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One-Step Drug of Abuse Dip Card Test

CLIA Waived

One-Step Drug of Abuse Dip Card Test is an immunochromatographic assay for the qualitative detection
of D-Amphetamine 1000, D-Amphetamine 500, Ben iine 300, Ben: line 150, 11-nor-A°-
THC-9-COOH, Oxazepam, Methamphetamine 1000, Methamphetamine 500, Morphine 2000, Methadone,
Phencyclidine, Oxycodone, Butalbital, Buprenorphine, Morphine 300, 2-Ethylidene-1,5-Dimethyl-3,3-
Diphenylpyrrolidine, Propoxyphene, Methylenedioxymethamphetamine, and Nortriptyline in human urine at
a cutoff concentration indicated in the table below.

The test may yield preliminary positive results when prescription drugs are ingested at prescribed doses. It
is not intended to distinguish between prescription used and abuse of any drug. There are no uniformly
recognized cutoff concentration levels for any drug in urine. The test provides only preliminary test results.
A more specific alternative chemical method must be used in order to obtain a confirmed analytical result.
Gas Chromatography/Mass Spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be exercised with any drug of abuse test result, particularly
when the preliminary result is positive.

For in vitro diagnostic use only.

WHAT IS ONE-STEP DRUG OF ABUSE DIP CARD TEST?

A One-Step Drug of Abuse Dip Card Test is a rapid test for qualitative detection of D-Amphetamine 1000,
D-Amphetamine 500, Benzoylecgonine 300, Benzoylecgonine 150, 11-nor-A°? -THC-9-COOH, Oxazepam,
Methamphetamine 1000, Methamphetamine 500, Morphine 2000, Methadone, Phencyclidine, Propoxyphene,
Oxycodone, Butalbital, Buprenorphine, Morphine 300, 2-Ethylidene-1,5-Dimethyl-3,3-Diphenylpyrrolidine,
Methylenedioxymethamphetamine, and Nortriptyline in human urine. One-Step Drug of Abuse Dip Card
Test yields a positive result when a drug and/or its metabolite in urine is at or exceeds its cutoff concentration.

WHAT IS THE CUT-OFF VALUE AND APPROXIMATE DETECTION TIME?
— D -

HOW TO COLLECT URINE?

1.When you are ready to begin, remove the dip card from the sealed foil pouch.

2.Notice the colored tape on each strip indicates the name of the drug you are testing for.
3.Fill the collection cup with a fresh urine sample. Do not over-fill (see the max line mark).

HOW TO DO THE TEST?

1.Remove the cap from the dip card. Insert the exposed test strips into the urine sample for 10 to 15
seconds. DO NOT let the urine sample touch the plastic to device, this could cause inconclusive drug
testresults.

2.Insert the cap firmly back onto the dip card and lay it on a flat surface.

3.Wait for 5 minutes (start timing immediately after dip card is taken out of the urine sample) and read the
results. DO NOT read results after 5 minutes.

Note: Results after 5 minutes may be not accurate and should not be read.

URINE SAMPLE SHOULD NOT
TOUCH THE PLASTIC DEVICE

TOUGH THE PLASTIC DEVICE

- D«
Drug (Identifier) Cutoff Level Time Time
D-Amphetamine 1000ng/mL 4-6 hours 2-3 days
D-Amphetamine 500ng/mL 4-6 hours 2-3 days
Benzoylecgonine 300ng/mL 2-6 hours 2-3 days
Benzoylecgonine 150ng/mL 2-6 hours 2-3 days
11-nor-A°-THC-9-COOH 50ng/mL 1-3 hours 1-7 days READING THE RESULTS
Oxazepam 300ng/mL 2-7 hours 1-4 days Preliminary Positive (+)
- If a line appears in the C - Control area, but NO line appears in the T - Test area, then it indicates a
Methamphetamine 1000ng/mL 4-6 hours 2-3 days Preliminary Positive result for the corresponding drug.
Methamphetamine 500ng/mL 4-6 hours 2-3 days N ive ()
- g -
Morphine 2000ng/ml. 2:6 hours 1-3 days If a line appears in both the C - Control and T - Test area, then it indicates a Negative result for the
Methadone 300ng/mL 3-8 hours 1-3 days corresponding drug regardless of how dark or how light the line may appear.
Oxycodone 100ng/mL 1-3 hours 1-2 days Invalid
— nvali
Phencyclidine 25ng/ml. 4-6 hours 7-14 days If at 5 minutes, NO line appears in the C — Control area, then the results are Invalid. In such case, retest
Propoxyphene 300ng/mL 6-12 hours 1-3 days with a new dip card.
Butalbital 300ng/mL 2-4 hours 1-3 weeks
- y Note: Each test strip needs to be looked at individually. Each line may vary in color and darkness or the
Buprenor.phlne 10ng/mL 2-6 hours 2-4 days rate at which the line appears. (DO NOT compare lines within the same test strip or between different test
Morphine 300ng/mL 2-6 hours 1-3 days strips).
2-Ethylidene-1,5-Dimethy}-3,3- 300ng/mL. 3-8 hours 1-3 days
Diphenylpyrrolidine Control Li
Methylenedioxymethamphetamine 500ng/mL 2-7 hours 2-4 days ontrol Line = C c c c c
Nortriptyline 1000ng/mL 8-12 hours 2-7 days Test Line -7 T T T T
PRINCIPLE Preliminary ~ Negative Invalid
The One-Step Drug of Abuse Dip Card Test is an immunoassay. During testing, a urine specimen Positive

migrates upward on the test strip. A drug-positive urine specimen will not generate a colored line in the
specific test line region of the strip, while a drug-negative urine specimen will generate a line in the test line
region. A colored line will always appear at the control line region, indicating that proper volume of
specimen has been added.

WARNINGS AND PRECAUTIONS

1. For in vitro diagnostic use.

2. For external use only.

3. For single use. Discard after first use.

4. Do not use the test if the pouch is punctured or not well sealed.

5. Do not use after the expiration date.

6. Keep out of the reach of children.

7.The used test dip card and urine specimen should be discarded according to federal, state and local
regulations.

CONTENTS OF THE PACKAGE
Included in package:

- User Instruction

- Dip Card (inside foil pouch)

Not included in package:
- Watch, Timer or Clock
- Collection Cup

STORAGE AND STABILITY

Store as packaged in the sealed pouch at 39°F - 86°F (4°C - 30°C). The test is stable through the
expiration date printed on the sealed pouch. The test dip card must remain in the sealed pouch until use.
Keep away from direct sunlight, moisture and heat. DO NOT FREEZE. Do not use beyond the expiration
date.

WHEN TO COLLECT URINE FOR THE TEST?
You can use urine from any time of the day. The minimum detection time varies for different drugs. (Refer
to the approximate detection timetable).

A positive test result does not always mean a person took illegal drugs and a negative test result does not
always mean a person did not take illegal drugs. There are a number of factors that influence the reliability
of drug tests. Certain drugs of abuse tests are more accurate than others.

IMPORTANT: The result you obtained is called preliminary for a reason. The sample must be tested by
laboratory in order to determine if a drug of abuse is actually present.

WHAT IS A FALSE POSITIVE TEST?

The definition of a false positive test would be an instance where the test result from the One-Step Drug of
Abuse Dip Card Test is positive, even though the initial target drug is not present in the sample. The most
common causes of a false positive test are cross reactants. Certain foods and medicines, diet plan drugs
and nutritional supplements may also cause a false positive test result with this product.

WHAT IS A FALSE NEGATIVE TEST?

The definition of a false negative test is that the initial target drug is present, but isn't detected by the
One-Step Drug of Abuse Dip Card Test. If the sample is diluted or if the sample is tainted or
contaminated with a substance, this could cause false negative results.

TEST LIMITATIONS

1.0ne-Step Drug of Abuse Dip Card Test provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method.

2.There is a possibility that interfering substances in the urine specimen may cause erroneous results.

3.Substances, such as bleach and/or alum, in urine specimens may produce erroneous results.

4.A positive result does not indicate intoxication, the concentration of drug in the urine, or the route of drug
administration.

5.A negative result may not necessarily indicate drug-free urine. A negative result can be obtained when
drug is present but below the cutoff level of the test.

6. The test does not distinguish between drugs of abuse and certain medications.

7.A positive test result may be obtained from certain foods or food supplements.

QUALITY CONTROL

If you work in a laboratory, you should perform quality control testing and read this section.

