LSD Rapid Test Cassette
{Urine)

Package Insert

A rapid test for the qualffative detection of Lysergic Acid Disthylamide fn human urine.
For medical and other profeszional in vifro diagnostic use only.
[INTENDED USE]
The LSD Rapid Test Cassetie (Urne) is a rapid chromatographic immunoassay for the
deteclion of Lysergic Acd Diethylamide in human urine at a cul-off concentration of
20 ngimL
This assay provides only a qualitative, preliminary test resull. A moe specdific alternate
chemical method must be used in order (o oblgin & confirmed analytical result. Gas

y ({GCMS} or Ligued Chrommwyhmss
spectromeatry (LC/MS) are the methods. Clini. and
professional judgment should be applied to any drug of abuse test result, particulady
when prefiminary positive results are used.
[SUMMARY ]
Lysergic acid dethylamide (LSD) is a while powder of 8 clear, colotess bquid. L3D is
manufactured from lysergic acid which occurs naturaly in the engol fungus that grows on
whaal and rye. 1145 a Schedule | controlled substance, availabie In Bquid. powder, tablet
{micradats), and capsule form. LSD Is usod as a gen for its ability
10 alter human percaption and meod. LSD is primarily used by oral administration, but can
be inhaled, mjected, and ¥ansdermatly applied. LSD &= a non-selecive 5-HT agonisi, may
exart its effoct by q with 5-HT plors as a partial agorist
and ing the NMOA sensory, affective and cognitive
processes. LSO mimics 5-HT 2t 6HT 1A receptors, ucing & marked slowing of the
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Specimen Collection

Urine specimens may be stered at 2-8°C for up to 48 hours prior Lo assay. For p
slorage, specimens may be frozen and stored below -20°C. Frozen specimens should be
thawed and mized before besting.
[MATERIALS]
Materials Provided
= Testcassettes = Droppers = Package insert
Materials Required But Mot Provided
= Specmen collection confainers = Timer
[DIRECTIONS FOR USE]
Allow tha test, uring specimen andior controis lo reach room lemperature (15-30°C)
prior to testing.
1. Bring the pouch ta room femperature before opening it. Remove the test cassetis from
he sealed pouch and use It within one hour
2 Place the test cassette on a clean and level surface. Hold the dropper vertically and
transfer 3 full drops of urine (approx. 120 ul) to the specimen well (5) of the lest
casseite, and then stan the timer, Avoid rapping air bubibles In the specimen well (5),
See the illustration below
3. Wail for the cofored line(s) o appear. Read results at 5 minutes. Do nol nterpret the
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firing rate of serotonergic neurens, LSD has a plasma hali-ife of 2.5-4 hours.
of LED include N-desmeihyl-LSD, hydroxy-LSD, 2-0x0-L5D, and 2-oxe-3-hydroxy-LSD.
These metaboliles are &l inactive. LSD use can typically be detected in urine for periods
of 2-5 days.
The LSD Rapld Test Casseite {Urne) |s a rapid wine screening fest that can be
perfommed wihowl the use of an Insrument. The lest ulllizes & monod onal anbbody Lo
selectively detBct slevated levels of Lysemic Acd Dielhylamide in unne, The LSD Rapid
Test Casselte (Unne) yieids a posibve msull when Lysergic Add Diethylamide in uring
excoeds 20 ngiml,
[PRINCIPLE]
The LSD Rapid Test Cassette {Urine) is an immunoassay based on the pnncuple of
competitive binding. Drugs which may be present in the wine specimen compele against
the drug conjugate for binding sites on the anfibody.
Dwring festing, a urine specimen migrates upward by capilary action. Lysergic Acid
Diethylamide, if present in the urine spedmen below 20 ng/ml, will not saturate the
binding sites of anfibody-coated paricies in the test. The antibody-coated particles will
then be capiured by immobilized Lysergic Acid Dietiylamide corjugate and a visible
colored ling will show up in the test Bne regon. The colorad line will not Torm in the test
Ene ragion if the Lysamic Acd Déethwylamide kevel exceeds 20 ngiml because it will
saturate all the binling sites of anti-Lysargic Acid Diathylamide antitodies
A drog-positive wine specimen will not generate a colofed |ine in the fest ine region

| -—| Positive Negative Invalid

[INTERPRETATION OF RESULTS]

(Please refar 1o the Busiation abave)
NEGATIVE:* Two colored lines appear. One colored fine should be in the control kne
region {C) and another colored fine should be ll the test lins rangn {T}. This negative
result indicates that the Lysergic Acid Di ion is below the
level (20 ngfml).

