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

Package Insert

A mapid test for the qualitalive detecton of Phencyclidine in human whole biood or seum or

f,WALL ™
TEST

plasma.
For medical and other professional in viro dagnostic use only,
[INTENDED USE]

The PCP Rapid Test Cassefie (Whele Blood!SerumPlasma) is a laleral fow cheomalographic
Immunpassay for the detection of Phencyclidine in whoe blood or serum or plasma at & cut-off
concentraion of 20ng/ml. This test will detect olher relsled compounds, please refer & the
analylical Specificity table in this package insart

This assay provides cnly a qualitabve, prebminary lest resut A moee specific altemale chemical
medwod must be used in order lo obdain a confimmed analydical resull. Gas chmabgraphwm
spectiometry (GCMMS) |3 e prefemed confirmatoy method. Clinical

« Punciure the skin with a starila lancet Wipe away the first sign of Hoad
= Gantly rub the hand from wrist 1o paim fo inger to farm a rounded drap of Bscd sver the
pElure Site.
= Add the Fingerstick Vihole EBiood specimen to the st by using
® Touch the end of the capllary ke to the Blood il fiked fo approximatsly 40 WL Awaid
air bubbles.
= Place the bulb orlo the top end of Be capdlary lube, then squeeze e bulb o dispense
the whole biood 1o the spedmen wel of e 1ast caseetia.
= Tesling shoud be perormed immedietely after spcimen collecton. Do nal leave: the
st rooem temp far p periods. Serum and p i may be
slared at 2-8°C for up to 3 days, lor I.ang -lerm storage, specimens should be m below 2070,

*NOTE: Tha shade of color in e test ine ragion (T) may vary, bul it should be considered
negative whenever there is even a faint colored line.
POSITIVE: One colored line appoars in tha control line region (C). Na ing appears in the lest
kne region (7). This positive result indicates that the Prencydidine concentration excesds e
ditactable cul-off leval
INVALID: Control line fails to appear. Insufficient speciman voluma or incorrect procedural
lechrigues are the mast likely ressons for control line failure, Review the procedure and repeal
the sl with & new test_ If the protlem persists, disconfinue using the 1est kit Immediately and
contact your local distributor.

[QUALITY CONTROL]
A procedursl contred i included in the fesl. A ecalored line appeanng in e confral ragon (C) is

professional judgment should be applied o any drug of sbuse fest resull, pariculary wﬂen
preliminary postive resuls ers used

[SUMMARY]

Phencycidine, also known gs PCP. I= a halludnogen that was first marketed as 8 sugical
anesthetic in the 150 5. Il was IEMOM froem the marke! because patients receiving il became
deliriou

Phencyciidine is used in powder, capsule. and tanlet farm. The powder i sither enoned or
smoked after mizéng it with marijuana or vegetable matter. FCP s most commonly administered
by inhalation but can be used Inravenously, intra-rasally, and orally. After iow dozes, the user
thirks and acts swilly and experiences mood swings from eupharia o depression. Salf-inunious
behavior iz one of the devastaing effect of PCP.

[PRINCIPLE]

The PCF Rapid Test Cassette (Whole taema) Is an based on the
principle of compelilive binding Drugs thal may be present in thewhole Hoodiserumiplasma
specimen compale against the g conjugate for binding etes on the antibody

Dunng teating, 3 whele boodissmumiplasma specimen migrates upward by capillary action.
Phancyclidine, if present in the whole blecdiserumiplasma specimen balow the cut-off leved, will
nat saturale the binding sites of fe antibody in the fest. The antibody coated paricies wil then
be capiured by immobikzed Phencyclidine-prolein conjugale and 8 visible colored line will show
up in M t2st line region. The colored line will not form in the teal line region i the Phencydidine
level exceeds the cut-off level because B will satwate all the banding sites of
antk-Phancydidineantibodies:

A drug-positive whale specimen wil not gererate 8 coiored line in fie st
e rogion because of diug compeRtion, whie a drug-negative whoe bloodissrumiplasis
speciman o 8 specimen contalning a drug concentraton less than the cul-off will generate 3 line
in the test line region. To serve 88 3 procedural control, @ cofored kine will always appear at the
control line region indicating ®at proper volume of specimen has been added and

collecied by should be slored &1 2-8°C if the w5t is 1 be un within the intemal procedural contral. 1L confimms sufficient specimen volume and comect procedural
2 UBy‘S of cokection. Do nat ﬁEEXE wihole blood specimens. VWhole biood collected Dy technique. Control standards are not supplled with this Kt however, it is recommended that
estod i posilive and negaive conlrols be tesled as a good laborakory praclics lo confimm the lest
. Brlng specimans to room tempersture prior % testing. Frozen sp st be and to varify propar test parformanca.
Ihawed and mixed well prior fo lesing. Specimens should nol be froeen and lhawed [LIITAI'IONS:I
1. The PGP Rapid Test Cassefie (Whole Blood/Serunv™iasma) provides onfy a qualitatve
= |t specimens are o be shipped, they shoud be packed in ‘with locaé resull. A analylical method must De used 0 cbitain a confirmed resuft
covering the ransportation of efiologic agents Gas ¥ mase 5p ¥ [GCMS) s the prate y method, '
[MATERIALS] 2 R is possitie Lnsl technical or procedural erars, az well as ather inerfening mnm in
Materials Provided Tewhole blood or serum or plasma specimen may Cause erroneous results.
« Test casseties + Droppers « Bufter + Fackage Ins=r 3. A postive result indicates presence of the diug or s metabciltes but does not indicate level of
But Mot ot o i i whole blood of serum of plasma
+ Spacimen collaction containars * Canfrifuga 4, A negative ms-ll may not nacassarily indicate drug-frae whole blood. Negative rasults can be

