NWALL ™ «-PVP Rapid Test Cassette

A= WTEST

A rapid test for ihe quaitative defection of o-PVP in hurman utine
For medical and other professianal in viro dagnosiic use anly.
[INTENDED USE]
The o-FVF Rapid Test Cassetie (Urne) i a rapd chromatographic immuncassay for the
detecion of alpha-Fyrolidinovalerophenone (o-PYP) in luman wine al & cuboff concentration
of 1000 ngfml
This ssgay provides only @ quailafve, predminary lest resull. A more spechic alke rate chemical
metod must be used in order to obiEin & confimed result Gas dwomatography/mass
spectrometry (GC/MS) or Liquid Chromatograptyimass spectrometry (LCAMS) are the preferred
confitrralory melhods. Clinical considesalion and professional judgmenl shoud be applied o
any drug af abuse Iesd resull, panicularly when preliminary postive resulle are used.
[SUMMARY]
abha-F')ﬂnldlnuvdamphamn! idao Rnnwn a5 O- PVF' M—PVP alphs-F\a'F' a'm Flakka) is a
synihelic sbmulant and sses. o-PVP may be
quantfied in blaod, plasma or Lrhe o cnrmam a diagnosis af pmsnnmg in haspaalized patients
ar to provide vidence in a medicoiagal death investigation.” 1t generslly comes in the torm of
wither a arystaline powder o crystalized shards which users can inges! 1o produce nmmmut
sharlived suphoric stmukand effects which are 1o these of
cocaine when insuffiated or vaponized. o-FVP has been reporied to be the causs, a a
significant contributory cause of deaih in suicides and cverdoses cawsed by cambinations of
drugs.* * It has afso been linked 10 At least one death where it was combined with pentadrmne
and caused heart faure.
The o-PVP Rapid Test Cassette (Uring) is a rapid urine screening lest thel con be performed
without the use of an instrument. The test uiilizes a monodional anfibody to seleciively detect
elevated levels of aipha-Pymolidinovalerophencne in wine. The o-PYP Rapsd Test Cassetta
(Uring) yielts @ posifive resutt when sipha-Pymolidinovalraphencna in ufine excasds
1.000rg/mL
[PRINCIPLE]
The o-PVP Rapid Test Casselte (Urine) i an immunoassay basad on fhe princple of
competitive binding. Drugs which may ba present in the urine specimen compete sgainst tha
drug conjugate for binding siies on the antibody. Duning tesing, 8 wine specimen migrates
upward by caplary sction. alpha-Pymoldinovalerophenone, i present in the wine specman
below 1, 0000l will not saturate e binding sleso'anhbodr—waleu particles in the kst The
antivody-coaled pardes will then be captured by
conjugate and & visible colored line wil show up in the lest Ime rwm The colored line wil not
form in the test ine reglon if e alpha-Pymolidinovalerophencne level exceads IMQ‘ML
because [twill saturate all the binding sites of anti-alph:
drug-posifve wrine specimen will not generate a c.olnml e in the issl fine region because uf
drug compedtion, while 3 drugegalive wine spedmen o a containing a drug
conceniralion lower San the cut-of will generate a line in the tesl line region. To serve as a
procedural control, 8 eolored line wil Bwaye appaar in the control kna region, indicating that
propear volume of specimen has boen added and membrana wicking has occured
[REAGENTS]

The les! conlaing mouse Iph: anlibody-coupled
pariies and alpha-Fyrrok P protein conjugate. & goat antbody is smployed in
The contral line systam,

[PRECAUTIONS

= For medical and other professional in wio diagnos§c use only. Do not use after tha
axpiration date.
Ths test should ramain in the sealed pouch unil wse,

i be

- 2hol hazardous and handled in the same manner
as an infectious agent.
= The used test shoud be 1o local
LSTORAGE AND STABILITY ]
Store 8 ged intha sasied pouch eithar at room 2-30°C). The

tent I3 stable through e expration dste prnied on the sealed panm The test must remain in
the eested pouch until use. DO NOT FREEZE. Do nol use bayond the expiration date.
[SPECIMEN COLLECTION AND PREPARATION]
Uring Assay
The wins specimen must be collectd In 2 cean and ary container. Urine collecied at any time
of 1he day may be used. Unne specimens exiibling visible should be

1. Bring the poudh 1o room te:rperaue belore opening . Remove M lest cassalte from the
sealed pouch and use it within one hour

