











Drug Concentration (ng/ml) (% Cross-Reactivity Drugs Concentration n Lotl Lot2 Lot3 Drugs Concentration [ Lotl Lot2 Lot3
AMPHETAMINE (AMP) (ng/mL) - + - + - + (ng/mL) - + - + - +
D-Amphetami 1,000 100% 600 50 0 [ 50 ] o [ 50 o ][50 15 50 0 [ 50 ] o 50 [ o [ 50
D,L - Ampl (Ampl Sulfate) 1,000 100% 0 50 50 ] o [ 50 o [50[ o 175 50 0 [ 50 ] o 50 [ 0o [ 50
Phentermine 1,250 80% 75 50 50 ] o [ 50 o [50] o 20 50 0 [ 50 ] o 50 [ 0o [ 50
(+/-)-4-Hydroxyamphetamine HCL 600 167% 150 50 50 ] o [ 50 o [50] o 0 50 50 [ 0o [ 50 o [5s0] o
L-Amphetami 20,000 5% 225 50 50 [ 0 [ 50 [ 0o |50 0 250 50 50 [ 0o [ 50 o500 o
(+/-)-Methylenedioxyampl (MDA) 1,500 67% Methad 300 50 22 | 28 [ 25 | 25 [ 22 [ 28 500 50 50 [ 0o [ 50 o [5s0] o
‘d-Methamphetamine >100000 ng/mL <1% 375 50 0 [ 50 ] o 50 [ o[5s0 750 50 50 [ o [ 50 o [5s0][ o
1-Methamp} >100000 ng/mL, <1% 450 50 0 [ 50 ] o [50[ o [5s0 D-Amph 1,000 50 18 [ 32 [ 18 32 ] 18 [ 32
ephedrine >100000 ng/mL, <1% 525 50 0 [ 50 ] o [ 50 ] o[5s0 1,250 50 0 [ 50 ] o 50 [ o [ 50
3,4-Methylenedioxyethylamphet; (MDE) >100000 ng/mL, <1% 600 50 0 [ 50 ] o |5 [ o [50 1,500 50 0 [ 50 o 50 [ 0 [ 50
3 4-methylenedioxy-methamphetamine >100000 ng/mL <1% 0 50 [ 50 [ o [ 50] o [507] o 1,750 50 0 [ 50 o 50 [ 0o [ 50
(MDMA) 12.5 50 [ 50 [ o [ 50 o [50] o 2,000 50 0 [ 50 ] o 50 [ o [ 50
25 50 [ 50 [ o [50] o [ 507 o 0 50 50 [ o [ 50 o [5s0][ o
ECSTASY (MDMA) 37.5 50 | 50 [ o [50] o [ 50 o 6 50 50 [ 0o [ 50 o [5s0] o
D,L-3,4-Methylenedioxymethamphetamine 500 100% 11-nor-A9-THC-9-COOH 50 50 14 [ 36 |14 [ 36 [ 14 | 36 12.5 50 50 0 50 0 50 0
(MDMA) 62.5 50 0 [ 50 0 50 [ 0 50 19 50 50 0 50 0 50 [ 0
3.4-Methylenedioxyampl HCI (MDA) 3,000 17% 75 50 0 50 0 50 0 50 Phencyclidine 25 50 16 |34 [16 |34 [ 16 | 34
3,4-Methylenedioxyethyla-amphetamine 300 167% 87.5 50 0 [ 50 0 50 [ 0 50 31 50 0 50 0 50 0 50
(MDEA) 100 50 0 [ 50 0 50 [ 0 50 375 50 0 50 0 50 0 50
d-methampl 2500 20% 0 50 | 50 [ o [50] o [50] o 44 50 0 [ 50 ] o [50] o] 50
i >100000 Not detected 75 50 [ 50 [ o 50 0 50 [ 0 50 50 0 50 0 50 0 50
>100000 Not detected 150 50 | 50 [ o 50 0 50 [ 0 0 50 50 0 50 0 50 [ 0
J >100000 Not detected 225 50 [ 50 [ o 50 0 50 [ 0 75 50 50 0 50 0 50 [ 0
Oxazep 300 50 [ 20 [ 30 [ 20 [ 30 [ 20 [ 30 150 50 50 [ o [ 50 o [5s0] o
TRICYCLIC ANTIDEPRESSANTS (TCA) 375 50 0 50 0 50 0 50 225 50 50 0 50 0 50 0
Nortriptyline 1,000 100% 450 50 0 [50 ] 0 [ 50 o |50 EDDP 300 50 21 [ 29 | 26 [ 24 [ 22 | 28
Amitriptyline 1,500 67% 525 50 0 [50 | o [5s50[ o |50 375 50 0 [ 50 o [50] o] 50