A procedural control is included in the test. A color line appearing in the control region (C) is considered an
internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and
correct procedural technique.

Control standards are not supplied with this kit. However, it is recommended that positive and negative
controls be tested as good laboratory practice to confirm the test procedure and to verify proper test
performance. Quality control testing should be done with each new lot and each new shipment. It should be
done every thirty days to check storage. Please contact our Technical Support at 1-626-443-8480 for
controls that work with the dip card.

PERFORMANCE CHARACTERISTICS

Eighty clinical urine specimens were analyzed by GC/MS and by the One-Step Drug of Abuse Dip Card
Test. Each test was read by three viewers. Samples were divided by concentration into five categories:
drug-free,less than half the cutoff, near cutoff negative, near cutoff positive, and high positive. Results
were as follows:

Accuracy - D-Amphetamine 1000

Viewer A:
Less than half the Ne(aé ;wzgnnggf}'ve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff oand (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 1 10 26
Negative 10 10 19 4 0
% agreement among positives is 90%
% agreement among negatives is 97.5%
Viewer B:
Less than half the Ne(aBreciL\:Zfefnngg?/uve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff aand (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 1 11 26
Negative 10 10 19 3 0
% agreement among positives is 92.5%
% agreement among negatives is 97.5%
Viewer C:
Less than half the Ne(aBreciL\:Zfefnngg?/uve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff aand (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 1 12 26
Negative 10 10 19 2 0

% agreement among positives is 95%
% agreement among negatives is 97.5%

From the results of the above tables, the total results are shown below for D-Amphetamine 1000:
The average positive agreement is 92.5%.
The average negative agreement is 97.5%.

Accuracy - D-Amphetamine 500
Viewer A:

Near cutoff negative

Less than half the (Between 50%

WHPM cutoff

Near cutoff positive
(Between the cutoff | (Greater than 50%

High positive

Result Drug-free Concentration by belowt:;ecﬁfgfﬁ and and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 1 13 26
Negative 10 10 19 1 0
% agreement among positives is 97.5%
% agreement among negatives is 97.5%
Viewer B:
Less than half the Near cutoff negative Near cutoff positive High positive

(Between 50%

WHPM cutoff (Between the cutoff | (Greater than 50%

Result Drug-free Concentration by belowt;';ecﬁlg?fﬁ and and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 0 13 26
Negative 10 10 20 1 0
% agreement among positives is 97.5%
% agreement among negatives is 100%
Viewer C:
Less than half the Near cutoff negative Near cutoff positive High positive

(Between 50%

WHPM cutoff (Between the cutoff | (Greater than 50%

Result Drug-free Concentration by below the cutoff and and 50% above the | above the cutoff
GC/MS analysis the cutoff cutoff concentration)|  concentration)
concentration)
Positive 0 0 1 13 26
Negative 10 10 19 1 0

% agreement among positives is 97.5%
% agreement among negatives is 97.5%

From the results of the above tables, the total results are shown below for D-Amphetamine 500:
The average positive agreement is 97.5%.
The average negative agreement is 98.3%.



Accuracy - Benzoylecgonine 300 Viewer B: _ Viewer C: i
Viewer A: _ Less than half the Ne?é;‘ngﬂ"ggawe Near cutoff positive High positive Less than half the Neaé clutoff ngg?/tlve Near cutoff positive High positive
Less than half the |1Near cutoff negoatlve Near cutoff positive High positive WHPM Drug-free cutoff below the cutoff and | (Between the cutoff | (Greater than 50% WHPM | e cutoff bel(ovfl\}gv:ecT.lloff ;nd (Between the cutoff | (Greater than 50%
WHPM cutoff (Between 50% (Between the cutoff | (Greater than 50% Result Concentration by the cutoff and 50% above the | above the cutoff Result 9 Concentration by the cutoff and 50% above the | above the cutoff
Result Drug-free Concentration by belmuﬂt]l;ecm{l;?fff and and 50% above the |  above the cutoff GC/MS analysis concentration) cutoff concentration)|  concentration) GCIMS analysis concentration) cutoff concentration)|  concentration)
N Ul . N
GC/MS analysis concentration) cutoff concentration)|  concentration) Positive 0 0 1 14 26 Positive 0 0 0 7 2
Positive 0 0 1 10 26 Negative 10 10 19 0 0 Negative 10 10 20 2 0
Negative 10 10 19 4 0 % agreement among positives is 100% % agreement among positives is 95%
% agreement among positives is 90% % agreement among negatives is 97.5% % agreement among negatives is 100%
% agreement among negatives is 97.5% X
Viewer C: From the results of the above tables, the total results are shown below for Methamphetamine 1000:
Viewer B: Near cutoff negative . . . The average positive agreement is 96.7%.
_ Less than half the ’ Near cutoff positive High positive . s o,
Less than half the Ne(zg;tngefnnggaa/twe Near cutoff positive | High positive WHPM Drug-free cutoff bel(o%?meei:tigf/;nd (Betwesn the cutoff | (Greater than 50% The average negative agreement is 100%.
WHPM Druat cutoff herpetw v o ’ (Between the cutoff | (Greater than 50% Result Concentration by the cutoff and 50% above the | - above the cutoff Accuracy - Methamphetamine 500
Result "ug-ree | concentration by |°° °W“:eecﬁl:é?f aNd| and 50% above the | above the cutoff GC/MS analysis concentration) cutoff concentration)|  concentration) Viewer A:
GC/MS analysis : cutoff concentration)|  concentration) - n
_ concentration) Positive 0 0 1 14 26 Less than half the Ne(aBr;Lfoefnngg?/llve Near cutoff positive High positive
Positive 0 0 1 10 26 Negative 10 10 19 0 0 WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Negative 10 10 19 4 0 % agreement among positives is 100% Result Concentration t_:y the cutoff and 50% above _lhe above the c_utoff
% agreement among positives is 90% % agreement among negatives is 97.5% GC/MS analysis concentration) cutoff concentration)|  concentration)
% agreement among negatives is 97.5% it
> 9 neg : From the results of the above tables, the total results are shown below for 11-nor-A°-THC-9-COOH: Posmye 0 0 1 13 2
Viewer C: The average positive agreement is 100%. Negative 10 10 19 1 0
Less than half th Near cutoff negative N toff posili Hiah " The average negative agreement is 96.7%. % agreement among positi\_/es i§ 97.5%
€ss than halt the (Between 50% ear cutoft positive 'gh positive % agreement among negatives is 97.5%
WHPM Drug-free cutoff_ below the cutoff and (Between the cutoff | (Greater than 50% Accuracy - Oxazepam
Result Concentration by the cutoff and 50% above the | above the cutoff Viewer A: Viewer B:
GC/MS analysis : cutoff concentration)|  concentration) i — N — n
— concentration) Less than half the Ne?é;\x:gnngg;t)we Near cutoff positive High positive Less than half the Ne?é;&ggﬁ”ggf}we Near cutoff positive High positive
Positive 0 0 0 11 26 WHPM Drug-free cutoff below the cutoff and (Between the cutoff | (Greater than 50% WHPM Drug-f cutoff below th t ff" d (Between the cutoff | (Greater than 50%
Negative 10 10 20 3 0 Result Concentration by the outoff and 50% above the | above the cutoff Result | "9 | concentration by |°€ OV"m:Cﬁt'o?f and| and 50% above the | above the cutoff
% agreement among positives is 92.5% GC/MS analysis concentration) cutoff concentration)|  concentration) GC/MS analysis concentration) cutoff concentration)|  concentration)
% agreement among negatives is 100% Positive 0 0 0 13 25 Positive 0 0 0 13 26
From the results of the above tables, the total results are shown below for Benzoylecgonine 300: Negative 10 _ .10 20 2 0 Negative 10 10 20 1 0
The average positive agreement is 90.8%. % agreement among P05|‘|Yes s 95% % agreement among positives is 97.5%
The average negative agreement is 98.3%. % agreement among negatives is 100% % agreement among negatives is 100%
Accuracy - Benzoylecgonine 150 Viewer B: _ Viewer C:
Viewer A: _ Less than half the Ne?é;\x::nnggawe Near cutoff positive High positive Less than half the NeaBr Ct”mff ngg?/tlve Near cutoff positive High positive
Less than half the |NNear cutoff negoatlve Near cutoff positive High positive WHPM Drug-free cutoff below the cutoff and| (Between the cutoff | (Greater than 50% WHPM | oo cutoff b I( et\;1veent f ° 4| (Between the cutoff | (Greater than 50%
WHPM ool (Between 50% | Bt o the cutoff| (Greater than 50% Result Concentration by tho outoff and 50% above the | above the cutoff Result | ~"97®€ | Concentration by €, 1® S @M% and 50% above the | above the cutoff
Result Drug-free Concentration by below“:r;ecﬁt:;cf)fff and and 50% above the |  above the cutoff GC/MS analysis concentration) cutoff concentration)|  concentration) GC/MS analysis concentration) cutoff concentration)|  concentration)
GC/MS analysis concentration) cutoff concentration)|  concentration) Positive 0 0 0 14 25 Positive 0 0 1 13 26
Positive 0 0 0 13 26 Negative 10 10 20 1 0 Negative 10 10 19 1 0
Negative 10 10 20 1 0 % agreement among positiyes i§ 97.5% % agreement among positives is 97.5%
% agreement among positives is 97.5% % agreement among negatives is 100% % agreement among negatives is 97.5%
% agreement among negatives is 100% X
Viewer C: From the results of the above tables, the total results are shown below for Methamphetamine 500:
" . : iti i o
Viewer B: _ Less than half the Ne?é;\xgznngg?we Near cutoff positive | High positive m: :z:;:g: ﬁgsg't‘i’feagr;eem"?:r:t'?sggfs/;/
Less than half the Ne?é;lxzznnggg;lve Near cutoff positive High positive WHPM Drug-free cutoff below the cutoff:md (Betweoen the cutoff | (Greater than 50% 96 neg 9 o
WHPM Drug-free cutoff below the cUtoff ;nd (Between the cutoff | (Greater than 50% Result Concentration by the cutoff and 50% above the | above the cutoff Accuracy - Morphine 2000
Result g %Ogﬁ\ig‘raﬁ(in by the outoff andf?O% above the) above the cuto)ff GC/MS analysis concentration) cutoff concentration)|  concentration) Viewer A:
analysis : cutoff concentration concentration — -

