senem o
plasma al a cut-off concentration of B0ngfmL. This test will delect oiher related compounds.
pleaze refer 1o e analybeal Spacificty table in this package insen

This assay provides only a gualstive, prefiminary test resull A more spedific allernate
chemical method must be used in order to obtalin a confirmedanalyical result Cas
chromatographymass spaciiomelry (GCMS) is Be preferred confirmatory mefod. Clnical
conalderation and professional judgment showtd be spplied to any drsg of sbse test result,
particulary when prefiminary positue resulis ane used.

[SUMMARY ]

is 3 Schedule || controlled available by ion (Dexedrine®™)

and i also available on the iWliat markel Amphetamines are 8 cdass of potent
sympathommelic agents with ferapeutic apphcations. They are chemically related 1 the

f ‘ALI. ki
TEST

= Tocollect 3

Wash the patient's hand with soap and warm waler or ciean with an alcahal swab. Allow

L dry.

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

e fingadip of the middle or ring finger

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

Genly rub the hand fram wrist to palm to finger lo form a rounded drop of blood over the

punciure site.

Add the Fingerstickunole blood specimen (o the test by using g caplilary ube:

« Touch tha end of the capiltary fubs o the bood unil 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 whole biood to the speamen well of the 185! cassetle

- Tashnq shoubd b perforrmed immediately afler spadmen collecton. Do nol leave the

at room temp far p pariods. Sarum and plasma specimans may

be stored a12-8'C for up 1o 3 days, for longlerm storage, specimens should be kept bekow
-20°C. Whole biood collected by venipunciure should be stored at 2-8°C if the test s o be.
run witnin 2 gays of collecion. Do not feeze whole bicod spedmens. Whole blood
collacted hy fingersticx shoud be tested immediately.

= Hnng specimens to mom temperature prior lo esling. Frozen spedmens masl be
complesely thawed and mised wel pricr %o esting. Specimens should not be fozen and
thawed repeatecly

human body’s natural and hrine. Acuta highar doses = I specmens ate in ba shipped, they should be packed in compliance with local reguiations

lead to enhanced slimuation of e central nervous systam and induce euphaoria, slerness, covaring the franspartation of etiologic agants

reduced appetite. and a sense of ncreased enerqy and power, Car 1o L 51

Amphetsmines nclude Increased boocd pressure and cardiac armyihmeas. More soule Materlals Provided

responzes produce amdety, parancia, hallucinations, and psycholic behaor. The effects of « Tesi cassaties + Oroppers * Buffer « Package Fsert

Amphetamines generally last 2-4 howrs following use, and the drug has a hal-ife of 4-24 Matorials Roquirad But Mot Provided

haurs in the body. About 30% of Ampheétamines are excreted in the whole biood of serum or = Specimen colleckon cantainess » Cenirifuge

plagma in unchanged form, with the inder as = Lancets {for fngerstick whale Bood only) * Timer
[PRINCIPLE]) « Heparinized capiiiary tubes and dspensing buld {lor fingarssck whole blood only)

The AMP Rapid Test Cassefte (Whola 1asmal is an & based on [DIRECTIONS FOR USE]

the principle of competiive Dinding. Drugs that may be present in the whole
bload/serumiplasma specimen compele against Be drug conjugate for binding stes on the
antibody.
Dunng testing, & whole bloodiserumiplasma specimen migrates uoward by caplary action.
Amphatamine, if present in the whole blcod/serumiplasma specimen bslow the cut-off level,
will not saturate e binding sites of e antibody in e lest The anfibody coaled parscles will
then be caplured by immobilized Amphelamine-protein conjugate and a wisible colored fng
‘will show 10 In the eet line region. The colored lire will not form in the test ine region i the
Amphedamine level exceads the cul-off lavel because it will saturate all the binding sites of
anth Amphetamine anfibodies
A Grug-posiive whole bloodisenumiplasma specinen wil not generale & colored fine in the
tes! line regon becauss of drug whie a + whole
bloadiserumipiaema spacimen or a specimen containing a drug concentration less than the
cut-off will generate a linein the test line regicn. To serve as a procedural control, & colored
Tz will alwarys appear 2l the controlline region indicating 81 propes volurme of specimen has
bean added and membrane wicking has occuned.

[REAGENTS]
The tesi contains mouse monocional anti- Amphatamine antibody coupled partices and
Amphesamine -proten conjugate. A goat antibody |s employed in the controlline system.
[PREGALTIONS]

Far professional in wiro disgrostic uss orfy. Do not use atter e expiration dae.

