F.WALL ™ BAR Rapid Test Cassatte
A P
TEST  Whole Blood/Serum/Plasma)

Package Insert
| REFDBA402 | English |

A rapid lest for the quaifative detection of Barbfurates in human whake blood or serm ar
plasE,
For medical and other profassional in vitro tEgnostio use oy

[INTENDED USE]
The BAR Rapid Test Cassatts (Whole Blood/SarumiPlasma) is & lateral flow chvamatographic
irmmunoasssy for the delecfon of Bashitorates in whole blood or serum or plasms al & cul-off
concentraion of 100ngémL. This test will detect ather related compounds, please refer o the
Analytical Specificity table in this package insert
This assay provides only a quaktalive, praiminary Ses! resull. A more specfic allermate
chemical method mus! be wsed in order fo obimn a confirred analylical resut. Gas
chromatographyimass spectrometry (GC/MS) is the preferred confirmalory method. Chnical
consideration and professional jucgment shoud be spplied to any dug of Bbuse fest result,
parficularty when preiminary positive rsulls are used

[SUMMARY]
Barbibrales are CHS depressants. They ane used Berapeuticaly as sedafves, hypnobcs, and
anticonvuisants barbdurates are almost always takan orally as capsules or isbiets. The effects
resemtle hhose of intoxicalion Wil dcohol. Cheonic use of barbilrales leads ko lolerance and
physical dependence. Stortacing bartilurales taken a1 400mgiday for 2-3 monthe can
preduce a clinically signficast degree of physical dependence. Witwrawal symptoms
experienced during pesiods of diug abstinence can be severe enough to cause dealh’
Only & small amount {less than 5% of most barbiturates are excreted unaitered in the whala
blood o saeum or plasma
The approximais detection me lmils for barbiirates we:

Shael acting (& g. Secobarbial) 100 mg PO (oral} 45 days
lang acting {e.g. Phencbarbital) 400 mg PO (oral| 7 days®
[PRINCIPLE]
The BAR Rapid Test C lasria) is 20 i bagad on the
principle of cnrvpeh:we ulrnrq Drugs mal may be present in the whale blood/serumiplazma
e against the di jugate for binding sites on the antibody.

Dunng IEsmg a whole n(mdrsaruln'phssm speciman mgrakes upward by capillary achon.
i present in Fe whale specEmen below the cul-off level, will
nat E3iurate e binding sites of the anibody in the test. The andbody coated partides will then
be caplured by immabilized Barbilurates-peotein conjugate and a visble colored line will show
up in e test ling region. The colored line will not form in e tast Iine region if the Barbiuretes
level exceeds the cut-off level because it wil salurate all the binding siles of ank-Barbitrates
antisodes.
A drug-positive whale specmen wil not g & calored line in the test
line ragion because of drsg competifion, while a drug-regative whole bicodiserumiplasma
specimean or 2 specimen conteining & drug concentration less than the cut-off will generate a
liwez iny the Lestfine region. To serve as 8 procedural contrel, 2 coloced ling will sbways sppear al
the contral line region indicsting that proper volume of specimen has been added and
memieane wicking has occured.
[REAGENTS)
The tesl cordzing mouse monocional an-Barbitrstes andibody coupled particles and
Barbiborates -prosein comugate. & goal anibody is employed in he comml ine system
[PRECALTIONS]
Far professional in witno diagnostic usa enly. Do not use after e expiration date
Do not eat, drink or smake in the area where the specimens or kits are handled
Do rod uese: feest i powsch is damaged
Handle sll specimens a= if they conlain infeckous agents. Oboerve eatshiished praceutions
againel microbinlogieal hazards throughaul testing and fallaw the standard procedures for
proper disposal of specimens.
= Wear prolective clothing such as fsboratory coals, disposable gioves and eye prolecion
when spacimans are baing tested,

= The used test should be to local
= Humidity ard temperature can sdversely affect results.
[STORAGE AND STABILITY]

Store as packaged in ¥ sealed pouch at rocen lemperature or refrigersted (2-30°C) The lest
Iz stable through the exprason date prnted on the sealed pogch. The et must remain in the
sealed pouch undl uge DO NOT FREEZE. Do rod use beyond the explration date.
[SPECIMEN COLLECTION AND PREPARATION]
+ The BAR Rapicd Test Casselle can be performed using whote biood (from venipunciure or
Iirqarshdw‘arun‘pldsma
= To collect Elngersti

Analytical Spacificity
The tollowing table lisls compounds that are posilively delected in whole bioodiserumiplasma
by e BAR Ripid Tesl Cassetie (Whole BloodSenum/Prasma) sl § minutes.

Compound Concentration | ngimL)
Amabarbital 1.500
5, 5-Diphenylhydantain 2500
Aliobarbital 200
Barbital 2500
Taibutal 80
Cycinpentobarbital 10,000
Pentabarbital 2500
Alphencl 200
Aprobartal 150
Butabarbital a0
Butalsital 2500
Butetha 150
Secobarhiial 100
Procision

.