Clomipramine 50,000 2% 600 S0 [ o [sof o [so] o]so0 450 50 0 [0 0o [s0] o] 50
Desipramine 5,000 20% 0 50 [ s0] 0o fs0]o0ofs0]o 525 50 0 |5 | o550 ] o050
Doxepine 10,000 10% 75 50 [ s0o ] o [so] o [5s0]o 600 50 [ 0[50 ] 0o [s0] o[ 50
Imipramine 10,000 10% 150 50 50 | 0 [ 50 0 |50 0 0 50 [ 50 ] o [ 50 o 5s0] o
Maprotiline 100,000 1% 225 50 50 [ 0 50 0 50 [ 0 250 50 | 50 0 50 0 50 | 0
Nordoxepin 10,000 10% Morphine 300 50 [ 20 [ 30 [ 20 |30 [20 |30 500 50 [ 50 ] o [50] 0o [s0] o
Promazine 50,000 2% 375 50 0 [ 50 o ]s0] 0[50 750 50 [ 50 o]5s0] o500
Promethazine 2,500 ) 450 50 0 [so [ o [so] o ]5so0 Nortriptyline 1,000 50 | 22 [ 28 [26 | 24 [ 18 [ 32
Trimipramine 50,000 2% 525 50 0 50 0 50 0 50 1,250 50 0 50 0 50 0 50
Cyclobenzaprine Hydrochloride 5,000 20% 600 50 0 50 0 50 0 50 1,500 50 0 50 0 50 0 50
Norclomipramine 50,000 2% 0 50 [ 50 0 50 0 50 0 1,750 50 0 50 0 50 0 50
125 50 | 50 ] o [ s0] o350 ] o 2,000 50 0 [ 50 ] o 50 [ o [ 50
PROPOXYPHENE (PPX) 250 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
Norpropoxyphene 300 100% 375 50 50 0 50 0 50 0 500 50 50 0 50 0 50 0
Propoxyphene,d- 300 100% Ecstasy( MDMA) 500 50 [ 30 [ 20 [ 30 [ 20 | 30 | 20 1000 50 50 0 50 0 50 0
625 50 0 50 0 50 0 50 Morphine 1500 50 50 0 50 0 50 0
750 50 0o [ 50] o [s50] o 50 (OPL,MOP2000) 2000 50 | 22 | 28 | 22 | 28 | 22 | 28
875 0 [0 [0 [0oTs0 [0 [0 2500 0 [0 [ 50 [ 0 [0 0|50
1000 50 o [ 50 o [s50] o 50 3000 50 0 |50 [ 0 |50 0 50
This study is performed 2 runs/day and lasts 25 days for each format with three lots. Three 0 50 50 0 50 0 50 0 3500 50 0 50 0 50 0 50
operators who don’t know the sample number system participate in the study. Each of the 3 25 50 50 0 50 0 50 0 4000 50 0 50 0 50 0 50
operators tests 2 aliquots at each concentration for each lot per day (2 runs/day). A total of 50 50 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
determinations by each operator, at each concentration, were made. The results are given below: 75 50 30 0 50 0 30 0 75 50 50 0 50 0 50 0
Oxycodone 100 50 | 16 | 34 [ 16 | 34 | 16 | 34 150 50 [ 50 [ o [ 50 ] o [5s0] o
Drugs Concentration | Lotl Lot2 Lot3 125 50 0o [ 50 o [s50] o 50 225 50 [ 50 [ o [ 50 ] o500 o
(ng/mL) - + - + - + 150 50 0 50 0 50 0 50 Propoxyphene 300 50 25 | 25 [ 21 [ 20 | 29 [ 21
0 50 [ 50 ] o [ s0] o350 o 175 50 0 [ 50 o [50[ o 50 375 50 0 [ 50 ] o 50 [ o [ 50
250 50 [ 50 ] o [s0] o]0 o 200 50 0 [ 50 ] o [5s50[ o 50 450 50 0o [ 50 ] o 50 [ o [ 50
500 50 [ 50 ] 0o [s0] o307 o 0 50 [ 50 ] o [s0[ o [50 ] o 525 50 0 [ 50 ] o 50 [ o [ 50
