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mAMP

One Step
Methamphetamine Test Device
Package Insert
A rapid, one step test for the qualitative detection of Methamphetarmines in hpen wine.
For healthcare professionaly including professionals at peint of core sites
For in vitro a‘mgnas!r‘c use only.

ANTENDEDUSE

The mAMP One Step Mcthamphetamine Test Device & 8 laterl flow
ch_rom'l‘rognphxc immunoassay for the detection of Mathamphetamine in human
urine,

This assay provides enly a preliminary .m.ll}(icnl test result. A more specific
alternate chemical method must be wsed in order fo obtain n confirmed
analytical result. Gas chromatography/mass spectrometry (GO/MS) is the
preferred  confirmatory wethod, Clinleal consideration and professional
judgment should be applied 1o any drug of abuse test resuit, paricularky when
preliminary posmw. resulls are used.

ESUMMARY

Methamphetamine is an addictive stimulant drug that strongly activaies corlain
systems in the brain.  Methamphetamine is closely refated chemically to
amphetamine, but the central nervous system coffects of Mathamphetamine are
greater. Methamphetamine is made in illegal [sboratorics and bas a high potential
for abusc and dependence. The drug can be taken ozally, injected, or inbaled. Acute
higher does lead to entianced stimulation of the central nervous system and induce
cuphoria, alertness, reduced appetite, and a sense of increased energy and power,
Cardipvascular responses 1o Methamphetamine include increased bleod prossure and
curdisc arrhythmias. More acute responses produce anxiely, paranoia, hallucinations,
paychotic behavior, and eveniually, depression and exhaustion.

T he effects of Methamphietamine generally last 2-4 hours, ard the drug has a hall-
life of 924 haurs in thie body. Methamphetamine is excreted in the urive primarily as
amphefamine and oxidized ond deaminated derivatives. However, 10-20% of
Methminphelamine is excreted unchanged. Thus, the presence of the parent
compound in the urine indicates Methamphetunine use. Muthamphelaming is
generally detectable in the urine for 3-5 days, depending on wine pH level.

The mAMP Cne Siep Methamphetamine Test Device is a rapid urine scroening test
that can be performed without the use of an instrumest. The test wstilizes a
monoclonal antibody to selsctively detect elevated fevels of Methamphetamine in
urine. The mAMP One Swep Methamphetamine Test Device yields a positive result
when the Methamphetamine in wrine exceeds 1,000 ng!mL

CPRINCIPLE,

The mAMP Oae Step Mclhamphcmmmc Test Device is an immunoassay based on
the principle of competitive binding. Drugs which may be preseat in the urive
specimen compete against the drug conjugate for binding sites on the antibody.

Dusing testing. a wurine specimen migrates upward by capillary action,
Methamphelamine, if present in the wrine specimen below 1,000 ng/mL, will not
saturate the binding sitey of antibody coated particles in the test device. The antibody
coated particles will then be captured by immabilized Methamphetamine conjugate
and 2 visible colored line wilk show up in the test line region. The colored line will

not form in the test line region if the Methamphelamine level gxceeds 1,060 ng/mL

because it will saturate all the binding sites of anti-Methamphetamine antibodies.

A drug-positive uring specimen will not generate o colorad line in the test Hae region

beeause of drug competition, while a drug-negative urine specimen of a specimen

containing a drug concentration legs than the cut-off will gencrate a line ir the test

line region.

To serve as a procedasal control, a colored line will always appear at the contrel lae
region, indicating that proper volume of specimen has been added and membrane
wickéug has occurced.

: Y REAGENT S0 i o

Thc 1cst dwloe contains mouse rnonoclonal aeti- Mcl]mmp]wlamme nnubody coupled
particles and Methamphetamine-protein conjugate. A goat antibody is employed in the
controf Tine systcm.

