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One Step
Opiate Test Device
Package Insert
A rapid, one step 1est for the qualitative detection of Qpiates in human urine.
For healihcare professionals including professionals at point of care sites.
For in vitre diagnostic use aniy

The MOP One Step Opiate Test Device is 2 later) flow chromalographic itnmuncassay
t'olr the deteclion of opiates in wrine al a eut-off concentration of 300 ngink. This test
will delect other opiates, please refer to nmalytical specificity table in this package insest.
This assay provides anly a preliminary analytical fest result. A wmere specific
alternnte chemieal inethod must be wsed in order to abtain a confrmed analyticat
result, Gas chromatography/mass specirometry (GOMS) is the preferved
conifirmutory method. Choieal consideration and professional judgnent should be
applied to any drug of abase test result, particularly when prelittinary pesitive
vesulls are uged,

o BUMMARY om0 i S
Opiste refers to any drug that is derived from the opium poppy, including the
nalm_'.ﬂ praducts, morphine and codeine, and the semi-synthetic drugs such as
heroin.  Opioidt is more general, refening to any drug that acts on the opioid
recepior,
Opioid analgesics comprise a large group of substance which control pain by
depressing the central nervous system. Large doses of morphine can produce higher
tolerance level and physiological dependency in sers, and ntay lead to substance
abuse. Marphine is exereted unmetabalized, and is also the majot metabolio product
of codeine and heroin. Morphine #s detectable in the urine for several days aftet an
opiate dose. !
The MOP Oue Step Opiate Test Device is o rapid urine screening fest that ean be
performed without the use of an instrument, The test utifizes a monoclonal antibody
io scleciively deteet clovated levels of opiaies in urine. The MOP One Step Opiale
Test Device yields a positive result when the conceatration of opiates in urine
exceeds e cutoff level

The MOP One Step Opiate Test Device is an mmunoassoy based on the principte
aof competitive binding. Drugs which may be preseat in the ucine specimen compete
against the drug conjugate for binding sites on the antibody.

During losting, a urine specimen migrtes upward by capillary action, Opiates, if
prescut in the urine specimen below the culoff level, will not saturate the binding
sites of the antibody in the test deviee. The morphine conjugate will be captured by
antibody nad a visible colored line wifl show up in the test line region. The celored
line will mot form in the test line region if the opiates level exceeds the cutoff
concentration beeause it will saturate all the binding sites of onti-morphine
antibodies.

A drug-positive urine specimea will not gencrate a colored line in the dest line
region because of drug comgpetition, while a drug-nepative urine specimen will
generate 4 line in the test line region bueause of the abseace of drug competition.

To serve as a procedusal control, a calored line will ahways appear at the control

line region, indicating that proper volume of specimen has been added and
memmhrane wicking has occurrod,

The test device contains manoclonal anti-mosphine antibody-coupled particles and morphine-

protein conjugates. A goatantibody is eiployed in the control line systcow

R R PRECAUTIONS - .

s Jor healtheare professionals including professionals at point of care sites.

e For professional in vitro disgrostic us¢ ozly. Do not use after the expiratios
date The {est device should rernain in the sealed pouch wnil use.

» Al #specimiens should be considercd potentially hazardons and handled in the
SRme manner as an infectious agent.

+ The test device should be discarded according to federal, state and local

repulations. .

STORAGE AND STABILITY

Store as packaged in the scaled pouch at 2-30°C. Tho test device is stable through the
expiration date printod on the scaled pouch. The test device must remain in the scaled
pouch until use. DO NOT FREEZE, Do not use beyoad the expiration date.

SELCIMEN COLLECTION AN PREPARATION

The urine specimen maust be coflected in a clean and dry container. Urine collected
at any time of the day may be used. Urine specimens exbibiting visible particles
should be centrifuged, filtered, or allowed to setile to obtain & clear specimen for

testing.

Specianen Storigy
Urine specinens may be stored at 2-8°C.for up to 48 hours prior to testing. Fer
long-term  storage, specimens may be frozen and stored below -20°C. Frozen
specimens should be thawed and mixed befors testing.
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Niateriels Provided]

»  Dispasable specimen deoppers

+  Testdevices

*  Packnge insert

Muterinls Kespeired Bat Nor Pro il
*  Specimen collection container
&« Timer
«  External controls
foes s PERECTIONS FORUSE

Ablow the test device, orine specimen andfor contrels te rveach room
temperature (15-30°C) prior to testing,

1. Bring the pouch to room temperatuse before opening it. Remove the fest device
from the sealed pouch 2nd use it as soon as possible.

2. Place the test devi¥e on a clean and level surface. Hold the dropper vertically
and transfer 3 full drgps of urine (approx. 100pul) to the specimen well (S} of
the test device, snd then start the timer. Avoid trapping air bubbles in the
specimen weil (8). Sce the iustration below.