Method GCMS Total
Results Positive Negative Results
"SDCR“" et Positive K 1 3
MNegafive 2 64 6
Total Results 3 65 100
% Agroament 54.3% % 5% 57.0%
Bnalytical Sensitivity

A drug-free wine pool was spiked with Lysesgic Acid Diethylamide at the following
concertrations: 0 ng'ml, 10 ngimL, 16 ngémL, 20 ng/mL, 26 ng/mL, 30 ng/mL and 60
ng/mb. The result demonstrates =09% acowrady ol 50% above and 50% below the cul-off
concertralion The data are summarized below:

Lysergic Acid Percant Visual Result
Diathylamida of n
Concentration (ngimL) Cutoft e okl
0 0% 30 30 0
0 -50% 30 30 0
15 -25% 30 27 3
a0 Cut-off 30 14 16
25 +25% 30 3 27
a0 +50% a0 0 30
60 3n 30 0 30
Bnalytical Specificity

The following table lIs1s compounds that are positively delected in urine by the LSD Ragpid
Test Cassette {Urine) at 5 minutes.
Compound Caoncentration{ng'mL)

Lysergic Acid Dlethylamide 20

Precision

A study was conducted at 3 hospitals using 3 different lots of product to demonsirate the
within run, between run and between opersior precision. An identical panel of coded
specimens contalning no Lysergic Acld Diethylamide, 25% Lysergic Acikd Diethylamide
above and below the cutoff and 50% Lysargic Acid Disthylamide above and below the 20
nyimL cutoff were providad to each site. The following resulis were

pecause of drug competition, while a drug-negative urne sp or a
containing a drug concentration lower than the cut-off will genarate a Bne in the test line
region. To serve as a procedural control, a colored ling wil abways appear in the control
fine region, indicating that proper volume of specimen has been added and membrane
wicking has ocosred.
[REAGENTS]
The tesi contains mowse monodonal anti-Lysergic Acd Deetiyilamide antibody-coupled
partides and Lysargic Acd Dietiyl smide-protein conjugate. A goat antibody is employed
in the contral line system.
[PRECAUTIONS ]
For medical and other professional in vitro diagnostic use only
Do not use after the expiration date.
The test shoukd remain in he sealad pouch Lﬂ“ use,
Al : should be
manner as an infectious agant.
= The used test should be di ing to bocal
[STORAGE AND STABILITY]
Store as packaged in the sealed pouch either at room temperature or efigerated
{2-30°C). The lesi Is stable through the expirabon dale printed on the sealed pouch. The
test must remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration date.
[SPECIMEN COLLECTION AND PREPARATION]

and handied in the same

rine Assay

The wine specimen musi be collecled in a clean and dry conainer. Urine collecied at any
time of the day may be used, Urine specl iing wvisible shoukd be
centrifuged, filtered, or allowed settle to oblain a clear specimen for testing.
Benzocaine Hemoglabin Crinidine
Biliruhin Ibuprofen Randtidine
Caffeine {44 i
Crigroguine Ketamine Sodium Chloride
(#)-C : Levorp Sulindac
{#/-)-Chiprpheriramine Lidecsine Tyramine
Creatine {#]-Naproxen 4-Di methylaminoantipyrine