2. Place the kesl device on a clean and leved surface. Hold the dropper vestically and transfer 3
full drops of urine (mpprox 120 pl) to the specimen well (5] of e lest cassetle, aod then
start the limer. Avead trapping air bubbles in the specimen well {5). See the siraSon below,

3. Wit for the colored line(s) 1o appear. Read results at 5 minutes. Do not inferpred the resut
after 10 minutes.

] 3 drops of urine

0 gEU0

Positive  Negative Invalid

[INTERPRETATION OF RESULTS]
HEGATIVE:* Two colored lines appear. One colored line should be in the conlrol line
region {C). and another colored line should be in lhe test line: legnn {T) Thia negative rasxﬂ
indicates that the alpha-Py P
(1,000ngimL).
*NOTE: The shade of color in the test line raglon (T) will vary, but it shoud be conmderad
negative whenever there |2 euen a fant calored ine.
POSITIVE: One colored line appears in the control region (C). Mo ling appears in the test
line region (T, This posiive resull indicates thal e siphs-Pymoidinovalerophenons
concentration exceeds the detectable level (1. 000ngmL)
INVALID: Control line {G) falis to appear. Ineutloent spacimen volume or Incorrect
procadural technigues are the most likely reasans for contro ine fallure. Review the procedure
and repeal e lest using @ new lest. I Ihe problem persists, disconlinue using the lot
immediately and cortact your local disk Exsdor

1

ara balow the

A procedural contral is included in tha best. A colored Bne appearing in the control region (C) is
considered an intemal procedural contrel, I confirms sufficient spedmen volume, adequate

Analytical Specificity
The kllowing Leble isls compounds St are posilvely detected in wine by 1he a-PVP Rapid
Tes Cassefle 1U|||‘|0J 21 § minutes
Compo Concentration {ngimL)
dma-?wvuﬂdmnvahrmmne 1,000
thlm

A sludy was canducied a1 3 hosplals using 3 different lots of produst o demanstate the within
un, between run and bemen operator precison. An identical panal of coded specimens

ining no al al above and
below the culof and 50% dnh>wnuludmlaupmons ‘abave and belaw the 1000 ng'mL

culofl ware provided 1o each site. The following results were atudated
alpha-Pyrrolidinovalerophonans Sitn A Sita B SwC |
Concantration {ng/mL) = = =
[] 1 10 10
500 1] 10 10
750 ]
1.250 1
1.500 10 10 Q 10
Effect of Urinary Specific Gravity
t—‘u&-m urine sarmples with spechc gravities ranging from 1.004 1o 1.035 were spiked with
none 1o the of 500 and 1,500 ngimL_ The

PP Rapid Test Cassetie (Urina) was tested in duplicate using the fitean neat and spiked
wina spacimans. The resuits demonstrate that varying ranges of urinary specfic grawity do not
affect the test results
Effect of th Urinary pH

The pH of an abgucled negalive urine pool was adjusted 1o 3 pH range of 5 to 9 in 1 pH uni
increments and spiked wilh alpha-Pynolidnovalercphenone to 500 ng/nl and 1.500 ngiml
The spiked, pH-adjusted urine was tested with he aPVP Rapid Test Casselle (Uring) in

. The resulls demonstrate $at varying ranges of pH do nat interfere with the
perfiormanca of the fesl

le-ﬂn:lw

A study was o clivity of the test with in either
drug-free unine ar amwmnauﬂ«oﬂennm png!iwe unine. The falowing compounds
show no cross-reaciivity when tested with e 0-PVP Rsepid Tesl Cazzefie (Wdine) st 8
concantration of 100 pgiml.

Non Cross-Reacting Com pounds
(#) 3 A-Melhylendiosy  Nimesdide

flered, or allowed setfe (o oblain & dear specimen & Lestng.

Specimen Collection
Uiing spedmens may be stored al 248 °C for up o 48 hours prior % assay. For prolorged
storage, spedmens may be frozen and stored below -20 °C. Frozen spedmens should be

thawed and mixed before testing.
[MATERIALS]
Materials Provided
= Test Casseltes = Package Insert = Droppers
Materials Required But Not Provided
= Specimen collecion containers * Tirmes
[CIRECTIONS FOR USE,