Wash the patient’s hand with soap and warm water or dean with an aleohal swab. Allow

o dry.

Massiage he hand wilhoul loushing e puncture Ste by rubling down the hand Lowands

the fingertip of the middle or ring finger.

Punclure the skin wilh 3 stecie lancel, Wipe away the first sign of Bood,

Gently rub the hand from weist to palm fo finger to form a rounded drop of blood ower the

punchee sie.

Add me Fingersich Whole Blood specimen o the st by using a caplllary tubse:

« Touch the end of the capillary tube 1o the blood untk filed 1o approximalely 40 pl
Awnid air bubbles

= Place the bulb cole the top end of the caplllary bube, then souesre the bulb lo
dispense he whole blood to the specimen well of T sl casselle

Tesang shoud be performed Immediately after spedmen codlection. Do not leave the

i at room for ged periods. Serum and plasia specimans may
be sipred 3t 2-B'C for up 1o 3 days, for long-term storage, specimens should be kept balow

-20"C. Whoie blood colected by venipunclure should be stored al 2-8°C il the test is o be

run within 2 days of collection. Do not freeze whole biood specimens. VWhole biood oollected

by fingerstick shoud be lesled immediately.

« Bring specimans ta room femparature prior fo testing. Frozen specimens must ba
completely fawed and mixed well priar to lesting Specimens should not be frazen and
thawed repeatedly.

= if specimens are 1o be shipped, ey shouwd be packed In complance with loca reguiations
covering 1he Fansportation of eliologic agents

[MATERIALS]
Materials Provided
* Test casseftes * Droppers * Buffar + Package insert
Materials Required But Not Provided
* Specmen callection containers + Cantrifuge
» Lancets (lor fingerstck whale Blood anly) = Timar

= Heparinzed capillary lubes and dispensing bulb (for fingsrsSck whole blood only)
[DIREGTIONS FOR USE]
Allow the test, specimen, buffsr andlor controls to reach room temperature (15-30°C)
prior to testing.
1. Bring B pouch o room lamperature before spening 1. Remoue the cassslis from the
sealed pouch and use it within one hour.
2. Place fe casselle on a ciean and level surface
For sarum or plasma specimen:
Hold [he dropper verically and tranafer 1 full drop of ssrum or plasma

[INTERPRETATION OF RESULTS 1
({Pieasa rafer to the lllustration abave)
NEGATIVE:" Two colored lines appear. One colored line shoud be in the cordrol line region
{C) 2nd another colored line shoukd be (n the test kne region (T), This nagatve resull indcates
thal the i ion is balow e cut-off kv,
*NOTE: The shads of colar in the test fine region (T) may vary, but it should be considersd
regalive whensver hese is even a faint aolored line,
POSITIVE: One colored line appears In the control line reglon (C). No line Bspears in the
tes! line region (T). This positive result indicates that the Barbiturates concentration excesds.
the detectable cut-off lavel.
INVALID: Cortrol ling fails to appear. Insufficient specimen velume of incomes! procedural
lechniques are I mos! fikely reasons for conlrol Ane failure. Review the procedure and
repeal the test wilh a new lest If the problem persists, discontinue using the sest kit
Enmediataly and contact your local dstribules.
[QUALITY CONTROL]
A procedural cortrel isincluded in he test, A calored ine appearing in the control region (G is
the internal procedural control. 1t confimms sufficient specimen volume and comect procedural
technigue. Control standards are not suppiled with thes kit, nowever, it s recommended Siat
positive and negative controls ba fested as a good laboratary practice to confirm the sast
procedure snd to verly praper test performancs
[LIMITATIONS )
1. The BAR Rapid Test Cassatte (Whole Biood/SerumPlasma) provides only a qualitstive,
prabmicary resull A secondary aralytical method must be used o obtEin 3 confimed
rasult C;as chromatography) mass spactrometry (GC/ME) is the prefared confimatary
method
. It Is possible that technical or procedural errees, as well as other Interdering substances In
me whole Dloodisenm/plasma specimen may CBUSE eronedus resulls.
3, A posifiva result indicates prasence of e drug or its metaboktes but doas not indicate level
of route or In whole
A negative resdl may nol necessarly indicate dnagefree whole Bloodisenem/plasma
Megabve results can be obtained when drug ts present but beiow the cut-off level of Te fest

P

.