Zt : : PRECAUTIONS S S

- For hca[lhcfu'c profcssmnala including pn::fess:ouals at point of care sites,

« For in vitro dingoostic use only. Do not use after the expiration date.

= The test device should remain in the sealed pouch until ese.

= All specimens should be considered potentially bazardous and handled in the
same manne a8 an infectious agent.

« The used test device should he discarded nccording to federal, state and local
regulations.

STORAGE AND STABILITY

Store as packaged in the sealed pouch st 2-30°C. The test device is stable through the
expiratior date printed on the sealed pouch. The test device must remain o the
Scaled pouch uetil use. DO NOT FREEZE. Do not use beyond the expiration date,

SPECIMEN COLLECTION AND PREPARATION

The urine specimen must be eollected in a clean and dry container. Urine coltected at any
time of the day may be used. Urine specimens exhibiting visible precipitaes should be
centrifuged, fiftered, or allowed settle to obtain a clear specimen for lesting,

Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For
pmlongcd storage, specimens may be frozen and stored below -20°C. Frozen
spucumcn&. shoulfd be thawed and mixed before wsting.

C MATERIALS:
Materiaky Provided

« Test devices
+ Disposable specimen droppers
« Package insert

Materinls Required But Not Provided
+ Specimen coliection conmmer

= Timer . .
s Exlernal controls N,

DIRECTIONS FOR USE -
All(m iest dev:ce, urine specimen, and/or controls to reach room iempnmturc (15
30°C) prior o testing,
[.  Bring the pouch to room temperature before opening it. Remove the test device
from the sealed pouch and use it as soon as possible,
2, Place the test device on a clean agit level surface. Hold the dropper vertically
and wansfer 3 full drops of urine {approx. 100ut]) ta the specimen well {8} of the

test device, and then start the timer. Avoid trapping air bubbles in the specimen
welf (S). See the itlustration below.

3. Wait for the colored lne(s) to appear. The result sheuld be rend at 5
minutes. Do not interpret the result after 10 minutes.
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- ANTERPRETATION OF RESULTS

{Please refer to the illustration above)

NEGATIVE:* Two lines appear. One colored line should be in the coatrol region
(£), and another appacent colored line should be in the test regian (7). This negative
result indicates that the Methamphetamioe concentration ts below (he deteclable
level (1,088 ng/mb).

* NOTE: The shade of color in the west line region (T} will vary, “but it shuutd be
considered negative whenever there is tven a faint line.

POSITIVE: One colored line appears In the control region (C). No line appears
in the test region (T). This positive result indicates that the Methamphotamine
concentration exceeds the detectable level (1,000 ng/ml.).

INVALID: Control line fails to appear. Insuificicnt specimen volume o incomrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test using a new test device. 1f the problem persists,
discontinae using the lot immediately and contact your focal distributor,

01 ALITY CONTROL

A procedural contral is ncluded in the test. A colored line appearing in the ccntml
region (C) is considered an internal procedural control. It confirms sulficient
specimen volume, adequade membrane wicking and correct procedural technigue.

Controf standards are not. supplied with this kit; however it is recommended that
posilive and negative controls be tested os good faboratory practice to confirm the
tesl procedure and lo verify proper test performance.

LIMITATION

I, The mAMP One Step Methampheltamine Test Device provides only a
quatitative, preliminary analytical resuld. A secondary analytical method naust be
used to ohtzin n confirmed sesult Gas chromatography/mass spectromeiry
(GEMS) is the preferred confirmatory method.'?