= Lancets (for Bngeratick whole Heod only) = Tirrer
= Hepannized capillary tubes and dispensing bulb {for Singerstick whaote blood anfy)
[DIRECTIONS FOR USE]

Allow the test, spacimen, buffer and/or controls to reach reom temparature (15-30°C) prior

to tosting.

1. Bring the pouch to room lemperalure before opening it Remove the device from the sealed
pouch and use It within ane naur.

2. Placa |he device on 3 clean and level surface

For gerum or plasma men:
=Hald Ihe dropper vericaly and transfer 1 full drop of serum or plasma (approdimalely
40uL), then add 2 drops of butfer {approximately 80ul) ta the specimen wellS) of the device,
and (hen stan the fimer. Avoid frapping air bubbles in the specimen well. See illustration
bialow.

ForVenipuncture Whale bleod specimen:
=Heid the dropper vertically and ransfer 1 drop of whole blood (approsmately 40ul) to e
specimen well(S), then add 2 drops of buffer {2pproximataly 80,0, and slart he tmer. See
ilustration below

For prstick Whols biood on;
=To use a capillsry lube: Rl B capillary fube and transfer approximately 40pl of

wicking his cecured.
[REAGENTS]
The besl containg mouse 11 dy coupled partdes and
Phancydidine-protein conjugate. A goat antibody is employed in the control line zystem.
[PRECAUTIONS]
For professional in wima disgnostic use only. Da not use after e expiration date
Da ot eal, drini or SMoke N the ares where the specmens o kits are handad
Do nod wse test if poudhis damaged
Handle all specimens as if they conlain infectous agents. Observe established precauions
againsl microbicogical hazants (hroughoul lesting and Tollow the stangsrd procedures Tor
proper dizpozal of specimens.
= Wear pratective clofing such as y coals,
spEcimens ane being tested.
= The used lest should be discarded socording to local regulations.
= Huredity and lemperalure can adversely alfect resulls,
[STORAGE AND STAEILITY]
Siore as packaged in fhe sealad pouch at reom lemperature or refrigersted (2-30°C), The testis
stable through the expiration dete primed on the sesled powch. The test must remain in the
seabed pouch undl use. DO NOT FREEZE. Do riod use beyond e expiration date
[SPECIMEN COLLECTION AND PREFPARATION]

gleves and eye o

= The PCP Rapid Test CaszeBe can be per using whabs {from
venipuncture or fingerstick).
= To collect
= Wash the palianTs hand wilh soap and warm walm of clean with an gcohol swab, Alow o
doy.

+ Massage e hand without touching the punchire site by rubbing down the hand towards

whaole blood to the specimen wel(S) of lest device, then add 2 drops
of buffer (approximately BOuL) and dart the times. See illustration below.
3 Wat for e colored finels) 1o sppear. Read the result at 5 minutes. Do nol interpret he
result afler 10 mirdes

['!]1D-wvr-w arplasma [ 1 Drop of Venpunciure

Winzls Blood 40 gl of Fingeratick

Whase Bloed

] | 2 Orops af Buttar g.l' 2 0vops of Butler 1773 Drop et Butter

| [©@=

|(_/’—’

»

HUHF

Positva  Nagathen

[INTERPRETATION OF RESULTS]

[Piease refer Lo the ilustration sbove)
NEGATIVE:* Two colored lines appear One colored fine should be in the contral ling region
{C} and another colored ine shoud be in the teat ing regon (7). Thiz negative resull indicates

that tha is below the cut-off level
e fingertip of the middie or ring finger =
Compound Concentration {ngimL) Indax of Symbols
4-Hydrowyphencyckdine 5,000 Consult
Phencyciding 20 [hE] | nstucsons For N/ | Tessperst [mmED &:‘;nmuue
Pracision L.
A study was conductad at three hosgitals wsing thrae different lots of produc to demonstrate the For i wilre:
within i1, Between run and between operator precision. An idestical panel of coded specimens, diagnosiic uss ooy sy ® 1o gt teue
cordaining no PCP and 50% PCP above and below the 20ngiml cul-off was provided o each
sile The following resulls were tabuiated: o Store bebueen
o Lot Nurher Catalog #
PGP Concentration n Sita A Sita B Site C ,‘J’ e i
(ngimL) per Site = + 7 + = + Bo P
i 0 [ T 0 o [ T @ package is ‘ Manutachurer
10 10 [ z g 1 ] 1 damaged
30 10 1 8 1 9 2 8
Croae Rty