Do not eat, drink or smeke in the area whare the spedmens o kils ane handled

Do rvof use test if poudhis demaged

Handie all specimens as i they conlain infectious sgents, Cbserve established precaulons

againel microbiological hacards thioughow testing and follow the standard proceduras for

proper digpozal of specmens.
= Wear profective chothing such as Yy coats, disp

whenspacimens are being tested.

® The used lest should be discarded according to local regulations
= Humidity and can acversely

[STORAGE AND STABILITY]
Sicre as packaged in e sealed pouch af room temperatura or refrigerated (2-30°C). The kst
s stabletfwough the expiration date printed on the sealed pouch, The test must remain in the
seabed pouch unthese. DO NOT FREEZE. Do nofuse beyond fwe expiralion date
[SPECIMEN COLLECTION AND PREPARATION]
« Tha AMP Rapid Test Cassette can ba perfarmed using whale blaod (fram venipuncture or

fingerstick) or sersm or plasma.

ploves and eye

[ 120 | 4E0% [ a0 | 1 | 30
L 240 | 3% |EC o | 30
Analytical Spocificity

The following table kel compounds thal are posilively detecled in Whole
blood/SerumiFlasma by the AMP Rapid Test Cassette (Whole Blood/SerumPlasma) at 5
TS

Compound Concentration (ng/mL)
O, L-Amphetamine sulfate 20

L-Amphataming 3,000

(£) 3. 4-Methylenedioyamphetaming 40

Prentermine 150

Maprotiing B.000
Methaxyphenarmine 1,500

O-Amphataming BO

Pracision
A study was conducted 3l thres hosptals using three dilferent lots of product lo demansirate
the within nun, betwesn run and befween operstor precision. An idendcal paned of soded

and 50% above and below the
gong/mi ad-off was pmnnen to each ste. The folowing results were |abulated
AMP P Sita A Site B Site ©
Concentration
ngimL] par Sita . + - + a »
1] 10 10 g 10 (] 10 o
40 10 -] 2 1 8 1
120 10 1 g 1 g 2 ]
Cross-Reactivity
A sty was i the o chvity of the test with compounds in eifier

drug-Fes whole bloodisensmiplasma or Amphetamine positive whole bloodisarumiplazma,
The fallowing compounds. show no cross-reactivity when lested with the AMP Rapid Tesl

Cassette (Wnole tasma) at ation of 100 pgimL.
MNon Crogs-Rpacting Compounds
A-Acetpmidophanad  Craginine Katoproten Procaing
i i labetalol Promazine
[ i Promethazine
Aceylsakicylic asd  Diazepam loparmids O FProparaiol
Aminopyring Dictafenas Mapratiling. D-Propaxyphens
Amirgptyfine Difurisal Mepariding D.Paaudoephedrine
Amooartial Digoun Meprobamate Cuenidine
Amonigilin Dipherifydraming Methadone Cuinine
Ampicilin Doxylamine O-Mslhamphatamne  Rankidne
FAscorbic ackd ey Y b Sakeyic ack
Aspariame (IR, 25}H-1-Ephedring 34-Malhylenedioxyethyl-Serotonin
ANaging kEphediine (5
Banzilic sod I-Hy-Ephadnng 2} 3.4-Malthylensdioxy- Sullamsharine
Benznic acid Erythromyzin methamphetamine Sulbrdac
Benzoyleogorine -Estradiol Methyiphenidate Temazepam
Benzphelsmine Estrone-3-sulfale Marphine-34-0- Tewacychne
BilrLain Emyip
IF-Brompharimming  Fanfirsming Malidixic acid FAcalste
Cafizine Feraprafen Malcwane Tesrahydrocoriaone
Carnabidiol Furosemide Ceeokinic acid F5-D glecuronice)
Camnabing! Genbisic ack Cuycedons Tewahydrezoing
Chipesl ydrata Hemogiokén Crymetazol ne Thataine
Chigenm pharieal Hydratazine Papavaring Thigemine
i Penicilin-G. Thicridazine
Chioeothiazde Hydrecodans Pertarndine Toltuilamine
o F
cr -
Chiorguine -t ic acid
pt ine Phenelzing Trimigrasming
3+ i ol
Cloniding Ibupraten HPhemylephring Tyraming
Cocaine hydroehierde Impmm [-Phenylesiamine 0 1 Tyrasie
Codeine i LUiric acid
Corliscne Isnmm Predrisclone werapamil
[+ Gotning Ketamna Fredrisane Eomepirac
A-Acelamidophencd  Creasning Keleprofen Frocaing

Interfering Substances
The AMP Rapid Test Casestie fWhole Blood'SerumPlasma) has been tested for possible

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

jprior to testing.