750 50 | 50 ] 0o [s0] o300 75 50 [ 50 | o [ 50 o [50 [ o 600 50 0 [ 50 ] o 50 [ 0o | 50
Methamph 1,000 50 [ 22 ] 28 [ 22 [ 28 | 22 ] 28 150 50 | 50 ] o [ 50] o 50 ] o - = =
1250 50 ) 50 ) 0 0 30 25 0 50 0 0 0 50 0 Effect of Urinary Specific Gravit
1,500 50 0 50 0 50 0 50 Secobarbital 300 50 27 23 25 25 2 28 Fifteen (15) urine samples of normal, high, and low specific gravity from 1.000 to 1.035 were spiked
1750 50 0 50 0 50 0 50 375 50 0 50 0 50 0 50 with drugs at 25% below and 25% above cut-off levels respectively. The MD DrugScreen Cup Was tested
2,000 30 0 50 0 50 0 50 250 50 0 50 0 50 0 50 in duplicate_using ten_ dmg-frge urine and spiked urine samples. The results demonstrate that varying
0 30 30 0 30 0 50 0 325 50 0 50 0 50 0 30 ranges of urinary specific gravity do not affect the test results.
73 0 | 010 010 1%]0 600 0 1 0 | S04 0 15 L0 | 30
150 50 50 0 50 0 50 0 0 50 ) 0 30 0 30 0 Effect of Urinary pH
Benzoyl . 225 50 50 0 50 0 50 0 25 50 50 0 50 0 50 0 The pH of an aliquot of negative urine pool is adjusted in the range of 4.00 to 9.00 in 1 pH unit
h 300 50 18 32 18 32 18 32 B hin 5 50 50 0 50 0 50 0 increment and spiked with the target drug at 25% below and 25% above Cutoff levels. The spiked,
375 50 0 50 0 50 0 50 uprenorphine 7.5 50 50 0 50 0 50 0 pH-adjusted urine was tested with The MD DrugScreen Cup. The results demonstrate that varying
450 50 0 50 0 50 0 50 10 50 26 24 24 26 25 25 ranges of pH do not interfere with the performance of the test.
525 50 0 [ 50 [ 0o [50] o[ 50 12.5 50 0o [ 50] o [s50] o 50
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Cross-Reactivity +25% Cutoff 20 375 19 1 95% +75% Cutoff 20 525 20 0 100%
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free +5 OZA’ Cutoff 20 450 20 0 100:A: -10(1%Cutoff 20 0 0 20 100:/"
urine or Methamphetamine, Amphetamine, Cocaine, Morphine, Ecstasy, EDDP (Methadone +75% Cutoff 20 525 20 0 100% ~T5%Cutoff 20 75 0 20 100%
Metabolites), Tricyclic Antidepressants, Oxycodone, Barbiturates, Propoxyphene, Buprenorphine ~100%Cutoff 20 0 0 20 100% ~50% Cutoff 20 150 0 2 100%
Phenc; clidin)e Myethadone Il\)/lari'uane; an}:i Benz)odiaze ines ' osiIt)iveypmine) ThI; foliﬁwin . -75%Cutoff 20 12.5 0 20 LY EDDP -25% Cutoff 20 25 1 1 95%
Yeuame, > e ; pmes P : owimg -50% Cutoff 20 25 0 20 100% +25% Cutoft 20 375 19 1 95%
compounds show no cross-reactivity when tested with the MD DrugScreen Cup at a concentration of THC 5% Cutoff 20 375 3 7 35% 50% Cutoft 20 250 20 0 100%
-25% . o
100 pg/mL.
