s> OXYCODONE
One Step
Oxycodone Test Device
Package Insert

A rapid, one step test for the qualitative detection of oxycodone in human nrine.
For healtheare professionals including profossionals at point of care sites

Forin vifre diagnosric 1se vniy.

The OXYCODONE One Step Oxycndone. Test Device is a rapid chromamgmphlc
immunoassay for the qualitative detection of oxycodone in human urine at 2 cut-off
concentention of 100 ng/mi.

This assay provides only a preliminary analytical test result. A more specific
alternate chemical method roust be used in order {fo obtain a confirmed
analytical result, Gas chromatography/mass spectrometry {GC/MS) is the
preferred  confirmntory method. Clinicnl consideration and professional
Jjudgment should he applied to any drug of abuse test vesult, particularly whea
preliminary pos[ﬁve results are used.

Oxycodene is a semi-synthetic opioid with a structural similarity to codeine. The
drug is manufzctured by medifying thebaine, an alkaloid found in the opium poppy.
Oxycodone, like ofl opiate ngonists, provides pajn rclief by acting on opioid
receptors in the spinal cord, beain, and possibly directly in the affected tissucs.
Oxycodone is prescribed [or the relicf of moderate to bigh pain under the well-
known phannacentical trade names of OxyContin®, Tylox®, Percodan® and
Percocet®. While Tylox, Percodan and Percoce! contain only small doses of
oxycodone hydrochloride combined with other analgesics such as acctaminophen or
aspirin, OxyContin consists solely of oxycodone hydrochioride in a time-release
form.

Oxycodore is kmown to metabolize by demethylation into oxymorphone and
aoroxycodone, In a 24-hour urine, 33-61% of a single, Smg oral dosc is excreted
with the grimary constituents being unchanged drug (13-19%), conjugated drug {7-
29%) and conjugated oxymorphone (13-14%). The window of detection for
oxyeodone in wrine is cxpected to be similor to that of other opioids such as
morphine.

Fhe OXYCODONE One Step Oxyeodone Test Device yiclds a positive result whea
the oxyeodone level in unine exceeds 100 ng/ml. At present, the Substance Abuse
and Mental Health Serviees Administration (SAMHSA) does not have z
l‘ccommendcd screcnmg cutoff for axycodone positive specimens,

PRINCIPLE

The OXYCODONE One Step Oxycodone Test Device is an 1mmunoassny based on
the principle of competitive binding. Drugs which may be présent in the urine
specimen compele against the drug conjugate for binding sites on the antibody.

During testing, a urine specinmien migrates upward by capillary action. Oxycodone, if
present in the urine specimen below 108 ng/ml, will not saturate the binding sites of
antibody in the test device. The antibody coated paticles will then boe caplured by
immobilized Oxycodone conjugate and o visible colored kine will appear in the test ling
region, The colored line will not form in the test line region if the Oxycodone level

exceeds 100 ng/ml. because it will saturate all the binding sites of anti-Oxycodone
antibody.

A drug pogitive urine sp 1 will aot g a colored linc in the test line
rcgum because of drug competition, while a drug-negative wrine specimen or 2
specimen containing a drug concentration less than the cut-off will generate & line in
the test line region,

To serve as 2 procedural control, a colored line will always appear at the control line
region, indicating that proper volume of specimen hay been added and membranc
wicking bas occurred.

The test device contains monoclonal anti-Oxycadone antibody-coupled particles and
Oxycodone-protein conjugate. A goat antibody is employed in the control line.

For healthcare prafessionals including professionals at point of care sites.

For in vitre diagnostic use only. Do not use after the expiration date.

The test device should remain in the sealed pouch until ready for use.

All specimens should be considered potentially hazardous and handled in the sane
marmer a5 an infectious agent,

Used test device should be discarded according to federal, state and local
regulations,

STORAGE AN NTABILITY

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

SPECIMEN COLLECEION AN PREPARATION
i Aasay

The urine specimen must be collected in a clean and dry container. Urine collected at

my tisne of the day may be used. Urine specimens axhibiting visible precipitates should

he centrifisged, filtered, or allowed t in cledr specimen for testing.

Urine specimens may be stored ot 2-8°C for up to 48 hours prior to testing. For
prolungcd storage, specimens may be frozem and stored below -20°C. Frozen
Spcclm!!ﬂs should be thawed and mixed before testing.

MEATERLAES

Alderials Provided
s Test devices

»  Disposable specimen droppers
*  Package insert

Materials Reggoieed Byt N Brovided

+  Specimen collection container
»  Timer
«  External controls

DIRECEIONS FOHI ESE

Aflow test device, urine specimen, and/or controls to eqnilibrate to room

temperature (15-30°C} prior to testing.

1. Bring the pouch 10 room temperatire before opening it. Retove the test device
from the seated pouch and use it as saon as pessible,

2. Place the test device on a clean and level surface, Hold the dropper vertically and
transfer 3 fitf] drops of urine {approce. 10011) to the specimen well (S) of the test device, and
then start the timer. Avoid trapping air bubbles in the specimen well (8). Refer to ilhustration.