2. It is possible that technical or procedurst errors, as well as other interfering
substances in the urine specimen may catse erroncous results,

3. Adulterants, such as bleach andfor alum, in wrine spevimens may produce
erroneous resulls regardless of the analytical method wsed. 1f adujteration is
suspected, the test should be repeated with another wine speciruen,

4. A Positive Result daes not indicate level of intoxication, administration route or
concentmtion in vrine.

5. A Negative Result may not necessarily indicate deng-free urine. Negative resulis
can be obtained when drug is present but below the cutoff level of the test

6. Test does not distinguish hetween drugs of sbuse and certain medications.
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PERFORMANCE CHARACTERISTICS
A side-by-side comparison  was conducted using the mAMP One Step
Methamphelamine Test Device and a leading commercially available mAMP rapid
test. Testing was performed on: 300 clinical specimens, Ten percent of the specimens
empioyed were eilher at -25% or +25% level of the cut-off concentsation of 1,000
=ighnl, Methamphetamine. Presemptive positive resulls were confirmed by GC/MS.
The [ollowing results were tabulaied:

Method Dther mAMP Rapid Fest Tata!
mAMF One Step Test ]I:‘Ic.s}{lls Pasitive Negative Resuits
Devies asitive 147 0 147
Negative 1 152 153
Totat Results 148 152 300
%6 Agreement with this commercial kit 99% >008% 9696

When compared al LU0 ng/ml. cul-off with GCMS, the following results were
abulated:

Mothod GCIMS Totat
Results Positive [ Negative Tesults
mAMP I?é':lf:w Test Positive 135 12 147
Nezalive L 152 153
Tatal Results 136 164 300
%6 Agrepment with GCMMS Analysis 99% 9% 96%%5

Eighty (80) of these samples wete afso run using the mAMP One Siep
Methamphetamine Test Device by an untrained operalor at & different site. Based on
GUMS data, the operator obtined a statistically similar Positive Agreement,
Negative Agreement and Overull Agreement rate a3 the laboratory perseana,

Analytical Sensitivity]
A drug-free urine pool was spiked with Methamphetamine at the following
concentrations: 0 ng/ml., 360 ng/mL, 730 ng/mL. LO0O ng/ml., 1.250 ng/ml and
1,504 ng/mL. Fhe result demaonstrates >99% accuracy at 50% above and 50% below
the eut-off concentration. The data are summarized below:

Methawphetamine Pervent of Visual Result
Concentration (ng/mL) Cutoff n Negative | Positive

0 0% 30 30 0
560 5086 30 30 0
750 -23% 30 24 [
1,000 Curoll 30 18 |24
1,250 +25% 30 I 29
1,500 +50%% ki Q 30

Analytical Specificit

The following table lists compounds thal are positively detected in wrine by the
mAMP Cae Step Methamphetamine Test Device at 5 minutes.

Compoan Concentration (ng/ml)
p-Hydroxymethamphetamine 30,000
d-Methamphetamine [,000
i-Methamphetamine £,000
(£)-3.4-Methylenedioxymeshampheiamine 2,000
Mephentertnine 50,000

A swdy was conducted at 3 physician’s offices by untrained operators using 3
different lots of product o demonstrate the wilhin run. between run and between
operator  précision. Am identical panel of coded specimens containing no

Methamphetamine, 25% Metharnphetamine above and below the cut-off and 504%
Methamphetamine above and below the 1,000 ng/mlL eot-off was provided to cach

sitie. The results are given balow:
Methamphetamine 0 Site A Site B Site C

concentration (np/ml) . + N + N +

[ 15 15 1] 13 0 15 0

300 £S5 15 0 15 0 14 1

730 15 0 5 2 i3 13 2

1,250 15 4] 15 0 [ ™Hs 1 14

1,500 15 0 15 0 b} 0 15

Elfzct'of- Uriiary Specifie Gravily

Fifleen (15} urine samples of normal, high, and low specific gravity ranges were
spiked with 500 ng/nL and 1,500 ng/mL of Methamphetamine respectively. The
mAMP One Step Methamphetamine Test Device was tested in dupficate using the
fifteen neat and spiked uring samples. The results demonstrate that varying ranges of
urinary specific gravity does not affect the test resulis.