+25% Cutoff 20 62.5 20 0 100% +75% Cutoff 20 525 20 0 100%
Non Cross-Reacting Compounds +50% Cutoff 20 75 20 0 100% -100%Cutoff 20 0 0 20 100%
Acetophenetidin Cotinine() Cortisone Pseudoephedrine +75% Cutoff 20 87.5 20 0 100% 75%Cutoff 20 250 0 20 100%
. . .. . . s -100%Cutoff 20 0 0 20 100% -50% Cutoff 20 500 0 20 100%
DeAcetylprocaiantde — Creafinine Kynuzenic Acid Quiniding 75%Cutoft 20 500 0 20 100% TcA [ 25%Cuoff | 20 750 2 is 90%
Acetylsalicylic acid  Dexamethasone Labetalol Quinine 50% Cutoff 20 1000 0 20 100% +25% Cutofl 20 1,250 18 2 90%
Amiloride Dextromethorphan Loperamide Salicylic acid M(S(I;ZO -25% Cutoff 20 1500 2 18 90% +50% Cutoff 20 1,500 20 0 100%
Amoxicillin Desipramine Meprobamate Serotonin +25% Cutoff 20 2500 19 1 95% +75% Cutoff 20 1,750 20 0 100%
Ampicillin Diflunisal Methoxyphenamine Sulfamethazine +50% Cutoff 20 3000 20 0 100% -100%Cutoff 20 0 0 20 100%
I-Ascorbic acid Digoxin Methylphenidate Sulindac +75% Cutoft 20 3500 20 0 100% ~75%Cutoft 20 75 0 20 100%
Apomorphine Droperidol Nalidisic acid Tetracycline ~100%Cutoff 20 0 0 20 100% -50% Cutoff 20 150 0 20 100%
Aspart Ethyl inob e N Tetrahydrozolin -75%Cutoff 20 75 0 20 100% PPX -25% Cutoff 20 225 1 19 95%
SRR yrp-ammobenzoate  Naproxen graydrozoime -50% Cutoft 20 150 0 20 100% +25% Cutoff 20 375 19 1 95%
Atropine Ethopropazine Niacinamide Theobromine BZO [ _-25% Cutoff 20 225 2 18 90% +50% Cutoff | 20 450 20 0 100%
Benzilic acid Estrone-3-sulfate Nifedipine Tolazamide +25% Cutoff 20 375 19 1 95% +75% Cutoff 20 525 20 0 100%
p-Aminobenzoic Acid  Erythromycin Norethindrone Tetrahydrozoline +50% Cutoff 20 450 20 0 100%
Bilirubin Fenoprofen Noscapine Th1:an.1jne. +75% Cutoff 20 525 20 0 100% BIBLIOGRAPHY
X X Thioridazine -100%Cutoff 20 0 0 20 100%
Beclomethasone Furosemide Octop ¢ Hydrochloride -75%Cutoff 20 125 0 20 100% 1. Stewart DJ, Inaba T, Lucassen M, Kalow W. Clin. Pharmacol. Ther. April 1979; 25 ed: 464,
Caffeine Gentisic acid Oxalic acid D/L-Tyrosine -50% Cutoff 20 250 0 20 100% 264-8.
Cannabidiol Hemoglobin Oxyphenbutazone Tolbutamide Tca -25% Cutoff 20 375 1 19 95% 2. Ambre J. J. Anal. Toxicol. 1985; 9:241.
Carbamazepine Hydralazine Oxymetazoline Triamterene +25% Cutoff 20 625 19 1 95% 3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse
ep v o et : _ +50% Cutoft 20 750 20 0 100% (NIDA), Research Monograph 73, 1986.
Chloramphenicol Hydrochlorothiazide Papaverine Trifluoperazine +75% Cutoff 20 875 20 0 100% 4. Tietz NW. Textbook of Clinical Chemistry. W.B. Saunders Company. 1986; 1735.
Chlorothiazide Hydrocortisone Paclitaxel Trimethoprim ~100%Cutoff 20 0 0 20 100% 5. FDA Guidance Document: Guidance for Premarket Submission for Kits for Screening Drugs of
Chlorpheniramine a -Hydroxyhippuric acid Perphenazine D,L-Tryptophan _75%Cutoff 20 25 0 20 100% Abuse to be Used by the Consumer, 1997.
Chlorpromazine Hydroxyprogesterone  Phenelzine Uric acid -50% Cutoff 20 50 0 20 100% ADDITIONAL INFORMATION AND RESOURCES
; ] 59 o
Cholesterol Isoproterenol-(+/-) Prednisone Verapamil OxY +22550/;; Cclllltt(;ffff ;8 17255 119 119 2;2 The following list of organizations may be helpful to you for counseling support and resources.
Clonidine Isoxsuprine Prilocaine Zomepirac i iti i i
P ep 50% Cutoff 20 150 20 0 100% These groups also have an Internet address which can be accessed for additional information.