&, Test does not distinguish batween drugs of abuse snd certain medications
[PERFORMANCE CHARACTERISTICS ]
Accuracy
A side-by-side companison was conducted using the BAR Rapid Test Cassette and GC/MS at
the cul-off of 100l Tesing was ©on 90 chnical i collecied

from subjects present for Drug Screen Testing. The foliowing resuils were tabulated:
Clinic Result of Whole Biood

40ul), hen add 2 drops of buffer {approxmately 80ul) to the specimen wel of e
cassefte, and then slar the lmer. Avoid trapping & bubbles in the specmen well Sea
Hhustration bifow
For Vonipuncturs Whole Blood specimen.
Hokd lhe dropper verlicailty and fransier 1 drop of whole blood (apeeoximately 40pL) bo fhe
specimen weil. then add 2 drops of buffer (aporodmately BOuL), and st the timer. See
Musstration beiow
For Eingerstick Whala Blood specimen
To use a capillary wbe! Fill the capillary lube and transfer spprosmately 40uL of
fingerstick whole blood specimen to the spacimen well of test cassetie, fen add 2
drops of buffer {approssmately 80uL) and start fe tmer. See lhusiration below.

. Wil for the colored line{s) e appear. Read the result at & minues. Do rol interpral the
result after 10 minutes.

w
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Interfaring Substances
The BAR Rapid Tes! Casselle (Whole Blood/SerumiPlasma) has been lested R possile
from visibly and lipemic. . In addifen, ro s

up 1o 100 Mgl

up to 200 mgidl hurnan sarum albuamn
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BAR Concentration n Site A Site B Site C
{ ngimL) perSia | - ¥ - ¥ N *
o 10 10 [} 10 (1] 0 )
80 10 3] 2 8 1 ) 1
150 10 1 g 1 ] 2 8
Cross-Reactivity
A study was 1o e activity of the lst with compounds in eithar
drug-free whola or pashive whole The
Tollowing compoures shew no Goss-<eactivity when tested with $ie BAR Rapid Test Cassetle
(Whole lasma) al & c of 100 pgimL
Mon Cross-Reacting Compounds
Acelaminapheral Diazepam MDE Pherryipropanalaming
Asetophonstidin Dicloferac Megerdine Prednisolane
N-Acalylprocainamige  Difunisal Meprobamase Predrisone
Avesdalizyke acid Digain Methadane Pracaine
v I P Promazne
Amaxicilin Ecgonne mpimchionde (=) -3 4-Mefyenedory-  OJ-Fropranciol
Ampiciin Ecporiremetiylester  amphetaming o
ascoric and (-} -4 Ephadrine {2)-34 b
O -amphalemine sullste [1R,25) (- Epheding rvse\hmplle'sw\e Cisngcring
|- Ep Morphine-3-p- Cuiniding
Aspariame Erythromyin Ncrnnme Sudlate Cuinine
Alropine f-Eswradial Naldixic acid Raniidine
Berzic acid Estrone-3-suae Nalowone Sakcylic sod
Berecic ackd Eihylp-amincbenzoale  Malrexone Serclonin
Benzoyleogonine Fenaproden Hapromen Sulamehanne
F ¥ i i Sulbndac
Elinain Gentisic aod itadipine Temazapam
5] - Bromghanramine  Hemoglobin Noreddain Telacycing
Caffeine Ti
icti e o FAceiae
Cannabinal Hydmendone Hoscapine Tetrahypd coisane
(& ¥ 0 F-p-D-ghueuranide)
i o L aod  Owalic aod Tetrahyd rozoline
P Uxazepam Thiamine
{£] - Chlompheniaming  p-Hydroey- Coelinie acid Thiseidazine
¢ Creyrodona OU-Tymsine
Chlamuing F-Hydroony n T
Cholestero! Ibuprodzn Fapavering Triamierene
Clomipraming Inipramine PenicilinG Trifluaperazing
Clonidine lproniazid i
Laf - Tmioraming
Cocaine by Tryplamine
Codeine Ketaming Phanelzing DFTryptophan
Conisone Fetopralen Phantemmine Tyaming
i} Cotiring labetslal Tranz-2-phemyloyio- Lric aod

Crealinine rapamil

Method GCMS
Total Results
BAR Rapid Tast ﬂnsu.lu Fosilive Megative
Canmolin Positive 20 2 2
Negsive | 2 [ &
Total Results 22 68 a0
% AEMMII! 20.6% 7% 085.68%
Clinic Result of Serum or Plasma
Mathod GC/MS
Resulls | Fosiive | Nagalive Tt Rmehts
BAR Rapid Test
Cassetts Positive 20 2 22
Negatve z 66 8
Total Results 22 [3]i] 80
k3 .ﬁumm 90.9% 97 1% 85 6%
Analytical Sensitivity

A drug-free whole bloodfseremiplasma pool was spiked wilh Barbinwrates at lhe following
concentragons of +50% cutaff and 3x cutofl, the dasa are summarzed befow:

For whala blood:
BAR Concentration Parcant of " Visual Result
(ngimL} Cut-off Negsive Positve
Q0 ] 30 30 o
50 50 30 30 o
100 Cul-off 30 16 14
150 +50% 30 [+] I
300 3 0 4] 30
of Serum or plasma:
BAR Concentration Percent of Vigual Rosult
(ngimL) Cut-off " Fositive
a [+] 30 30 o
50 S0% 30 30 o
aoo Cut-off 30 18 14
180 +50% 30 1] 30
300 bt 0 Q 30
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