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

Pack Insert
REF DTH-402 | English |
A rapid fest for the quaitatwe defection of Marfusns in human whole biod or serum or
piasma.

For madical and other professional i vitro disgriostie use oniy.

LINTENDED USE]

The THC Ripid Test Casselle (Whole Tasma) is a lateral low

immmunoassay for e detection of Marijuana in whole bleod of serum or plagma al 3 cutofl
eoncentrasion of 35ngiml This test will detect other related compounds, please refer to the
analytical Spacificity tabla in this packages insart

This assay provides only a gualtative, prefiminary iest resull A more spedfic aliermnate
chemical method must be used in order lo obtain & confirmed anslylical resull Gas
chromatographyimass specirometry (GC/MS) ie the prefermed confimmsiory memod. Clinkcal
conaideralion and professional judgment shouid be applied 1o any drug of atuse test result,
parficulay when preliminary positive resulis are used.

[sUMmaRY]

THC (9-teatydrocannabing) is S prmary aclive ingredent in carviabis (marijuana) Whean
smoked or oraly sdminkfersd, THC produces euphoric effects. Users have impaired
short-term memory and slowed leaming. They may also expariance transient episcdes of
corfusion and anxety. Long-tem, relatively heavy use may be associaled with behavioral
disprders. The pesk efiect of marfuana administered by smoking ocous in 20-30 minules and
the duration s 90-120 minutes after one cigarette. Elevated levels of winary metabolites are
found within howrs of exposure and remain selectable for 3-10 days after smoking. The main

metabolite enreted n the whole blooﬂ‘aammlasma is
Torwaee(; id (THC-COOH)"

[PRINCIPLE]

The THC Rapd Test Cassatte (Whaole ) s an bazed on

the principle of competiive binding. Druge that may be present in the whole
bloodisenamiplasma specimen compele agains! e drug conjugale for binding stes on the
antivody.

Dunng testing, 2 whole DioodiserUMIplasma specimen Migrates upwarnd by capbary action.
Masijuana, if prasent in the whole blood/serum/plasa speciman below the cut-off lavel, will
not saturate the binding sites of the anltibedy in the test The antibody coated particles will
then be caplured by immetilized Marjusna-protein conjiugele and a visitle colorsd e will
show wp N the test Hine region. The calored line will not form 0 the tast line reghon if the
Marijuana level exceeds e oul-off level because it will saturste all the binding sfes of

anti-Marijusna antibodes
A drug-positive whole bloodisenum/plasrra specimen will nol generale a colored fne in the
fest line region  because of diug itign,  while 4 dugeregative  whole

bload/sensmigiasme specimen or 8 specimen contsining & dug concentration less han ihe
cut-off will generate a linein tha test line ragion. To sarve 85 a procadural control, 8 colored
limewill aways appear &t the conirol ine regeon indicaging that proper volume of spedmen has
been added and membrane wicking has goourred.

[REAGENTS]
The test containe mowse monocionsl antl-Maruana sntibody couples partices  and
Marijusna-protein conjugate. A gaal antibody is ermployed in the control line syetam
[PRECAUTIONS]

For prokessional in vitro disgnestic use orly. Do nol use afler fe expiration date

Do not eal, drink or smoke in the &res wihere e specimens o kis ans handsd.

Do oot ursie ot if powsdh is damaged

Handle all specimens as if thay contain infectious agents. Observe established precautons

sgainet microblological hazards throughou! testing and follow the standard procedures for

proper disposal of spedmens.
= Wear profective cicthing such as coats,

when spacimens are being tested,

The used test should be discarded according ta local regulations.

Hurredity and lemperalure can adversely affect resulls,
[STORAGE AND STABILITY]
Store as packaged in e sealed pouch 3 room temperalure o refrigarsted (2-30°C). The test
is stable through the expiration date printed on the sesled pouch. The test must remsin in the
sesled pouch undl use. DO NOT FREEZE. Do rd use beyond the expiration date.

[SPECIMEN COLLECTION ANO PREPARATION]
= The THC Rapid Test Casselis can be performed using whole biood {from venipuncture or

ploves and eye

Massage the hand withaut souching the punchire sita by rubbing down the hand towands

the fingertip of the middle or ring ingar

Punciure the skin with a sterile lancet, Wipe away [he first sign of blood

Genfly rub the hand from wrist 5o palm o nger ta jorm a rounded drop of blood over the

purniciure sit,

Add the Fingarstick Whols Blood spacimen to tha test by using

= Touch the end of the capitary kibe o the bood unlil filed to approximately 40 uL
Awoed ak bubbies,

= Place the bulb onto e fop end of ®e capillary tube, then squesze @2 bulb o
digpensa tha whole blood to the spacimen well of the test cassatie,

= Testing should be performed immedialely after specmen collection. Do nal leave the

i al room for pr ged periods. Serum and plasma specimens may

e stored &l 2-8°C for up 1o 3 days, for long-term storage, specimens shouid be kept below
-20°C. Whole biood colliected by venipuncture should be stored at 2-87C i tha lestis 1o be
run within 2 deys of colecion Do not freaze whele blood spacimens, Whola blood
collecled by Sngerstick should be tested immediately.