Lay User Study +75% Cutoff 20 175 20 0 100%
" ) -100%Cutoff 20 0 0 20 100% National Clearinghouse for Alcohol and Drug Informati heal R ¥
. . . . www.health.org  1-800729-6686
A lay user study was performed at three intended user sites with 140 lay persons. For a Cup device ~75%Cutoff 20 75 0 20 100% ationat &learinghouse for Alcoliol and Drug tnformation cafion
study, participants were tested the Methamphetamine, Ampk ine, Cocaine, Morphine, Ecstasy, "50% Cutoff 20 150 0 20 100% Center for Subst Abuse Treatment
. . N L i www.health.org 1-800-662-HELP
EDDP (Methadone Me.tabohtes), Tncychc" Antidepressants, ) Oxycodone, Barbiturates, BAR 25% Cutoff 20 225 1 19 95% enterfor Substance Abuse Lreatment catlLoL
B.uprenmphme., Pheucychdme,.Methadone, Marijuana and Benzodlazepmes. sample: They had +25% Cutoff 20 375 19 1 95% The National Council on Alcoholism and Drug Dependence www.ncadd.org 1-800-NCA-CALL
diverse educational and professional backgrounds and ranged in age from 21 to >50. Urine samples 50% Cutoff 20 450 20 0 100%
d at the following concentrations; negative, +/-75%, +/-50%, +/-25% of the cutoff by . . . : .
were prepared at . > 4 > > +75% Cutoff 20 525 20 0 100% American Council for Drug Education (ACDE) www.acde.org 1-800-488-DRUG
spiking drug(s) into drug free-pooled urine specimens. The concentrations of the samples were 100%Cutoft 20 0 0 20 T00%
confirmed by GC/MS. Each sample was aliquoted into individual containers and blind-labeled. = 75"/0C L Off 20 25 0 20 1000/0
Each participant was provided with the package insert, 1 blind labeled samples and a device. The el RO - i INDEX OF SYMBOLS
typical results are summarized below. -50% Cutoff 20 bl 0 20 100%
BUP -25% Cutoff 20 7.5 2 18 90%
The +25% Cutoff 20 125 18 2 90%
Number ) Lay person results percentag +50% Cutoft 20 15 20 0 100% :
Drugs | %of Cutoft of C&l;jgr(ﬂ"?;g Noof | Noof N +75% Cutoff 20 17.5 20 0 100% Keep away from sunlight
samples g Positive | Negative | agreement -100%Cutoff 20 0 0 20 100%
(%) -75%Cutoff 20 6 0 20 100%
-100%Cutoff 20 0 0 20 100% -50% Cutoff 20 12.5 0 20 100% Store between 2°C and 30°C
-75%Cutoff 20 250 0 20 100% PCP -25% Cutoff 20 19 2 18 90%
P -50% Cutoff 20 500 0 20 100% +25% Cutoff 20 31 19 1 95%
MMHEMT 25% Cutoft 20 750 1 19 95% +50% Cutoff 20 375 20 0 100% Kaspdry
+25% Cutoff 20 1250 20 0 100% +75% Cutoff 20 44 20 0 100%
+50% Cutoff 20 1500 20 0 100% -100%Cutoff 20 0 0 20 100%
+75% Cutoff 20 1750 20 0 100% -75%Cutoff 20 250 0 20 100% D& RGtF6-UES
-100%Cutoff 20 0 0 20 100% -50% Cutoff 20 500 0 20 100%
-75%Cutoff 20 75 0 20 100% AMP -25% Cutoff 20 750 1 19 95%
-50% Cutoff 20 150 0 20 100% +25% Cutoff 20 1,250 20 0 100%
coc -25% Cutoff 20 225 1 19 90% +50% Cutoff 20 1,500 20 0 100%
+25% Cutoff 20 375 20 0 100% +75% Cutoff 20 1,750 20 0 100%
+50% Cutoff 20 450 20 0 100% -100%Cutoff 20 0 0 20 100%
+75% Cutoff 20 525 20 0 100% -75%Cutoff 20 75 0 20 100%
-100%Cutoff 20 0 0 20 100% MOP30 -50% Cutoff 20 150 0 20 100%
MTD -75%Cutoff 20 75 0 20 100% 0 -25% Cutoff 20 225 1 19 95%
-50% Cutoff 20 150 0 20 100% +25% Cutoff 20 375 20 0 100%
-25% Cutoff 20 225 2 18 90% +50% Cutoff 20 450 20 0 100%
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