3. Wait for the colored line(s) to appear. The result should be read at §
minutes. Do not interpret the result afier 10 minutes.
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INTERPRETATION OF RESHLTS
{Please refer to illustration above)

NEGATIVE:* Two lines appear, One colored line should be in the control region
{C), and anpther colored line should be in the test region (T). This negative result
indicates thal the morphine concentration is below the detectable level (300 ng/mL).
* NOTE: The shade of the colar in the test region (T) may vary, bat it should be

considered negative whenever there is even a faint line. , .

POSTTIVE: One colored line appears in the cantrol region (C). No line appears
in the test region (T). This positive result indicates that the momphine coacentration
exceeds the detectable fevel 300 ng/mL).

INVALID: Contrel line falls to appear. Insufficient specitmen volume or
ineorrest procedural techniques arc the most likely reaseons for control line
failure. Review the procedure and ropeat the test with a new test device. If the
problem persists, discontinue using the test kit immediately and contact your
Tocal distributor.

OU ALY CONTRODI

A procedural conrol is included in the test. A colored line appearing in the control
region {C) is considered an internal procedural control It confinns sufficient
specimen volume, adequate membrane wicking and correct procedurad technique.
Control standards are not supplied with this kit; however it is recommended that
positive and negative controls be tested as good labomtory testing practice to
confirm the test procedure and to verify proper test performance.

LINHT AVTHIONS

1. The MOP One Step Opiate Test Device provides only a qualitative, preliminary

analytical result. A secondary analytical method must be used to obtzin a

confiomed result, Gas chromatography/mass spectcometry (GC/MS) is the

preferred confimatory method, 2

It is possible thet technical or procedumi emors, as well as other interfering

substances in the urine specimen may cause erroncous results,

3. Adulterants, such as bleach andfor alum, in wrine specimens may produce
erroncous results regardless of the analytical method used. If adultecation is
suspected, the test should be repeated with another urine specimen.

. Certuin medications containing opiate derivatives may produce a positive result.
Additionally, foods and tea containing poppy products (the origin of Lhe opiate)
may also produce a positive result.

. A Positive Result indicates presence of the drug or its metabelites but docs not
indicate level of intoxication, administration routc or concenltration in arine.

6. A Negative Result may not necessarily indicate drmog-free urine.  Negative
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resulis can be obtained when drug is present but balow the cutoff level of the

est,
7. Test does not distinguish batween drugs of abuse and certain medications.

= PERFORMANCE CHARACTERISTICS

[Acenrscs
A side-by-side comparison was conducted using the MOP One Step Opiate Test

#Device and a leading commercially available MOP rapid test. Testing was

performed on specimens previously collected from subjects presenting for Drug
Screen Testing. Presumptive positive resulls were confirmed by GO/MS. The
following results were tabulated;

Methed Other OPI Rapid Test | ‘Fotal
OPI One Step :’lzs.u-m Posuave Ngg_giwc Rﬁ%]ts
Test Device osmye 15 3
Negative ') 130 30
Tatal Results 150 150 3090
% Agreernent with this clal kit >35% >80 >90es
When compated to GO/MS st the cut-0ff of 300 ng/mlL. the following results were abylated:
Method GC/MS Total
OPI Ono Step Toat Rcs-t{l!s Pogitive Negative | Results
D Posilive 141 g 150
evice z =
Negative [ 13¢ 150
Total Resulis 141 139 kLY
B4 A with GC/MS Annlysis >09% 945 %

Eighty (80) of these samples were also run using the MOP Qne Step Opiate Test
Device by an untrained operator at a different site. Based on GCY/MS data, the
opeeator abtained o statistically similar Positive Agreement, Negative Agreement
snd Overall Apregment rate as the [eboratory persenael.

Ardytical Sensitivity
A drug-free urine pool was spiked with Morphine at the following concentrations:

0 ng/ml, 150 ag/mL, 225 ng/mL, 300 ng/mE, 375 ng/mL and 450 nghml. The
result demonstrates >99% accuracy at 50% above ané 50% below the cut-off

concentzation. The date are summarized below:
(a/mL) Cutoll Negative | Positive

0 0% 30 k1 4]
156 «30% 30 30 4]
22% -25% 30 28 2
300 Cutoff’ k3! 20 10
375 +25% 30 3 27
4350 +50% 30 4] 30

The following 1zble lists compounds that are positively deteeted in urine by the
MOP One Step Opiate Test Device at 5 minutes.