3. Wait for the rod line(s) to appear. The result should be read o S minutes. Results muy be
stable up (o4 hours after test initiation.
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ERPRET
{Please refer to ilfustration above)
NEGATIVE:* Two lines appear. One red line should be in the control region (C), and
another apparent red or pink line should be in the test region (1). This negafive result
indicates that the Oxycodone coacentration is below the detectable Tevel (100 ng/ml).
+ NOTE: The shade of red in the test region (T) may vary, but it should bo considercd
negative whenever there is cven & faint pink fine.

POQSITIVE: One red line appears in the control region (C). No ]mc appears in the
test region. This positive result indicates that the Oxycodone concefiration is above
the detectable Ievel {100 ng/mL).

INVALID: Control line faily to appear. lnsofficient specimen volume or
iscorrest procedural techoiques are the most Likely reasons for control line
faiture. Review the procedurc and rcpeat the test using a hew test device. If the
problem persists, discontinue using the lot immediately ond contact your ilocal
distributor.

QUALITY CONTRON, 800 s i

A procedural control is included in the test. A ped line appearing in the control region (C)
is considersd s an iaternl procedurnd controf. Tt confirms sufficient specimen volume,
adequate membrane wicking and correst procedural technique.

Control standards are not supplicd with this kit; however, it i recommended that positive
and negative controls be tested as a good laboratory practice to confirm the test procedure
and to verify propet test performance.  Users should follow focal, sale, and federal
gmdclmm for u:sung QC naterizls,

TR TIR e

1. The OXYCODONE One Step Oxycodone Test Device provides only a qunlltﬂlwe,
preliminary analytical result. A, secondary analyiical method must be used to obtain o
confirmed resuft. Gas chromatogrephy/mass spectrometry (GC/MS) are the prefermed
confitratory methods.

2. Itis possible that technical or procedural errors, os well as other interfering substances
int the vrine specitnen may cause crroncous resuls.

1. Adulicrants, such as bleach andfor alur, in urine specimens may produce eronsous
results regardless of the analytical method used. If adulteration is suspected, the test
should be repeated wilh another urine specimen.

4, A Pogitive Result does not indicate level or infoxication, administration route or
concentration in urine.

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

6. Test does not distinguish between drugs of abuse and certain medications.



ACTERIS PTG

A side-by-side comparison was conductcd by laboratory personsel uging the
OXYCODONE One Step Oxycodone Test Device and a commercially available
rupid test, Testing was performed on speeimens previously collected from subjects
presenting for Droyg Screen Testing. Presumptive positive resulls were confirmed by
GC/MS. The following results were tabulated:

Method iher OXY Rapid Test Tatal
The OXYCODONE One | Results Positive Negative Results
Step Oxycodone Test Positive 142 1 12
Device Nepative 4 154 138
Tatal Resulis 147 154 300
% Agreoment with commerelal kit 7% 9% 7%
When compatred to GC/MS at the cat-off of 100 ng/ml., the following resulls were tabulated:
Method GC/MS
The OXYCODONE | ¢ | ngg | Nean T Wear 0 ) % Mreemen
One Step NEG POS
Oxyceodone Tost Posilive [i] 3 2 135 9%
Device Negative | 147 3 3 i o7%

Eight (80) of these clinical samples were also run using the OXYCODONE One
Step Oxyeodone Test Device by an untrained operator ot a different site. Based on
GC/MS data, the operator obtained a statisticafly similar Positive Agreement,
Negative Agreemnent and Overall Agreement rate as the laboratory personnel,

Anylytical Sunsitivity.
A drug-free urine peol was spiked with Oxycodene at the following concentrations:
0 ng/mlL, 50 ng/mL, 75 ng/ml, 100 ng/ml, 125 ng/mL, 150 ng/mL and 200 ng/imL.

The result demonstrates 100% accurocy ot 50% above and 50% below the cut-off
concertrotion. The data are stunmarized below:

I‘revi\irm

A study was conducted at three independent physician's office sites (A, internal
medicing, B, pediatrics, C. geneml practice) by three independent, ustrained,
L d medical assi using three different [ots of product and run in three
cansecutive days to demonstrate tho within-run, between-ran and between-cperator
precision. An identical panel of coded specimens containing no oxycedone,
oxycedone spiked at levels +/- 25% of the assay cut-off and oxycodone spiked at
levels +/-50% of the 160 ng/mL assay cut-off were provided to each site. The results
are given below:

Oxycodone Site A Sile B Site C
conceniration (ng/ml} o - + - + - +
0 15 i 15 0 15 ] 15 0
50 15 i5 0 15 1] 15 0
75 15 15 0 15 ] 15 0
125 15 13 2 10 5 [ 9
150 15 0 15 1 15 0 15

[iTeet of Livinary Speeific Gravit
Fifteen (15) urine samples of normal, high, and low specific gravity ranges were
spiked with 50 ng/mL ond 150 ng/mL of Oxycadome respectively. The
OXYCODONE Ope Step Oxycodone Test Device was tested in duplicate using the
fifteen neat and spiked urine samples, The results demonstrate that varying ranges of
urinary specific gravity does not affect the test results.