= Biing specimens to room temperature prior to tesling. Frozen specimens musi be
completely thawed and mixed well pror % %esting. Specimens should not be ¥ozen and
thawad repestedly

= I speamens are o be shipped, they be packed in th jocal regulations
covering the transportation of etiologic agents.
[MATERIALS ]
Matorials Provided
= Tast cassatias * Droppars » Buffer + Package insar
Materials Required But Not Provided
= Specimen collecton cantamners * Centrifge
= Lancess {for Sngerstick whals biood only) = Timer

« Heparinized capilary tubes and dispensing bulb {for fingaresick whole blood only)

[DIRECTIONS FOR USE]

Allow the test, specimen, buffor andior controls to reach reom temperature (15-30°C)

jprior to testing.

1. Bring $e pouch o room temperature bafore opening il Remove the test casselte from the
sealed poudh and use i wilhin cne how.

2 Place the cassefle on s dean and level surface.

For sarum of plasma specimen:

=Hold he dropper vesically and transfer 1 full drop of serum or plasma (approximalely
40uL), then add 2 drops of buffer (approdirataly 80iL) to the specmen welliS) of tha
cassetle, and then stan the Smer. Avoid trapping air bubbles in the specimen well See
ilustration below.

For Yenlpuncture Whole blood specimen;

=Hold the dropper verfcaly and iransfer 1 drop of whole blood {approxmately 40uL) ko

2 specimen well(S), en add 2 drops of buffer {apprommataly 80uL), and star he

Emer. Ses ifuskation below,

=To use @ capifary lube: Fill the capilery fbe and transfer approximately &0ul of
fingerstick whole blood specimen lo the specimen wall(S) of Lest casselte, $en add 2
drops of bulfer| approsmalely B0pL) and start e lirmes. See Busiration below.

3. Wait for the colored bnefs) to appesr. Read the result at § minutes. Do not interpret fe
result afier 10 minutes

| 1 Orep ot sarum ar plasma “l 1 Drop af Venipunciuns 48 3 of F ok
Whole Blood Dok hodoinia
Whole Blood

2 DOropa of Butler

= ) [0 ]

B840

2 Dvops of Butter ' ;’ 2 Draps of Buffer

=

fingarstick) fsarumiplasma. s@ Poslive  Negative Invalid
« To collect Fi ‘Whale Blood specimens:

» YWash the patient’s hand with soap and wamm waler or dean with an afconol swab. Allow

todry
[ £25 | 4E0% [ a0 | 1 | 30 interfarence Fam isibly and lipemic spaci . In addition, no i =2
| 105 | ax | & | [ | 30 chssrved in spesi ining up o 100 mgdL ;up bo 100 mghil bifirubin and
Analytical Spocificity up o 200 mgidl hamin serum albumin

The followig table lsls compounds thal are posilively  detected in Whoke [BIBLIOGRAPHY]
blood/Serum/Flasma by the THC Rapkd Test Cassetie (Whole Blocd/SerumPlasma) at § 1. Tigtz N/ WB. Saundars Company. 1985: 1735
FriTaAes 2. Baselt RC. [ 0. i Man.2nd Ed. Biomedical Pubt,
Compound Concantration (ng/mL} Davis, GA. 1882, 488
Cannabinel 25,000 Index of Symbols
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" Authorizad
11-noeaP-THE-8 COOH 35 Ins'.luf‘soens For W Tests per kit |[Ec e Reprasentaive
ﬂ:-THc 12,000
o' THE 12,000 For in vitra 0

Procision clagnastic uss only | g Use by ® Do notresse
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Cross.Reactivity

A sludy was ine the chivity of the test with compounds in either
drug-Fee whole ar positive whole The Number: 145321102

Tolowing compounds show no cross-seactivity whan testisd wilh the THC Rapid Tes! Cassella
{Whole Blood/SerumiPlasma) &t a concentraton of 100 ppiml.
Ncm Cross.Roacting Cumpﬂw\dt

& " (*)34

Frednisone
Ne-Acendpmcainamide  [Hazepam (#) 34-Matyienediony-  Procaing
Z e . : .
Amincpyring Diurssal Methylphanidate Promethazing
AmETypIine Digoxin Melfrypryln D-Propancial
Momhine-3- D-Fropoxyphene

Amoisile Dewylarning BD Y
Ampicilin Ecgonine hydrochlanide  Malidixic acid Quinidine
FAsceorbic acid Eegonnemelbylesier  Nalorphing Cuirike
D -amphetamne {-}y-Ephednne Nalowane Hanitdine
+ Salicylic aad
Apomophine [-Estradicl Maprosen Secobarbital