- concentration) Positive 0 0 Y 13 25 Less than half the Ne?é:&:znnggs;we Near cutoff positive High positive
Positive 0 0 0 13 26 Negative 10 10 20 2 0 WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Negative 10 10 20 1 0 % agreement among positives is 95% Result Concentration t_;y the cutoff and 50% above _the above the c_utoff

% agreement among positives is 97.5% % agreement among negatives is 100% GC/MS analysis concentration) cutoff concentration)|  concentration)
% agreement among negatives is 100% —
> g neg : From the results of the above tables, the total results are shown below for Oxazepam: Posm?/e 0 0 0 15 24
Viewer C: The average positive agreement is 95.8%. Negative 10 10 20 1 0
- The average negative agreement is 100%. % agreement among positives is 97.5%
Less than half the Ne?é;lxzznnggg;lve Near cutoff positive High positive “/: agreement among ﬁegaﬁves is 1000/1
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Con/centration by the cutoff and 50% above the | above the cutoff Accuracy - Methamphetamine 1000 Viewer B:
GC/MS analysis N cutoff concentration)|  concentration) Viewer A: -
concentration) Near cutoff negative Less than half the NeaEr’ c‘utoff nggoa/nve Near cutoff positive High positive
Positive 0 0 1 13 26 Less than half the | "S5 5000 0o | Near cutoff positive | High positive WHPM | o oo cutoff belgvftﬁ:iﬁtoﬂ 2 nal| (Between the cutoff | (Greater than 50%
" 9 - i
el 0 10 0 1 : R orioton | et s it CESST | Gramn | | st e e e o
% agreement among positives is 97.5% GC/MS analysis the cutoff cutoff concentration)|  concentration) Y concentration)
% agreement among negatives is 97.5% Y concentration) Positive 0 0 0 15 24
Positive 0 0 0 18 21 -
From the results of the above tables, the total results are shown below for Benzoylecgonine 150: Negati 0 0 20 1 o Negative 10 10 20 1 0
The average positive agreement is 97.5%. egative — - % agreement among positives is 97.5%
The average negative agreement is 99.2%. % agreement among positives is 97.5% % agreement among negatives is 100%
% agreement among negatives is 100%
Viewer C:
-11-nor-A°*-THC-9- Viewer B: i
Cg;ner?;y 11-nor-A°-THC-9-COOH Near cutoff negative Less than half the Ne(aé;lngefnnggs/nve Near cutoff positive High positive
- N o - Less than half the (Between 50% Near cutoff positive | High positive WHPM | e cutoff below the cutoff ;n 4| (Between the cutoff| (Greater than 50%
Less than half the eaBr CUtolt Negative| Near cutoff positive High positive WHPM | b ofree cutoff below the cutoff and| (Between the cutoff | (Greater than 50% Result 9 Concentration by the cutoff and 50% above the | above the cutoff
WHPM | o cutoff I( et\a/een 52f/° (Between the cutoff | (Greater than 50% Result 9 Concentration by the cutoff and 50% above the | above the cutoff GC/MS analysis e clu ?. cutoff concentration)|  concentration)
Result | "™9"®€ | Concentration by be Owﬁ: e C‘t‘“?f and| 2nd 50% above the | - above the cutoff GC/MS analysis concentration) cutoff concentration)|  concentration) — concentration)
GC/MS analysis concinctl:a‘:ion) cutoff concentration)|  concentration) Posiive 0 0 0 8 21 Positive 0 0 0 15 24
— Negative 10 10 20 1 0
Positive 0 0 2 14 26 Negative 10 10 20 1 0 % agreement among positives is 97.5%
Negative 10 10 18 0 0 % agreement among positives is 97.5% % agreement among negatives is 100%
% agreement among negatives is 100%
From the results of the above tables, the total results are shown below for Morphine 2000:

% agreement among positives is 100%
% agreement among negatives is 95%

The average positive agreement is 97.5%.
The average negative agreement is 100%.
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Viewer C:

Accuracy - Methadone Viewer B:
Viewer A: Near cutoff negative - ) "
L Near cutoff negative — - — Less than half the (Between Sg% Near cutoff positive High positive
ess than half the (Between 50% Near cutoff positive High positive WHPM Drug-free cutoff below the cutoff and (Between the cutoff | (Greater than 50%
WHPM Drug-free cutoff below the cutoff and (Between the cutoff | (Greater than 50% Result 9 Concentration by the cutoff and 50% above the | above the cutoff
Result Concentration by the cutoff and 50% above the | above the cutoff GC/MS analysis tration) cutoff concentration)|  concentration)
GC/MS analysis : cutoff concentration)|  concentration) concentration

_ concentration) Positive 0 0 1 13 26
Positive | 0 0 0 12 2 Negative| 10 10 19 1 0
Negative 10 _ _10 20 2 0 % agreement among positives is 97.5%

% agreement among positives is 95% % agreement among negatives is 97.5%
% agreement among negatives is 100%
Viewer C:
Viewer B: Near cutoff negative " ) "
L Near cutoff negative — - — Less than half the (Between Sg% Near cutoff positive High positive
ess than half the (Between 50% Near cutoff positive High positive WHPM Drug-free cutoff below the cutoff and (Between the cutoff | (Greater than 50%
WHPM Drug-f cutoff (Between the cutoff | (Greater than 50% Result 9 Concentration by and 50% above the | above the cutoff
g-free " below the cutoff and o " the cutoff : "
Result Concentration by the cutoff and 50% above the | above the cutoff GC/MS analysis concentration) cutoff concentration)|  concentration)
GC/MS analysis : cutoff concentration)|  concentration)

_ concentration) Positive 0 0 0 12 26
Positive | 0 0 1 13 2 Negative| 10 10 20 2 0
Negative 10 _ _10 19 1 0 % agreement among positives is 95%