Allow the test, urine specimen andlor controls to mach room temperature (15-30°C) prior
to testing.
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Frefriceane wicking and eomes! procedural ledhnigue. Acsapienstidn pdh Busprone Metrania zoie
Cantrol standards are not suppliad wilh this kit however if is recommandad that positive and W-Acetdprocanamide  Malididc acid 55 Diphenylipdenioln  \Vancorycin
negative controls ba tested as good labaratory pracice fo confirm the test pi and fo i i Malcane FThyrewing Spiraralncan:
verily proper lest parformance Amnopyrne Nacinamide EDDP Emetne
[LIMITATIONS] Amisipyling Mifedipine Oty i phang Panseting
1. The o-BWP Rapkd Test Cassade (Urine) provides ondy a qualiiabue, preliminary result. A 2 e 2
socondary anab,-m| method must be used to oblain a cofimed resul. Gas praseingy Nombilgiore Liiorers iy
{GCAMS) s the prefirred confmatory mathod. e bt i e
2 Nis :ms.ue IM tem‘-ml or proceduril emors. 85 well &5 olher interfering substances in p . dl i {‘n;n:mure a::‘:“ R
e unne specimen may Cause SMONeOUS resuts. Benzibe acd Creazepam Guslacnl Glycaryl - Carbamazeping
3. Adulterants, such as bleach andéor alum in urine may produce ; (=" Ether catamate Larsoprazole
results regardiess of the enalylical method used, (Fadulleration is suspected, the lest shoud Blingin Fapavering Chinrprothizene Diphenawylate
e repeated with anolier uring specimen, Chioramphenical Fenicilin R {-Deprany T-Amina-clonazepam
4. A poslive resull indicates presence of the drug or is malal:loalas but does not indicates g F P _ L4 d £
levet of i route or inu ¥ ?
5. A negasve result may not necessariy indicats dng-free Wi Negasiva rasults can be Chioroquine Pemhenazine Aibotavn . Eanamant "
blained when drug is present but below the cul-off lavel of the tesl. r | . FCH OIS DN
6. Tesl dpes not distingush besween druge of abuse and cenain medicatons. Cioniine i bl \-'Bmc ackd
PR cE ERISTICS] Gocaing Predrisalane Altumin Isoniazid
Accuracy Codene Predrigang d{+) Ghicose T-Aminaflunilrazegam
A skie-by-mide COMPENSON was conducted using the 0-PVP Rapid Tes: Cassatte and GLIMS at Coisane Lohanylepteing - Sedfium chiaride DL-Hemaraping —
e cut-off of 1,000 ngimi. Testing was performed on 100 dinical specsmens previously ICalining [R}-I-HFhemdaphnne  Pemoling Hydrobromide
collected from %s present jor Drug Scresn Tasting The ol rasults were fabulakd. Crealining Procaine Cimeidine Alprazoiam
= . Tatal Results it et i n 3 %
| 7o
-PVP Rapid Test [—rooois Poslive Negatle Crfunisa 5-HyFoiyptamng  Etodotac Estazoiam
Cassatte Positive 35 2 37 Digosin Sullamethazine Metopmic Bromazepam
ative E] 1] 83 i i
Total Results 38 B2 100 =1y [+t
%, Agreament [FRL 06.8% T5.0% [-Estradicl Esiradiol Tewrahydrizoling Clozapie Nerchioidiazepoxide
Analytical Sonsitivity - Diphenhytramine Thebaine Badofen Methotrexase
A dnspdree ing pod was splked with aipha-Pyrralidisovaleraphenane 8t the Falowing L Ll 0 ke Hoririyting
concentratians: 0 ngiml.. 500 ngiml., 750 rgiml. 1,000 ngiml, 1 250 ngdml. 1500 ngiml and Eatreriy . Droperid Douapr
3.000 ngémL. The result demaonstrates »99% aocuracy at 504 above end 505 below the oul-off H
conceniration. The dsta ars summarized belsa: Furosamids W b _
ﬂpmﬁtummnmm Porcont of n Visual Result Gentisic acid i
cmmuhn(gﬂmn Poziive
0 Hydrechiorotnanoe dl-Tymsne - Huspirone Pseudoephadnne -
500 O-Hydroxyhippuric edd L-Tyrosine S6-Diphenylhydanicln  Hydrochioride
750 Y 3 ¥ d} EThyroce PEG400
Cymarphone
OO0 15 Ibegsrotan Lkic acid Cyclobenzagring Amicdiping Besylste
250 =1 p-Hpdroy - Verapamil Liioesing (541 Mothany-a-Mathyl
.500 0 methamphatamine Zomepirae: -2-napmalenascetc acid
000 50 Imipraming Ampicilin Guaifenesin Valsarian caps e
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