S Sarcloak
Aspariame Estione-3-sulfale Macinamicde P —
Aroping Ethylp-aminobenzoste  Mfedpne Suitamahazing
Benzilic asd Ferapralen Marcodein Sulindae
Benzoic acid ¥ i
Benzoylecgorine Genlisic acid C-Norpropoxypheng Telracydine
Benzphetaming Hemogloten Noscapine Tatraydrocartisone.
Bibrubin Hydralazine O-Ociopamine F-Acetata
(2 i ' Oanic acid Tetrahydrocortsone
Calteing Hydrocodone Cxazepam 3 {B-D-glusuronkde)
Carnatidol Hydrocortisone Oxplinic acid Tetrafydrazoling
- 3 acd  Caycodone Theoaine
ch 3t i o Thiarine
Chiord azepoxde Ibuprafen p-Hydroncy. Thiaridazine:

2 ks D, I Thy

£} Chiorpheniramine  Iproniazid Papaverne Tolwsamine
o i) - Panicilint Triamierane
Chigeguing Isossupiine Pentazosine Triflueperazine
Cholestarol Ketamina Pantabarbils Trimelheprim
Clondine fabatalol Prencychdine Tryptaming
Cocaine D, L-Trypeophan
Codeine loperamide Phencharital Tyramine
Coriscne Maproliine Pherlerming D, I-Tyrosing
|+ Cotnine Mepmbamate Hehemyieptving Uric acd

Intarfering Substances
The THC Rapid Test Cassefte (Whole BloodSerumyPiasma) hes been tested for possible
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[INTERPRETATION OF RESULTS]
{Please refer 1o the llugiration abave)

NEGATIVE:* Two colored fines appear. Ores colored Bns shoukd be in 1 contol e region

() &t another colored line should be in 1he test ine region (T). Ths negatve resull ndicates

Ihad the i o i balow th cut-off kveal

*NOTE: The shade of color in #he test ine regicn (T) may vary, bl it should ba considered

negetive whenever Ihere is even a faint cofored ne

POSITIVE: One colored line appears in the control |ine reglon (G). No line appears inthe

test ine regian {T). This posisve result indicates that the Marijuana concentraton excesds the

datectabla cut-off level,

INVALID: Contral line faile to appear. Inzufhcent specmen valume of incomes procedural

lechrigues are the most liksly reasons for contred line fallure. Review the procedure and

repeat the test with 8 new test If the problem perskts, discontinue using ®e test kit
immadiately and contact your local distibator
[QUALITY CONTROL]

A procedural contral is inchuded inthe lesl. A colored line appearing in he conlrol region (C) is

the internal procedural conyrol. It confirms sufficent specimen valume nd comect procedural

techrigue Controd standards are not suppled with this kit, howsver, il 1S recommended mat
posifiva and nagafive controls be tested as a good [aboratory practica to confirm $he test
procedure and ta venly propes 1ae) pedomance.

[LIMITATIONS]

The THC Rapid Test Casseftie (Whole BloodiSenmiPlasma) provides only a qualtative,

preliminary fesull A secondary anafylical method must be used to obtain a confimed

resiit Gas chromatographyl mass spactromelry (GC/MS) is the praforred confimmatory
method.

Z0tls masmla that technical or procedural errors, as well &s other Interdering substancas in
the whnoke B0 or serum o plEsma specimen may cause smonsous resulla.

3 A posifive rasult indicatas presence of the drug or its matabadiites but doas not indicate lavel
of 5 redtte o In whale Blood ar serum or plasma.

4. A negalive resull may ot necessaily indicate diug-free Whole bloodsenen’plasma.
Negalive results can be obtained when drug is present but below the cut-off leve of the
test,

5. Test does not mﬁﬂgulgn betwaan mgs of abuse and certain medications.

[PERFD

Mcnrucy
A side-Ly-sid i WES ueing (he THE Rapid Test Cassefle and GC/MS &
the cul-off of 35ngiml. Teeting was o 90 dinical i i collected

froen subjects present for Drug Serean Testing. The foliovang resulis were tabudaled:
Clinic Result of Whole Blood

Mnthod, SCMS Total Results
o, [ B (| 2
okt NEP\E 2 63 &5
Total Results 76 B %
% Agreemant %% 4% 7%
Ciinic Rosull of Sarum or Plasma
Wethod Goms
THC Rapid Teat | SIS | Psitie ative bdgiipobivd
Cassstis Pozitive 24 1 25
Negative 2 53 3
Total Results 26 G4 80
% Agreamont 2 3% A% 9 7%
Analytical Sensitivity

A dug-res whole blcodiserumiplasma pool was spliked with Marijuana at the following
concentrations of £50% cutoff and 3x cutofl, the data are summarized below
For whole blood:

THC Concentration Percent of Visual Result
) Cut-oft 2 Negatve Positve
0 0 30 30 @
176 -50% 30 0 L)
35 Cut-off 30 15 15
52.5 +50% €0 ] 30
105 ax 1] o 30
For sarum or plasma:
THE Concentration Parcent of Visual Result
(ngimL) Cut-off " Negaive Posibve
0 0 30 30 [
1756 =50% 30 30 Q@
a5 Cut-off o 15 15
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