% agreement among positives is 97.5% % agreement among negatives is 100%
% agreement among negatives is 97.5%
From the results of the above tables, the total results are shown below for Phencyclidine:
Viewer C: The average positive agreement is 96.7%.
- i i o
Less than half the NeFBreC:xZZnnggoa/‘:we Near cutoff positive High positive The average negative agreement is 98.3%.
WHPM cutoff (Between the cutoff | (Greater than 50%
Result | Prugfree | oo centration by below“:r;ecﬁ?;cf)fff and| d 50% above the | - above the cutoff C_"C”ra?_’ - Propoxyphene
GC/MS analysis concentration) cutoff concentration)|  concentration) lewer A N = .
Positive 0 0 1 3 26 Less than half the e?é;‘xzenngg?;we Near cutoff positive High positive
. WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Negative 10 10 19 1 0 Result 9 Concentration by and 50% above the | above the cutoff
— - N the cutoff N N
% agreement among positives is 97.5% GC/MS analysis concentration) cutoff concentration)|  concentration)
9 t tives is 97.5
% agreement among negatives is 97.5% Positive 0 0 1 19 20
From the results of the above tables, the total results are shown below for Methadone: Negative 10 10 19 1 0
- . o
The e posive sremenie 7%
9 9 9 -2 70 % agreement among negatives is 97.5%
Accuracy - Oxycodone Viewer B:
Viewer A: Less than half the Ne?é:ttxggnnggoa/tlve Near cutoff positive High positive
- o "
Less than half the Ne(aBrec‘lxggnnggoa/nve Near cutoff positive High positive VQ{’:SF;’I‘:I Drug-free Conc:rl\‘ttr?zftfion by below the cutoff and ;izt\gg;’ngggv(;u:ﬁg ((:L?/tsrtrt\gagufc?ﬂé
WHPM Drug-fr cutoff below the cut ff:and (Between the cutoff | (Greater than 50% GC/MS analysis the cutoff cutoff concentration)|  concentration)
Result "ug-ree | concentration by 0 the cﬁto?f and 50% above the | above the cutoff 4 concentration)
GC/MS analysis concentration) cutoff concentration)]  concentration) Positive 0 0 1 20 20
Positive 0 0 2 13 26 Negative| 10 10 19 0 0
Negative 10 10 18 1 0 % agreement among positives is 100%
% agreement among positives is 97.5% % agreement among negatives is 97.5%
% agreement among negatives is 95%
> 29 9 neg ° Viewer C:
Viewer B: Less than half the Ne(aBrec‘lxggnnggoa/nve Near cutoff positive High positive
- o o
Less than half the Near utoff negaanve Near cutoff positive High positive WHPM Drug-free cutoff below the cutoff and (Betwesn the cutoff | (Greater than 50%
(Between 50% o Result Concentration by and 50% above the | above the cutoff
WHPM Drug-free cutoff below the cutoff and (Between the cutoff | (Greater than 50% GC/MS analysis the cutoff cutoff concentration)|  concentration)
Result 9 Concentration by the cutoff and 50% above the | above the cutoff v concentration)
GC/MS analysis concentration) cutoff concentration)|  concentration) Positive ) 0 0 20 20
Positive 0 0 0 12 26 Negative 10 10 20 0 0
aNegative 10 10 _ 20 2 0 % agreement among positives is 100%
aﬁ;agreemen: among POSI“‘YGS is 9150/6"/ % agreement among negatives is 100%
b agreement among negatives is o
From the results of the above tables, the total results are shown below for Propoxyphene:
Viewer C: The average positive agreement is 99.2%.
i Thi ti tis 98.3 %.
Less than half the Ne(aé ;::Zgnngg?/swe Near cutoff positive High positive @ average negative agreement is %
WHPM Drug-free cutoff below the cutoff and (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff Accuracy - Butalbital
GC/MS analysis concentration) cutoff concentration)|  concentration) Viewer A:
Positive 0 0 1 13 26 Less than half the Ne(aé:luwtggnngg?/:lve Near cutoff positive High positive
Negative 10 10 19 1 0 WHPM Drug-free cutoff_ below the cutoff and (Between the cutoff | (Greater than 50%
% agreement among positives is 97.5% Result Concentration t_)y the cutoff and 50% above _the above the c_utoff
% agreement among negatives is 97.5% GC/MS analysis concentration) cutoff concentration)|  concentration)
From the results of the above tables, the total results are shown below for Oxycodone: POSIIIYe 0 0 0 13 2
The average positive agreement is 96.7%. Negative 10 10 20 1 0
The average negative agreement is 97.5%. % agreement among positives is 97.5%
% agreement among negatives is 100%
Accuracy - Phencyclidine .
N Viewer B:
Viewer A:
- Near cutoff negative - : -
Less than half the Near cutoff negoatlve Near cutoff positive High positive Less than half the (Between 50% Near cutoff positive High positive
(Between 50% o WHPM cutoff (Between the cutoff | (Greater than 50%
WHPM | brg-free cutoff below the cutoff and| (EetWeen the cutoff | (Greater than 50% Result | D9 | concentration by |PeloW the cutoffand) ;g 540, above the | - above the cutoff
Result 9 Concentration by the cutoff and 50% above the | above the cutoff GC/MS anal sie‘;/ the cutoff cutoff co‘:'lcentration) concentration)
GC/MS analysis conceniration) cutoff concentration)|  concentration) Y concentration)
Positive | 0 0 1 13 2 Positive| 0 0 0 13 %
Negative| 10 10 19 1 0 Negative] 10 10 2 1 0
% agreement among positives is 97.5%

% agreement among positives is 97.5%
% agreement among negatives is 97.5%

% agreement among negatives is 100%

Less than half the Nefé;wggnnggf/uve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 0 13 26
Negative 10 10 20 1 0
% agreement among positives is 97.5%
% agreement among negatives is 100%
From the results of the above tables, the total results are shown below for Butalbital:
The average positive agreement is 97.5%.
The average negative agreement is 100%.
Accuracy - Buprenorphine
Viewer A:
Less than half the Ne(aBr;szfefnngg?/tlve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 1 13 26
Negative 10 10 19 1 0
% agreement among positives is 97.5%
% agreement among negatives is 97.5%
Viewer B:
Less than half the Ne;‘aBrecx;gfefnngg;tlve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff :md (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 1 13 26
Negative 10 10 19 1 0
% agreement among positives is 97.5%
% agreement among negatives is 97.5%
Viewer C:
Less than half the Ne;‘aBrecx;gfefnngg;tlve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 0 13 26
Negative 10 10 20 1 0

% agreement among positives is 97.5%
% agreement among negatives is 100%

From the results of the above tables, the total results are shown below for Buprenorphine:

The average positive agreement is 97.5 %.
The average negative agreement is 98.3%.

Accuracy - Morphine 300

Viewer A:
Less than half the Ne?é:ttxggnnggs/twe Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)]  concentration)
Positive 0 0 0 13 26
Negative 10 10 20 1 0
% agreement among positives is 97.5%
% agreement among negatives is 100%
Viewer B:
Less than half the Ne?é(;txggnnggoa/twe Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)]  concentration)
Positive 0 0 1 13 26
Negative 10 10 19 1 0
% agreement among positives is 97.5%
% agreement among negatives is 97.5%
Viewer C:
Less than half the Ne?é:;xgznnggoa/tlve Near cutoff positive High positive
WHPM Drug-free cutoff below the cutoff ;nd (Between the cutoff | (Greater than 50%
Result 9 Concentration by the cutoff and 50% above the | above the cutoff
GC/MS analysis concentration) cutoff concentration)|  concentration)
Positive 0 0 0 13 26
Negative 10 10 20 1 0

% agreement among positives is 97.5%
% agreement among negatives is 100%

From the results of the above tables, the total results are shown below for Morphine 300:

The average positive agreement is 97.5%.
The average negative agreement is 99.2%.