i (1R, 28)-{)-N-Methyl-E phedrine
Daxtomethorphan Micotine
Dipneninydraming {+/-)-Norephedrine
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*NOTE: The shade of color in the teal line region (T) will vary, but it shoutd be considered Lysergic Acid & Site A Sita B Site G
negative whenever there is even a f@int colored line. Diathylamide
POSITIVE: One colored line appears in the contral region (C). No line appears in the Concentration (ngfmL) perdite | . | + * |- *
test line :eqlon (T} Tnlsréposlwe IESLII h‘g[c,amesrrmnt the Lysergic Acld Diemylamide o 10 THEEESE 10 7]
INVALID: Control line (G} fails to appear. lg.lﬁﬂull specimen volume or incormect 10 i i o i o 0 a
procedural techniques are the most likely reasons for conirol ling failure, Review the 15 10 9 1 9 1 8 1
procedure and repeat the 1851 using a naw test. Il the problem parsists, using 75 T r 3 1 5 r} A
thi kol Irmedeately and contact your local distibutor,

[QUALI‘I'V CONTROL. a0 10 1] 10 o 10 a 0

contral Is Included in the lest A colored ling appearing In the control regian Effect of Urinary Specific Gravity

(CJ is considerad an internal procedural control. |t confirms sufficent specimen volume,
adenquate membrane wicking and comect procedural technigue
Contrel standands are nol supplied with this kit, however it is rmcommended that pogitive
and negalive confrols be tesied as good laboratory practice te confirm the tesi procedure
and 1o verify propar lest perlormancs.
[LIMITATIONS ]

The LSD Rapid Test Cassette (Uring) provides only a qualitative, premanary resuit. A
secondary anafytical method must be used fo oblain a confirmed resull, Gas

mass ¥ (GCMS) is e prefered confirmatory method *
It is possible tha! technical or procedural errors, as well as other mterferng
substances in the wine specmen may cause eronecus resulls
Adulterants, such as bleach andior Alum, in unne speamans may producs @ Ironeous
resuits regardiess of the analytical method used i adulteration | suspected, the test
should be repeated with ancther wine spacimen.
4. A positive r:a.lt Irl:Ilralea presence of the drug or its rnutahnlllss bat does not indicate

berved of i route or in wrine.
5 A negative result may not necessarlly Indicate drug-ree urine. Negative results can be
obtaned when drug is present but belew the cut-ofl fevel of he test
Test does not disbnguish between drugs of abuse and certain medications
[PERFORMAMNCE CHARACTERISTICS ]
Accuracy

A side-by-side compariscn was conducied using the LSD Rapid Tes! Cassette and
GCMS at the cut-off of 20 ng/mL. Testing was performed on 100 dincal specimens
previously collected from subjects present for Drug Screen Testing. The folowing resulls
were tabulated:
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Fifteen urne samples with specific gravites ranging from 1.004 to 1.034 were splked with
Lysergic Acd Diefyiamide to the concentrations of 10 ng/mlL and 30 ng/mlL. The LSD
Ra[iﬂ Teat Gasselle (Urine} was tested In duplicate using the fiteen neat and spiked

The resuits. that varying ranges of urinary spedfic gravity

do not affect the test rasults.
Effect of the Urinary pH
The pH of an aliquoked negative urine posl was adjusted ta a pH range of 510 8 in 1 pH
unit increments and spiked with Lysergic Acd Diethylamide to 10 ng/ml and 30 ngfmlL
The spiked, pH-adjusted wine was lested with the LSD Rapid Test Cassetie (Uring) in
duplicate. The resulis demonstrate that varying ranges of pH do not mierfere with the
performarnce of the test.
m«m1m

A study was to ity of the test with compounds in
either drug-free urine or Lpelglc N:lﬁ Diethylamide positive urine. The following
show no y when fested with the LSD Rapid Test Casseite
ﬂ-lrl'ie) at a concentration of 100 m’mL
Non Cross-Reacting Compounds

Acetone Doparmine Ouabic Acid
Asbumin (+/-)-Epi Peniclin-G
Ampicillin ythromyca Pheriram
Ascomic Acid Ehanol Phenathiazine
Aapartame Furogsemide L-Prenylephrine
Asplrin Glucose f-Frenyletyiamine
Alropine Guaiacol Glyceryl Ether  Procane
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