Compound Concentration (ng/iml)
Codeine 300
Ethylmorphine 6,250
Hydrocodone 50,600
Hydromorphone 3,125
Levophano/ t,500
G-Mononcetylmarphine 400

Morphine 300

Compound Concentration (ng/mE)
Morphine 3-B-D-glucuronide 1,008
Norcedeing 6,250
Nornemphone 100,000
Oxycodone 30,000
QOxymorphone 100,000
Procaine 15,000
Thebaine 6250

< ™
A study was conducted at 3 physician’s offices by untraiifed operators using 3
different lots of product to demonstrate the within run, between nun and between
operator precision. An identical panel of coded specimens blind Inbeled and tested
at each site. The results are given below:

Morphine Site A Site B Site C
cone. o

(ng/mL) - + - + +
0 45 I5 0 15 ¢ 15 0
130 45 15 [t 15 0 15 0
225 45 12 3 11 4 I3 2
375 45 4 i1 ] 15 7 8
450 45 1 14 2 13 0 15

Eifectal- Urinry Speeilie Gravily
Fifteen (15) urine samples of norma), high, and low specific pravity rnges were
spiked with 150 ng/m! and 450 ng/m] of Morphine respectively. The MOP One Step
Opiate Test Device was tested in duplicate using the fificen neat and spiked urine
samples. The results demonstrate that varying renges of erinary specific gravity
does not affect the test results,

Effuet of the Urinars pll

The pH of an aliquoted negative urine pool was adjusted tfa pH range of 5 10 9 in 1 pH
unit increments nndl spiked with Morphing to 150 ng/m? and 430 ng/mT. The spiked, pH-
adjusted urine was lested with the MOP One Step Opiate Test Device in duplicate and
interpreted according 1o the package insert. The resulls demonstrate that varying ranges
of pH does not interfere with the perforormce of the test.

Lrowyslteaetivity
A study was conducted to determine the cross-reactivity of the test with compounds
in either drog-free urine or morphine positive urine. The Bllowing compounds
show 1o cross-reactivity when tested with the MOP One Step Oplate Test Device at a
conceniration of I pg/ml.

Noa CCross-Reqeting Compaitedy

4-Acetamidephenol Erythromyein Oxymetazoline
Acetophenetidin [-Estradial Papaverine
N-Acetyfprocainamide Bstrone-3-sulfate Penicillin-G
Acetylsalicylic neid Ethyl-p-amincbetizoate Penlazocine
Aminopyrine Fenoprofen Pentobarbital
Amitryplyline Furosemide Pembenazine
Amobarbitl Gentisic acid Phencyclidine
Amoxieillin Hemoglobin Phenelzine
Hydralazine Plenobarbital
L-Agcorbic reid Hydrochlorothiazide Phentermine
B, L-Amphetamine Hydrocortisone E-Phenylephrine
Aponwrpiine O-Hydroxyhippuric aeid B-Phenyletylamine

Aspaname

p-Hydroxy-

Fhienylpropanolamine

Atreping methamphetamine Preduisone
Benzilic acid 3-Hydroxytyramine D,L-Prapanalol
Benzoit acid Touproflen D-Propoxyphene
Benzoyfeegonine Imipramine D-Pseudoephedrine
Benzphelamine Toroniazid Quinidine
Bilinabin {Z) Esoproterennl Quining
(#)-Brompheniramine Isoxsuprine Ranitidine
Caffeine Katamine Baticylic ocid
Caanabidiol Ketaprafen Secobarbital
Chloralhydmte Eabetalol Serotonin (5-

Ch? iphenicol Lop jid Hydraxytyramine)
Chlordiazepoxide Mapratiline Sutfamethazive
Chlorothinzide Meperidine Sulindac

(£} Chiprphenimmine Meprobamate Temazepam
Chiorpromazine Methudone Tetracyclina
Chierquine Methoxyphenzming Tetrahydracartisone, 3
Cholesieral ) daMethylenediony:  Aceiple
Clomipramine amphetamine Tetrmhydrocartisons 3 (-1
Clonidine {+) 3d-Melhylenedioxy-  glucuronide)
Cocaine hydrochloride Iznnipheraming Tetrahydrozaling
Cartisone Nalidixic acid Thizmine

{-) Cotinine Thioridazine
Cregtinine Naloxone D, L-Tyrosing
Deoxycortivosterone Noltrexane Tolbumnide
Dextromethorphan Maprosen Teamterene
Diazepam Niacinamide Teifluoperizine
Diclofenac Nifedipine Trimethoprim
Diftunisal Narethindrone Trimipramnine
Digoxin D-Nomropoxyphine Trypramine
Diphenhydeamine MNoscapine B, L-Trypiophan
Doxylamine D,L-Cetopanine Tyramine
Ecgonine hydrochlodde Oxatic acid Uric acid
Eegonine methylester Oxuzepom Verapunil

{=} ' Ephedrine Oxaolinic acid Zomgpime
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