Accuracy - 2-Ethylidene-1,5-Dimethyl-3,3-Diphenylpyrrolidine Viewer B: Lot 2

Viewer A: Near cutoff negative| Near cutoff positive . e Approximate Concentration of - Results
Less than half the Near cutoff negative| Near cutoff positive High positive WHPM Less tgi{‘opfalf the (Between 50% | (Between the cutoff (Gggr;ﬁ%sa'gvgw Sample (ng/mL) Number of Determinations Negative/Positive
WHPM cutoff (Between 50% | (Between the cutoff (Greater than 50% R Drug-free , below the cutoff and|and 50% above the ° 0 50 50/0
Drug-free . below the cutoff and|and 50% above the ° esult Concentration by the cutoff cutoff above the cutoff
Result Concentration b above the cutoff i i
y the cutoff cutoff GC/MS analysis N " concentration) 125 50 50/0
GC/MS analysis N " concentration) concentration) concentration)
concentration) concentration) Positive 0 0 1 13 26 250 50 50/0
Posm?/e 0 0 1 13 26 Negative 10 10 19 1 0 375 50 50/0
Negative 0 ] 10 19 1 0 % agreement among positives is 97.5% 500 50 2/48
Z;u agreemen} among DOSINt\_/es is 9575;/:/ % agreement among negatives is 97.5% 625 50 0/50
b agreement among negatives is 97.5% Viewer G 750 50 0750
Viewer B: ] Near cutoff negative| Near cutoff positive 875 50 0/50
n e Less than half the High positive
Near cutoff negative| Near cutoff positive " e D
Less than half the CEatwoon 530/ (Batwonn thi e High positive WHPM cutoff (Between 50% (Betweoen the cutoff (Greater than 50% 1000 50 0/50
WHPM cutoff o Greater than 50% Drug-free N below the cutoff and|and 50% above the
Drug-free below the cutoff and|and 50% above the ( Result Congentration by above the cutoff
Result 9- Concentration by ° above the cutoff GC/MS analysi the cutoff cutoff trati Lot 3
lysis y . concentration)
GC/MS analysis the cutoft cutoff concentration) concentration) concentration) Approximate Concentration of A Results
concentration) concentration) Positive 0 0 1 13 26 Sample (ng/mL) Number of Determinations Negative/Positive
Positive 0 0 1 14 26 Negative | 10 10 19 1 0 0 50 5010
Negative 10 10 19 0 0 % agreement among positives is 97.5% 125 50 50/0
= — o IS
o;u agreement among positives is 100 /uo % agreement among negatives is 97.5% 250 50 50/0
b agreement among negatives is 97.5%
) From the results of the above tables, the total results are shown below for Nortriptyline: 375 50 50/0
Viewer C: The average positive agreement is 98.3%. 500 50 2/48
Near cutoff negative| Near cutoff positive " " The average negative agreement is 97.5%.
WHPM Less tzirozalf the (Between 50% | (Between the cutoff (Gg;gt';rp;::vseo% 625 50 0/50
Result Drug-free Concentration by below the cutoff and|and 50% above the above the cutoff Precision and itivity - D ine 1000 750 50 0/50
; the cutoff cutoff " 7 875 50 0/50
GC/MS analysis concentration) concentration) concentration) Lot 1 _ ;
— Approximate Concentration of Number of Determinations Results 1000 50 0/50
Positive 0 0 1 13 26 Sample (ng/mL) Negative/Positive
Negative 10 10 19 1 0 0 50 50/0 L. e .
Y — 5 97.5% Precision and Sensitivity - Benzoylecgonine 300
o;u agreemen} among pOSIlIt\(eS is 9% 5:/ 250 50 50/0 Lot 1
* agreement among negatives Is 97.5% 500 50 50/0 Approximate Concentration of Number of Determinations R_esults -
From the results of the above tables, the total results are shown below for 2-Ethylidene-1,5-Dimethyl-3, 750 50 50/0 Sample (ng/mL) Negative/Positive
3-Diphenylpyrrolidine: _ 1000 50 2726 0 50 50/0
The average positive agreement is 98.3%. 75 50 50/0
The average negative agreement is 97.5%. 1250 50 0/50 150 50 50/0
1500 50 0/50
Accuracy - Methylenedi i 1750 50 050 225 %0 50/0
Viewer A: 2000 50 0/50 300 50 sar
Near cutoff negative| Near cutoff positive . - 375 50 0/50
WHPM Less ﬂc]ﬁ?ofr}alf the (Between 50% | (Between the cutoff (Glzlz?tr;rptisa\l:vgo% 450 50 0/50
Result Drug-free Concentration b pelow the cutoff and)and 50% above the above the cutoff kot2 T - 525 50 0/50
GC/MS anal oy the cutoff cutoff trati Approximate Concentration of Number of Determinations Resdults
analysis concentration) concentration) concentration) Sample (ng/mL) Negative/Positive 600 50 0/50
Positive 0 0 0 13 26 0 50 50/0 Lot2
Negative 10 10 20 1 0 250 50 50/0 Approximate Concentration of — Results
% it i o Number of Determinations N o
b agreement among positives is 97.5% 500 50 50/0 Sample (ng/mL) Negative/Positive
% agreement among negatives is 100% 750 50 50/0 0 50 50/0
Viewer B: 1000 50 3/47 75 50 50/0
Near cutoff negative| Near cutoff positive . - 1250 50 0/50 150 50 50/0
Less than half the High positive
WHPM cutoff (Between 50% (Betweuen the cutoff (Gregterpthan 50% 1500 50 0/50 225 50 50/0
Resut | PU9e€ | Concentration by [Pe1oW e cutoffand|and 50% above the | "4y the cutoff 1750 50 0150 300 50 4/46
GCIMS analysis concentration) concentration) concentration) 2000 50 0/50 375 50 0/50
Positive 0 0 1 14 26 450 50 0/50
Negative 10 10 19 0 0 '-°‘A3 e — 525 50 0/50
—— roximate Concentration o . esults
% agreement among positives is 100% PP Number of Determinations . . 600 50 0/50
% agreement among negatives is 97.5% Sampleo(ng/mL) 50 Negatl\é://zosltlve
N . Lot 3
Viewer C: n — 250 50 500 Approximate Concentration of Number of Determinations Results
Less than half the Near cutoff negative| Near cutoff positive High positive 500 50 50/0 Sample (ng/mL) Negative/Positive
WHPM cutoff (Between 50% | (Between the culoff| e ster han 50% 750 50 5010 0 50 5010
Result Drug-free Concentration b below the cutoff and|and 50% above the above the cutoff
GC/MS analysisy the cutoff cutoff concentration) 1000 50 3/47 75 50 50/0
_ concentration) concentration) 1250 50 0/50 150 50 50/0
Posm?/e 0 0 1 13 26 1500 50 0/50 225 50 50/0
O/Nega""e : 10 — ;3 = 19 1 0 1750 50 0/50 300 50 3/47
b agreement among positives is 97.5%
% agreement among negatives is 97.5% 2000 50 0/50 375 50 0/50
450 50 0/50
From the results of the above tables, the total results are shown below for P and y - D-A 500 525 50 0/50
Methylenedioxymethamphetamine: Lot 1 . . 500 50 0/50
The average positive agreement is 98.3%. Approximate Concentration of ot Results
. ; Number of Determinations . -
The average negative agreement is 98.3%. Sample (ng/mL) Negative/Positive . . .
0 50 50/0 Prec and y - v 150
Accuracy - Nortriptyline
Viewer AY Pty 125 50 50/0 Approximate Concentration of Number of Determinations Results
Less than half the Near cutoff negative[Near cutoff positive[ . o 250 50 50/0 Sample (ng/mL) Negative/Positive
ess than Baltthe | Between 50% | (Between the cutoff 'gh positive 375 50 50/0 0 50 50/0
WHPM cutoff ( ( (Greater than 50%
Result Drug-free Concentration by below the cutoff and|and 50% above the above the cutoff 500 50 3/47 37.5 50 50/0
" the cutoff cutoff ,
GC/MS analysis concentration) concentration) concentration) 625 50 0/50 75 50 50/0
Positive 0 0 1 14 26 750 50 0/50 112.5 50 50/0
Negative 10 10 19 0 0 875 50 0/50 150 50 2/48
% agreement among positives is 100% 1000 50 0/50 187.5 50 0/50
% agreement among negatives is 97.5% 225 50 0/50
262.5 50 0/50
300 50 0/50
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Lot 2

Lot 2

Lot 2
O iy ™ | Nunberf btominains .
0 50 50/0
37.5 50 50/0
75 50 50/0
112.5 50 50/0
150 50 3/47
187.5 50 0/50
225 50 0/50
262.5 50 0/50
300 50 0/50
Lot 3
Approximate Concentration of Number of Determinations Results -
Sample (ng/mL) Negative/Positive
0 50 50/0
37.5 50 50/0
75 50 50/0
112.5 50 50/0
150 50 3/47
187.5 50 0/50
225 50 0/50
262.5 50 0/50
300 50 0/50
Precision and Sensitivity - 11-nor-A°-THC-9-COOH
Lot 1
Approxismate Concentration of Number of Determinations Results _
ample (ng/mL) Negative/Positive
0 50 50/0
12.5 50 50/0
25 50 50/0
37.5 50 50/0
50 50 4/46
62.5 50 0/50
75 50 0/50
87.5 50 0/50
100 50 0/50
Lot 2
Approximate Concentration of Number of Determinations Results .
Sample (ng/mL) Negative/Positive
0 50 50/0
12.5 50 50/0
25 50 50/0
37.5 50 50/0
50 50 3/47
62.5 50 0/50
75 50 0/50
87.5 50 0/50
100 50 0/50
Lot 3
P etz ™ | Numborfotorminatns
0 50 50/0
12.5 50 50/0
25 50 50/0
37.5 50 50/0
50 50 3/47
62.5 50 0/50
75 50 0/50
87.5 50 0/50
100 50 0/50
Precision and itivity - O
Lot 1
Approxismate Concentration of Number of Determinations Results _
ample (ng/mL) Negative/Positive
0 50 50/0
75 50 50/0
150 50 50/0
225 50 50/0
300 50 3/47
375 50 0/50
450 50 0/50
525 50 0/50
600 50 0/50