EFfect of the Hrinary
The pH of an nliquoted negative urine pool was adjusted to 3 pH range of 5109 in |
pH unit increments and spiked with Benzoylecgonine to 50 ng/mL and 150 ng/mL.
The spiked, pH-adjusted urine was tested with the OXYCODONE One Step
Oxycodone Test Device in duplicate and interpreted sceording to the packnge insert.
The results demonstrate that varying ranges of pH does not interfere with the

peeformmmee of fhe test.

A study was conducted to detcmune !hc cross-renc!w‘ ity of the fest with cempounds
in either drug-negative urine or Oxycodone positive urine. The following
compounds show no inferference when tested with the OXYCODONE One Step
Onycodone Test Device at a concentration of 190 pg/mL.

Naon Cress-Reacting Congrmnds

Oxycodone Percent of n Visual Result
Concentration (ng/mL) Cutoffl Negative | Positive

0 0 3o 30 [}

50 «50%% 30 30 [£]

15 -25% 30 23 7

() Cutoil 30 13 17

23 +23% 3d 7 23

50 +50% 30 [} 30

200 1002 30 Q 30

Compound
Oxycodone
Codeine
Dibydrocadeine
Ethylmorphine
Hydrocedone
Hydromurphont
Oxymorphore
Thebaine

Speifieliy

The following table lists compounds that are positively detectad in urine by the
OXYCODONE One Step Oxycodone Test Device at 5 minutes,

Conceatration (ng/mL)

100
50,000
12,500
25,000

1562
12,500

1562
50,000

Asglarninophen Asetophenetidin
6-Acetylendeine N-Acctyiprocainmnide
Acelylsalicylic acid Aminopyrine
Amiriplyling Amobarbiral
Amoxicillin Ampieillia
L-Ascorbic acid D-Amphetamine
DAL-Amphzizmine, L-Amphectamine
Apnmerphine Asparinme

Atoplas Benzitie acid
Benzoic acid Benzoylecgonine
Benzphewimine Bilirbin
¥L-Brompheaicamlne Busgirane

Cafleine Cannabidol
Cannabinol Chleralhydmte
Chltromghenicel Chlerdiazepoxide
Chlerothiazits EL-Chlotopkeniranine
Chlorpromazing Chlgroquine
Cholesterol Clomipramine
Clonidine Cocaine

Cortisone L~Cotipine
Creatinine Deoxycorticosizrone
Dextramethozphan Diazepam
Diclnfenac Dicyclomine
Diflunisal Digoxin

Diplienhydmming
Dexylanine
L{~}-Epinephrine
f-Batradiol
Etkylpaminobenzoate
Feniprofen

CGemigic acid

Heroin (Diacerylmomhing)
Hydrochiorothinzide
O-Hydraxylippuric seld
p-Hydroxymethamphelsmine

3.5-Diphenylhydantoin
[1R,25] (=} Ephedrine
L -¥-Eplbedring
Estrons-J-sullate
Eryhromyeis
Furosemide
Hemoglobin
Hydealazine
Hydrocoutisone
p-tydroxyamphetaminz
-Hydroxytyramine

Thuprofen Iproniazid

D/L-fsopretercnol Isoxsupring

Ketamine Keloprofin

Lshgtalol Levorphanol

Loperamide Mapronline

Meperidine Mephenteemnioc
Meprobamate D-Metbamphetamine
Methadoae Mezthoxyphenaming
(+1)3.4-Methylenedioxyanmphelumine (+/-)3,4-Mc(hylencdioxymethamphutamine
MethyIphenidare S-Manoacerylmorphine
Morphine Marphine-3--D-glcwronide
Morphine sulfate Malidixic zeid

Naloxone Naitrexone

Naproxen Nizcinumide

Nifedipine Nimesslidate

Naoreodeine Noemehindrone

Normerphone B-Norpropexyphene
Noscoping DA~Octapamine

Oxnlic acid Qxazepatn

Oxalinic acid Oxymetnzoline

Papaverine Penictllin-G

Pentzocine hydrochlonide Pentobatbiral

Perphenarine Phencyeliding {PCPY
Phenelzine Trans-2-phenyleyelopropyluning hydrochlorids
L-Phenylephrine B-Phenylethylamine
Phenylpropanolamine Prednisolane

Predaisone Pragaine

#romaziae Promethaziine
D/L-Fropranclal D-Propoxyphene
-Paeudorphedrine Quinaerine

Quinidine Quinine

Ronitidine Saicylic acid

Secobarbital Serotonin (S-1lydroxytymmine}
Sulfamethazine Sulindse

Susliva (Efavirenz) Temazepam

Fetcaeyeline Tetrahydracorisone 3.acetate
Fetmhydrocortisone 3 {1-D-glucuronidey Tetrahydrozoline
‘Thiophylline Thiamine

Thieridazine Tolbuamide

TFrazodone ‘Tolbutamide

‘Trinmtercne Trifluoperuzine
Trimethaptim Tryptamine

D{L-Tryptophsn Tymaming

Urde eeid VYerupamit
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