A study was conducted to determine the cross-reactivity of the test with compounds in either
drug-free while bloodiserumiplasma o delermine positive whole biood. The followng
u'.muourﬂs show no cross-reacivity when lested with the PCP Rapid Test Cassefte (Whole

jata of 100 pgimil
Non Cross-Reacting Compounds.
Aceaminaphen Creatinine Meperiding Prednisclone
Erednizone
M. o Procaing
Acesyisalicykc acid Dinzepam Methayphenamine Promazine
ATIOOYINE Digotenac i*) 34-Melmferadioxy-  Promethazine
Amitryplyline Diflunisal Amphetaming D L-Preganclal
Amabartidsl Digosin (*] 34-Melhyenadioxy-  O-Fropoxyphens
Amasicilin Di D
Ampiciin Dieylamine Maphine-3- Quinidine
L-Ascorbic acd Ecganine hydrochioride -0 ghscurmnide Quining
DL Mophing Sullate Hantidne
Apamorphing [-14p-Ephadrne Malidonz ackd Salieylic il
Aspartame Erythroemycin Malowone Secobartilal
Allopine B-Estradiol Haltraxone Serotunin
H Esl Jeauifate Napmuen {5-Hydron yty raming)
Benzoc aod Ethyi-p-aminoberzoats.  Miadnamide Sufamatha ane
Eerzoylacgenine Fenaproden Nifedipne Sulindas
Eerzphetamine Fumsemide Morcoden Temazspam
Eiirubin Genfisic acd Norethindrone Tetracycine
i) ¢
Catteine Hydralazing HNogcapne 3-Aacetate
[t idi b T Lo
Cannabincl Hydrocodone Owalic god HE-D glecuronide )
Chioraitydrate Hydrocorisone s zeparn Tetrahydrozoline
L+ o O+ acd  Cholinic acd Thigmine
Chismizzapedds Pyt Creyeadans Thisvidazine
e o 0, L-Tyrsine:
i) i 3 P Toltulamide
Chiomromanne Imiprofen Feniclin-G Triamaerene
Chiomuing Imipramine
Cholesierdl Ipraniazid Pentobarbial Trimethoprim
RENIR ) F { PR
Clonidine Icxsuprine Phenetzine Tryplamine
Cocaing hydrochionoa  Ketaming Phencoarts . L-Tryplophan
Codeine Kalopesfen Prentering Tyramine
Corfisone Labetalal LPhenylephrine Uric acd
i-}) Cofirine Loperamids B-Fheny kaiylamine Werepamil
Maprobkne Fhenylpmpanciamine Zomeprac:
Intarfaring Substancos

The PCP Rapid Tes! Casgefie (Whole Blood/Serum'Plasma) hos been lested for possible

from visibly and fipemic In addition, no interference was
ohserved in up to 100 mgJidL up to 100 mydl Bdirabin and up
13 200 mgddL hurran serum albumin.
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oblained when diug is present bul below he cul-off level of the fesl.
5. Tast does not distinguish between dmgs of abuse and cerain medications.
[PERFOI

a:ww
A slde-by was wsing e PCP Rapd Test Cassene and GCIMS at
the cut-off of 20ngiml. Testing was on B0 chnicel

subjects prasent for Drug Screen Testng The following resulls were [Bbuiated:
Clinic Result of Whole Blood

Meothod GCMS
Results | Posisve | Negative Total Results
PCP Rapid Test  [—s T OSEVE
FPagitive 21 1 22
Casselin =
Hegative 1 &7 GB
Total Results 22 54 an
% Agraement 05 5% 08.5% 97.8%
Clinic Result of Serum or Plasma
Mothod GCMS
Total Rosuits
PCP Rapid Test |—oooulls | Poslive | Negalie
Catastis Pasitive 21 1 22
NEI\E 1 67 58
Total Results 2 ] an
% Agreemernt B5.5% 98.5% 87, 6%
Analytical Sensitivity

A drug-fras whele bloodiserumipiasmma pool was spiked with Phencydiding at the following
cancenlrations of :50% culoll and 3x cudolf, the dala are summarissd bedow:
For whole blood:

PCP Coneentration Porcont of 5 Visual Result
ingfml} Cut-off Negative Poaitive
o ('] 0 30 (1]
10 -50% 30 30 [i]
20 Cut-off 0 15 15
30 5% =0 1 3o
60 L k) 0 el
For serum or plasma:
PCP Concentration Percent of n Visual Result
ingtml) Cut-off Negative Pasilive
1} ] 30 30 (4]
10 ~50% 30 a0 a
20 Cut-off 0 15 15
30 H50% 30 a 30
80 I w0 a 3
Analytical Specificity

The following Lable lisis compounds that are pesitvely detected In whole blood/serumplasma by
Ihe PCF Rapid Test Cassefe (Whole Blood!Serum/Plasma) at 5 mimses
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