Approxlsrr;amtzl(e)t();];/emntr)a tion of Number of Determinations Ne aﬁ\?:/uFl’t:sitive Approxlsn;fjézlec?:;/er;\g)a tion of Number of Determinations Ne a?::/uFl"gsitive
0 50 50/0 0 50 50/0
75 50 50/0 125 50 50/0
150 50 50/0 250 50 50/0
225 50 50/0 375 50 50/0
300 50 4146 500 50 4/46
375 50 0/50 625 50 0/50
450 50 0/50 750 50 0/50
525 50 0/50 875 50 0/50
600 50 0/50 1000 50 0/50
Lot 3 Lot 3
el B e s | e of Dt Negmase
0 50 50/0 0 50 50/0
75 50 50/0 125 50 50/0
150 50 50/0 250 50 50/0
225 50 50/0 375 50 50/0
300 50 3/47 500 50 3/47
375 50 0/50 625 50 0/50
450 50 0/50 750 50 0/50
525 50 0/50 875 50 0/50
600 50 0/50 1000 50 0/50
Precision and itivity - ine 1000 Precision and Sensitivity - Morphine 2000
Lot 1 Lot 1
P ety | o tosomiors | et e W e el I -
0 50 50/0 0 50 50/0
250 50 50/0 500 50 50/0
500 50 50/0 1000 50 50/0
750 50 50/0 1500 50 50/0
1000 50 4/46 2000 50 3/47
1250 50 0/50 2500 50 0/50
1500 50 0/50 3000 50 0/50
1750 50 0/50 3500 50 0/50
2000 50 0/50 4000 50 0/50
Lot 2 Lot 2
PO S 9 | Mmberofbtermnaters Negmehasn ey | Nmberof bt
0 50 50/0 0 50 50/0
250 50 50/0 500 50 50/0
500 50 50/0 1000 50 50/0
750 50 50/0 1500 50 50/0
1000 50 3/47 2000 50 3/47
1250 50 0/50 2500 50 0/50
1500 50 0/50 3000 50 0/50
1750 50 0/50 3500 50 0/50
2000 50 0/50 4000 50 0/50
Lot 3 Lot 3
Approxlsn; i:;g?)nng/e”rlnl-r? tion of Number of Determinations Ne: a’ﬁ\?:/uilt:sitive Approxgn;i:;g?ggfmnt')a tion of Number of Determinations Neg;?esfllt;sitive
0 50 50/0 0 50 50/0
250 50 50/0 500 50 50/0
500 50 50/0 1000 50 50/0
750 50 50/0 1500 50 50/0
1000 50 3/47 2000 50 4/46
1250 50 0/50 2500 50 0/50
1500 50 0/50 3000 50 0/50
1750 50 0/50 3500 50 0/50
2000 50 0/50 4000 50 0/50
Precision and Sensitivity - 500 F ision and itivity -
Lot 1 Lot 1
Approxlsrr; i:;g?gs/er:tﬁ tion of Number of Determinations Ne: a?i\?:/uFl"gsitive Approxlsn;:':ilgc(;:;/emnf)a tion of Number of Determinations Negaﬁ\?z;g’tssitive
0 50 50/0 0 50 50/0
125 50 50/0 75 50 50/0
250 50 50/0 150 50 50/0
375 50 50/0 225 50 50/0
500 50 3/47 300 50 3/47
625 50 0/50 375 50 0/50
750 50 0/50 450 50 0/50
875 50 0/50 525 50 0/50
1000 50 0/50 600 50 0/50




Lot 2 Lot 2
i i Approximat ncentration of — Resull
Appmx's";i:zlgf(’:gfan)a“o" of Number of Determinations Neg a'z\?:;]llt:sitive pere Sa?ngg?n;/im_)a fon o Number of Determinations Negati\?:/uPt:sitive
0 50 50/0 0 50 50/0
75 50 50/0 6.3 50 50/0
150 50 50/0 12.5 50 50/0
225 50 50/0 18.8 50 50/0
300 50 3/47 25 50 2/48
375 50 0/50 31.3 50 0/50
450 50 0/50 37.5 50 0/50
525 50 0/50 43.8 50 0/50
600 50 0/50 50 50 0/50
Lot 3 Lot 3
g | Moo vt | e s " | Norbor oot | g
0 50 50/0 0 50 50/0
75 50 50/0 6.3 50 50/0
150 50 50/0 12.5 50 50/0
225 50 50/0 18.8 50 50/0
300 50 1/49 25 50 2/48
375 50 0/50 31.3 50 0/50
450 50 0/50 37.5 50 0/50
525 50 0/50 43.8 50 0/50
600 50 0/50 50 50 0/50
P and itivity - Oxy Precision and Sensitivity - Propoxyphene
Lot 1 Lot 1
R B e I PO Coren o1 | umberof btoninatns o
0 50 50/0 0 50 50/0
25 50 50/0 75 50 50/0
50 50 50/0 150 50 50/0
75 50 50/0 225 50 50/0
100 50 4/46 300 50 4/46
125 50 0/50 375 50 0/50
150 50 0/50 450 50 0/50
175 50 0/50 525 50 0/50
200 50 0/50 600 50 0/50
Lot 2 Lot2
T ™ || Nunber ot bterrivtons e e POPOr e S | mborf btomintins
0 50 50/0 0 50 50/0
25 50 50/0 75 50 50/0
50 50 50/0 150 50 50/0
75 50 50/0 225 50 50/0
100 50 3/47 300 50 3/47
125 50 0/50 375 50 0/50
150 50 0/50 450 50 0/50
175 50 0/50 525 50 0/50
200 50 0/50 600 50 0/50
Lot 3 Lot 3
PO e et O | Nomberof btormnaters PopOT Sl Sorcot 1o o | Nmbar of botoninations
0 50 50/0 0 50 50/0
25 50 50/0 75 50 50/0
50 50 50/0 150 50 50/0
75 50 50/0 225 50 50/0
100 50 3/47 300 50 4/46
125 50 0/50 375 50 0/50
150 50 0/50 450 50 0/50
175 50 0/50 525 50 0/50
200 50 0/50 600 50 0/50
EoH and y - Ph d [0”.. and itivity -
Approx‘sna‘?r:zlte:?:g/egff“on o Number of Determinations Nega?i\?:/uFl’tssitive Approxlsn;i:zlgt()nn;/enqt')a tion of Number of Determinations Ne a?\?:/ulitssitive
0 50 50/0 0 50 50/0
6.3 50 50/0 75 50 50/0
12.5 50 50/0 150 50 50/0
18.8 50 50/0 225 50 50/0
25 50 347 300 50 347
31.3 50 0/50 375 50 0/50
37.5 50 0/50 450 50 0/50
43.8 50 0/50 525 50 0/50
50 50 050 600 50 0150

Lot 2
P otz ™ | Number ofoteminatrs o
0 50 50/0
75 50 50/0
150 50 50/0
225 50 50/0
300 50 4/46
375 50 0/50
450 50 0/50
525 50 0/50
600 50 0/50
Lot 3
iz ™ | Number ofotominators
0 50 50/0
75 50 50/0
150 50 50/0
225 50 50/0
300 50 3/47
375 50 0/50
450 50 0/50
525 50 0/50
600 50 0/50
Precision and Sensitivity - Buprenorphine
Lot 1
Appmxg;it;g?:;ﬁ:ga tion of Number of Determinations Negﬁ\?:;g‘:sitive
0 50 50/0
25 50 50/0
5 50 50/0
7.5 50 50/0
10 50 3/47
12.5 50 0/50
15 50 0/50
17.5 50 0/50
20 50 0/50
Lot 2
POP e SO | Numberof btomnatons
0 50 50/0
2.5 50 50/0
5 50 50/0
7.5 50 50/0
10 50 3/47
12.5 50 0/50
15 50 0/50
17.5 50 0/50
20 50 0/50
Lot 3
Approxismale Concentration of Number of Determinations Results B
ample (ng/mL) Negative/Positive
0 50 50/0
25 50 50/0
5 50 50/0
7.5 50 50/0
10 50 3/47
12.5 50 0/50
15 50 0/50
17.5 50 0/50
20 50 0/50
Precision and Sensitivity - Morphine 300
Lot 1
Approximate concentration of Number of determinations R_esults B
sample (ng/mL) Negative/Positive
0 50 50/0
75 50 50/0
150 50 50/0
225 50 50/0
300 50 2/48
375 50 0/50
450 50 0/50
525 50 0/50
600 50 0/50
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Lot 2