[:flect of thip Urisiiry pH

The plH of an aliquoted negative urine pool was adiusted 10 a pH range of 5t 9 in [
pHl unil increments and spiked with Methamphetamine to 500 ng/mL and £,500
ngfnl.. The spiked, pli-adjusted urine was tested with the mAMP One Step
Methamphetamine Test Device in duplicate, The results demonstrate that varying

ranges of pH does not interfere with 1he performance of the test.

A study was conducted to delenmine the cross-reactivity of the fest with compounds
in either drug-free urine or Methamphetamine positive wvrine. The foliowing
cempounds show no cross-reactivity when tested with the mAMP One Step

Cross-Reqvtiviy

Methampheiamine Test Device at a concentration of {00 pg/ml..

4-Acerumidapheont
Acelephenetidin

N-Acctylprocainamide

Acetylsalicylic acid
Aminppyrine
Anitryptyline
Asmuobatbital
Amoxiciliin
Ampicillin
Ascorbic aeld
D-Amphetamine
D L-Amphetamine
L-Amphctamine
Apomorpbine
Aspaname
Atropine

Benzilic acid
Benaoie aeid
Benzoylecgonine
Benzpheramine
Bilirukin
Brompheniraming
CafTeine
Cunnabidiol

Envthromyein
-Bstradiol
Estrane-3-sulfate
Ethyt-p-aminobenzoate
Fenfluramine
Fenoprofen
Furosemide

Gentisic acid
Hemaogiobia
Hydralazine
Hydrochlorothiazide
Hydrocodone
Hydrocortisone
p-Hydroxyamphetamine
O-Hydroxyhippuric acid
3-Hydmxytveamine
{buprofen

Imipramine

Eproniazid

{3 Isoprterenol
Isexauprine

Kelzmine

Ketoprofen

Labetafol

Papaverine
Penicillin-G
Pensobarbital
Perphenazine
Phencyclidine
Pheneleine
Phenobarbital
Plentemsine
$-Phenylephirine
[-Prenylethylamine
Phenylpropannlimine
Predalsolane
Prednisone
Pracains
Promazine
Promethazine

&, -Propanolol
d-Propoxyphene
d-Pseudoepheddne
Quinaerine
Quinidine

Quinine

Raniridice
Salicylic acid

Chlorat hydrate Levorphmiot Secobarbita)
Cliormphenicot Loperamide Serorenia (5-
Chlordinzepoxide Maprotitine Hydroxyiyramine)
Chlorothiazide Meperidine Sulfamethazine
{3 Chlorphenimmine Meprobamate Sutindne
Chiorpromazine Methadane Femazepam
Chlarguine Methoxyphenamine Tetracyeline
Chalestzral (4} 34-Mehylenedioxy- ‘Tetrahydrocortisone, 3
Cloinipramine amphelamine Acete
Clomidine 34-Muthylenedioxyethyl-  “Tewrshydrocortisone 3 (f-D
Cocaethyleae amphetoamine glucuyonide}
Cocaine Methyiphenidate Tetrahydrozotine
{'odeing bMuarphinz-3-p-0- Thianzine
Cortisone slucuronide Thioriclezine
(-} Cotinine WNalldixic acid 4.1 Tyrosing
Creatinine Naloxone Tolbutamine
Beoxyconicosterane Maltrexone Trins-2-
Dexiromethorphan Naproxen phenylevelopropylamine
Diazepam Nfacimamide Trizmterene
Dielnfenac Nifedipina Trifluoperazine
Biflunisul Norethindrone Trimsthoprii
Digoxm d-Norproposyphene Trimipramine ¢
Diphenhyd Koseapine Tryptamine
Doxylamine d,|-Octopamine 41 Tryptophan
Ecgonine hydrochloride Oxalic acié Tyramine
Eipontne methylesier Oxarepam Urle ackd
(IR,25)(-*Ephedrine Oxolinie yeid Verpamil
I-Epinephrine Oxycodone Lomepiac
Oxymetazoline

(-} Ephedring
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