1. Bring e powch o reom temperakre badore opening it Remove the test cassette from the
sealed pouch and use il wilhin one houw

2. Place the cassstle on a dean and lovel surface.
For serum or plasms specimen:
Hald the dropper verticaly and transfer 1 full drop of serum or plasma (approcmately
40uL), then add 2 drops of buffer (Bpproximately 80uL) 1o Te spedmen well of the
casselte, and then stan the Smer. Avoid trappig air bubbles in the specimen well Ses
thustration below.
For Venipuncture Whole Blood spesimen
Hald the dropper vertically and trarsfer 1 drop of whole blood (approximately 40ul) (o e
spemien well, then add 2 drops of buffer (approximalely B0uL). and start the timer. See
hustration below
Fer Eingerstick Whole Blood specimen-
To wse a capifary wbe: Fil the capilary tube and Fansfer approwmately 40pL of
fingerstick whole bleod specimen o the spacimen well of test cassetie, then sdd 2
drops of buffor {approximatelty B0L) and starl the Bmer. See ilustration beow.

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

[ brom steanumor pisama (] 1 o of nipurctre
! || Whaln Blacd

@):Dm-{nm
EREEml e

+ 9880

Pusilive Negaliv Tk

0 18 of Fingerstieh.
Wik Blecd

.'?) 2 Birog of Buffar

(7) 2 Deops of Butier

»[
©

interfarence fom visibly yzed and lipamic sp In addition, na i was
chserved in i iming up o 100 mgidL L up b 100 gl bifirubin and
up o 200 mgidl hamin serum albumin
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[INTERPRETATION OF RESULTS]
(Flease refer 1o the illusiation above]
NEGATIVE:" Two colored lines appear. One colored line should b in 1he confoliine region
(C) ane another colored line should be in the test ine reglon (T} This negabve resull indicates
Ihad the Amphetarine concentration s below the detectable cut-off level
*NOTE: The shade of color in e tast lina regicn (T) may vary, but it shoud ba considerad
negetive whenever Ihere is even a faint cofored ne
POSITIVE: Ona colored i In the glon (C). No line Bopears inthe
test line reglon (T). This that the expeeds
the detectabie cut-off lavel,
INVALID: Controlline Fails to appear. Insulficient specimen vokeme of incores! procedural
lechrigues are the most Bkely reasons for controline failure, Review the procedure and
repeat the test with 8 new lest If the problem persists, discontnue 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
pracedure and ta venly proper 1ae) pedomance.
[LIMITATIONS]
The AMP Rapid Test Cassatte (Whole Slood/Serum/Plasms) provides only a quaktative,
preliminary fesull A secondary anafylical 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
the whoke 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 In whale Blood or serum ar plasma
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 side-Dy-sich isan was uging the AMP Rapid Test Cassetle and GC/MS &
it cut-off of BOngimL. Testing was o1 90 chinical speci ougly collected
froen subjects present for Drug Serean Testing. The foliowang resulis were tabliated:
Clinic Result of Whole Blood
HMethoo SEMS Total Results
AN Ropid Tost [~ i
e Negatie 1 68 &8
Total Results 21 1] %0
% Agreement 852% 48 6% arE%
Clinic Resull of Sarum or Plasma
Method GoMs
Results | Posilive ative bk int
AMP Rapid Tesl e}
e Posilive 20 1 Fal
Negalive 1 1] [::1]
Total Results 21 69 80
% Agresmant 85.2% 82.6% a7 8%
Analytical Sensitivity

A drug-¥ee whole bloodisensm/plasma poot was spiked with Amghetamine at the fallowing
concentrations of £50% culoff and 3x cutof, the data are summarized balow
For whole blood:

AMP Concentration Percent of Visual Result
) Cut-oft = Negatve Positve
[ a 30 30 a
40 -50% 30 0 a
a0 Cut-gtl 30 15 15
120 +50% €0 ] 30
240 ax 1] o 30
For sarum or plasma:
AMP Concentration Parcent of Visual Result
(ngimL) Cut-oft " Negaive Posibve
o 1] 30 30 [
A0 -50% 30 30 [
an Cut-off E) 15 15
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