Lot 2

(+)-3,4-Methylenedioxyamphetamine (MDA)

Positive at 1300ng/mL

DL-Amphetamine

Positive at 500ng/mL

Approx;r:;t;: [(’257,:‘[?”"" of Number of determinations Negai\?:fl:l’t;itive Approxlsn;?r:zlg?gsxff tion of Number of Determinations Neg;?:/'-lllfsitive Phontermine Positive at 100000ng/mL
0 50 50/0 0 50 50/0 Apomorphine Positive at 50000ng/mL
75 50 50/0 125 S0 50/0 B-Phenethylamine Positive at 25000ng/mL
150 50 50/0 250 S0 50/0 Tyramine Positive at 10000ng/mL
225 50 50/0 375 S0 50/0 Tryptamine Positive at 25000ng/mL.
300 50 1/49 500 50 347 D-Methamphetamine >100000
375 50 0150 625 50 0/50 L-Methamphetamine >100000
450 50 0/50 750 50 0/50 Ephedrine >100000
525 50 0/50 875 50 0/50 3,4-Methylenedioxyethylamphetamine (MDE) >100000
600 50 0/50 1000 50 0/50
D-A ine 500 Result
Lot3 i L°‘A3 i EoeniraTo oF — (D-Amphetamine, Cutoff = 500ng/mL) Positive at 500ng/mL
Approx;r;;t;ectzg;/emntr)auon of Number of determinations Negaﬁj:fllt:sitive ppromsrgerlnzl e !()rT;/er:Lr)a ion o Number of Determinations N ega_ti\?:/ngsitive L-Amphetamine Positive at 60000ng/mL
0 50 50/0 0 50 50/0 DL-Amphetamine Positive at 1000ng/mL
75 50 50/0 125 50 50/0 Methylenedioxyamphetamine (MDA) Positive at 600ng/mL
150 50 50/0 250 50 50/0 R-(-)-Apomorphine Positive at 13000ng/mL
225 50 50/0 375 50 50/0 B-Phenylethylamine Positive at 8000ng/mL
300 50 2/48 500 50 3147 Tyramine Positive at 5000ng/mL
375 50 0/50 625 50 0/50 Tryptamine Positive at 100000ng/mL
450 50 0/50 750 50 0/50 Hydroxyamphetamine Positive at 600ng/mL
525 50 0/50 875 50 0/50 D-Pseudoephedrine Negative at > 10° ng/mL
600 50 0/50 1000 50 0/50 D-Methamphetamine Negative at > 10° ng/mL
L-Methamphetamine Negative at = 10° ng/mL
r;le‘;ision and y -2 1,5-Di 3,3-Diph E;ﬁision and Sensitivity - Nortriptyline (+)-Methamphetamine Negative at > 10° ng/mL
- n - - Ephedrine Negative at 2105 ng/mL
Approxgr;?:rt]zlgc(::gc/emnlt_r)atlon of Number of Determinations Negaﬁ\?zlulil’tgsitive Approxé:i:ilg?:;/ean)a tion of Number of Determinations Negaﬁ\?z/u;t:sitive 3,4-Methylenedioxy-N-ethylamphetamine (MDEA) | Negative at = 105 ng/mL
0 50 50/0 0 50 50/0 3,4-Methylenedioxymethamphetamine (MDMA) Negative at = 10° ng/mL
75 50 50/0 250 50 50/0 Phentermine Negative at 2 10° ng/mL
150 50 50/0 500 50 50/0
225 50 50/0 750 50 50/0 Y 300 Result
300 50 3/47 1000 50 3147 (Benzoylecgonine, Cutoff = 300ng/mL) Positive at 300ng/mL
375 50 0/50 1250 50 0/50 Cocaine HCI Positive at 500ng/mL
450 50 0/50 1500 50 0/50 Cocaethylene >100000
525 50 0/50 1750 50 0/50 Ecgonine >100000
600 50 0/50 2000 50 0/50
y ine 150 Result
Lot 2 Lot 2 (Benzoylecgonine, Cutoff = 150ng/mL) Positive at 150ng/mL
Approximate Concentrati - Approximate Concentration of - Results i itis
PP Sample (ng/mlt_r)allon of Number of Determinations Negaﬁ\?z/ulil’tgsitive PP Sample (ng/mL) Number of Determinations Negative/Positive Ezf:;’:;:f' ZZZ'::::;?S:%’:Q:;;L
0 il 500 0 50 5010 Cocaethylene Negative at = 105 ng/mL
5 0 500 250 S0 5010 Ecgonine Negative at = 105 ng/mL
150 50 50/0 500 50 50/0
225 50 50/0 750 50 500 11-nor-A*-THC-9-COOH Result
300 50 2/48 1000 50 248 (11-nor-A°-THC-9-COOH, Cutoff = 50ng/mL) Positive at 50ng/mL
375 50 0/50 1250 50 0/50 11-hydroxy-A°-Tetrahydrocannabinol Positive at 15000ng/mL
450 50 0/50 1500 50 0/50 A8-Tetrahydrocannabinol Positive at 8000ng/mL
525 50 0/50 1750 50 0/50 A°-Tetrahydrocannabinol Positive at 7000ng/mL
600 50 0/50 2000 50 0150 Cannabinol >200000
Lot3 Lot 3 Cannabidiol >200000
ApmeIS";?rt\zlgt()rr\];ﬁ::_rfuon of Number of Determinations Negﬁ\?:fl;l'tssitive Approx'smaam'zlg‘(’n”;“‘m“ﬂ)at'o“ of Number of Determinations Ne alz\?:/l-‘FI’tgsi!ive Oxazepam Result
0 50 50/0 0 50 50/0 (Oxazepam, Cutoff = 300ng/mL) Positive at 300ng/mL
75 50 50/0 250 50 50/0 Alprazolam Positive at 125ng/mL
150 50 50/0 500 50 50/0 a-Hydroxyalprazolam Positive at 2500ng/mL
225 50 50/0 750 50 50/0 Bromazepam Positive at 1565ng/mL
300 50 2/48 1000 50 2/48 Chlordiazepoxide Positive at 1560ng/mL
375 50 0/50 1250 50 0/50 Clobazam Positive at 65ng/mL
450 50 0/50 1500 50 0/50 Clonazepam Positive at 10000ng/mL
525 50 0/50 1750 50 0/50 Clorazepate Dipotassium Positive at 195ng/mL
600 50 0/50 2000 50 0/50 Delorazepam Positive at 1560ng/mL
Desalkylflurazepam Positive at 1565ng/mL
[ot ; and y - ?pecificit)}; and Crofss Rea;:ti\;ity Diazepam Positive at 115ng/mL
test tl ificit t test, the test i - i - —
Approximate Concentration of Number of Determinations Results B Aﬁ'\pf\itam%espz%o,c )lge[:-nzoyleecggn'inee 353, dBe;cheoy‘?leiisg;nsiii tﬁ 5t;$t 1I_31 ﬁr:ﬁift_z_:\rrulg?gjg(g)ba Esta.zolam Pos!t!ve at 165ngfmL
Sample (ng/mL) Negative/Positive Oxazepam, Methamphetamine 1000, Methamphetamine 500, Morphine 2000, Methadone, Flunitrazepam Positive at 166ng/mL
0 50 50/0 Phencyc!idine, Propoxyp_hene, Oxyco_dqne, Butalbital, Byprenorphine, Morp_hine 300, 2—Ethy|ide_ne Midazolam Positive at 6500ng/mL
125 50 500 g motabolies and other commanents of the sme aase hat are IKely 10 be present I crng. Al Niazepam Positive at 300ng/mL
250 50 50/0 the components were added to drug-free normal human urine. The following structurally related Norchlordiazepoxide Positive at 250ng/mL
375 50 50/0 compounds produced positive results with the test when tested at levels equal to or greater than the Nordiazepam Positive at 400ng/mL
500 50 2/48 concentrations listed below. Temazepam Positive at 100ng/mL
625 50 0/50 D-A ine 1000 Result Triazolam Positive at 2500ng/mL
750 50 0/50 (D-Amphetamine, Cutoff = 1,000ng/mL) Positive at 1000ng/mL DL-Lorazepam Negative at < 10° ng/mL
875 50 0/50 L-Amphetamine Positive at 100000ng/mL Methamphetamine Negative at < 10° ng/mL
1000 50 0/50 Morphine Negative at < 10° ng/mL




1000 Result Morphine Negative at < 10° ng/mL Nortriptyline Result
(D-Methamphetamine, Cutoff = 1000ng/mL) Positive at 1000ng/mL Acetylmorphine Negative at < 10° ng/mL (Nortriptyline, Cutoff = 1000ng/mL) Positive at 1000ng/mL
(+)-3,4-Methylenedioxy-n-ethylamphetamine Positive at 41600ng/mL Buprenorphine Negative at < 105 ng/mL Amitriptyline Positive at 1500ng/mL
(MDEA) Ethylmorphine Negative at < 10° ng/mL Clomipramine Positive at 15000ng/mL
DL-Methamphetamine Positive at 1000ng/mL " " —

- — Desipramine Positive at 1000ng/mL
E’;;};ﬁ?&iﬁﬁz::d‘?s:t:’:;zm hetamine R Phencyclidi Result Doxepin Positive at 2000ng/mL

| (MDMA) Y Y P Positive at 8000ng/mL (Phencyclidine, Cutoff = 25ng/mL) Positive at 25ng/mL \mipramine Positive at 600ng/mL

L-Methamphetamine Positive at 10000ng/mL Phencyclidine Morpholine Positive at 625ng/mL Nordoxepin Positive at 1000ng/mL
Trimethobenzamide Negative at < 10° ng/mL 4-Hydroxyphencyclidine Positive at 250ng/mL Promazine Positive at 24000ng/mL
Chloroquine Negative at < 10° ng/mL Trimipramine Positive at 4000ng/mL
Ephedrine Negative at < 10° ng/mL. Propoxyp! Result Cyclobenzaprine Hydrochloride Positive at 1500ng/mL
Fenfluramine Negative at < 10° ng/mL (Propoxyphene, Cutoff = 300ng/mL) Positive at 300ng/mL Maprotiline Negative at < 10° ng/mL
Procaine (Novocain) Negative at < 105 ng/mL D-Norpropoxyphene Positive at 1500ng/mL Promethazine Negative at < 10° ng/mL
Ranitidine (Zantac) Negative at < 105 ng/mL Norclomipramine Negative at < 10° ng/mL

D-Amphetamine

Negative at < 10° ng/mL

Result

L-Amphetamine

Negative at < 10° ng/mL

(Butalbital, Cutoff = 300ng/mL)

Positive at 300ng/mL

EFFECT OF URINARY SPECIFIC GRAVITY
Urine samples of normal, high, and low specific gravity ranges (1.000 - 1.035) were spiked with drugs at

Oxazepam Negative at < 105 ng/mL Secobarbital Positive at 1500ng/mL 25% below and 25% above cut-off levels respectively. The One-Step Drug of Abuse Dip Card Test was
Morphine Negative at < 10° ng/mL Amobarbital Positive at 3000ng/mL tested using twelve drug-free urine and spiked urine samples. The results demonstrate that varying ranges
‘Alphenal Positive at 250ng/mL of urinary specific gravity do not affect the test results.
500 Result Aprobarbital Positive at 200ng/mL EFFECT OF URINARY PH
(D-Methamphetamine, Cutoff = 500ng/mL) Positive at 500ng/mL Allobarbital Positive at 500ng/mL The pH of an aliquot of negative urine pool was adjusted to pH ranges of 4.0 - 9.0 and spiked with drugs at
-3 4] iOXY-N— i - o 25% below and 25% above cut-off levels. The spiked, pH-adjusted urine was tested with the One-Step
+)-3,4-Methylenedioxy-n-ethylamphetamine -
él\/?DEA) v Y viamp Positive at 20000ng/mL Butabarbital Pos!t!ve at 1000ng/ml. Drug of Abuse Dip Card Test. The results demonstrate that varying ranges of pH do not interfere
DL-Methamphetamine Positive at 1000ng/mL Butethal Positive at 500ng/mlL. with the performance of the test.
- — Cyclopentobarbital Positive at 300ng/mL i e,
p-Hydroxymethamphetamine Positive at 16000ng/mL P, — Non-Ci P
— - Pentobarbital Positive at 1300ng/mL
(£)-3,4-Methylenedioxymethamphetamine Positi 2000ng/mL - — - - - -
(MDMA) ositive at 2000ng/mi Phenobarbital Positive at 1900ng/mL Acetaminophen B-Estradiol Oxalic acid
L-Methamphetamine Positive at 5000ng/mL Acetophenetidin Erythromycin Oxolinic acid
Fenfluramine Positive at 40000ng/mL Buprenorphine Result N-Acetylprocainamide Ethanol (1%) Oxymetazoline
L-Amphetamine Positive at 60000ng/mL (Buprenorphine, Cutoff = 10ng/mL) Positive at 10ng/mL Acetylsalicylic acid Fenoprofen Papaverine
Trimethobenzamide Negative at = 10° ngimL_ Buprenorphine-3-D-Glucuronide Positive at 15ng/mL. Albumin (100mg/dL) Furosemide Penicilin G
Chloroquine Negative at 2 10° ng/mL Norbuprenorphfne - Posft!ve at 40ng/mL. Aminopyrine Gentisic acid Perphenazine
Ephedrine Negative at > 10° ng/mL NorbuPrenorph|ne—3-D-GIucuron|de Posm\{e at 500ngs/mL Amoxicillin Hemoglobin Phenelzine
Procaine (Novocain) Negative at 2 10° ng/mL Morphine Negat!ve at i 105 ngfml. Ampicillin Hydralazine Prednisone
Ranitidine (Zantac) Negative at = 10° ng/mL (:x;/morphor:\e zega:!ve a: Z 135 ng;mt Apomorphine Hydrochlorothiazide (%)-Propranolol
D-Amphetamine Negative at = 10° ng/mL ydromorphone egative at = 10" ng/m Ascorbic acid Hydrocortisone Pseudoephedrine
Oxazepam Negative at = 10° ng/mL Morphine 300 Result Aspartame O-Hydroxyhippuric acid Quinine
i i >105 - - —
:\i;)rgr:r;\jeth lenedioxyamphetamine (MDA) :Zg::::: ::; 125 :g;:t (Morphine, Cutoff = 300ng/mL) Positive at 300ng/mL Atroping 3-Hydroxytyramine Rar.undlne n
: i yame & =09 6-Acetylmorphine Positive at 750ng/mL. Benzilic acid Ibuprofen Salicylic acid
Morphine 2000 Result Codeine Positive at 300ng/mL Benzoic acid Isoproterenol Serotonin (5- Hydroxytyramine)
(Morphine, Cutoff = 2000ng/mL) Positive at 2000ng/mL Ethyl Morphine Positive at 200ng/mL. Bilirubin Isoxsuprine Sulfamethazine
Codeine Positive at 1000ng/mL Heroin Positive at 700ng/mL Chloral hydrate Ketamine Sulindac
Ethylmorphine Positive at 560ng/mL. Hydromorphone Positive at 4000ng/mL Chloramphenicol Ketoprofen Tetrahydrocortisone 3-(B-Dglucuronide)
Hydrocodone Positive at 5000ng/mL Hydrocodone Positive at 2000ng/mL Chlorothiazide Labetalol Tetrahydrocortisone 3-acetate
Hydromorphone Positive at 7315ng/mL Levorphanol Positive at 12000ng/mL. Chlorpromazine Loperamide Tetrahydrozoline
Levorphanol Positive at 16000ng/mL Thebaine Positive at 90000ng/mL Cholesterol Meperidine Thiamine
6-Monoacetylmorphine Positive at 1000ng/mL Methyprylon Positive at 4000ng/mL Clonidine Meprobamate Thioridazine
Morphine 3-B-D-Glucuronide Positive at 1300ng/mL Morphine-3--D-Glucuronide Positive at 450ng/mL Cortisone Methoxyphenamine Triamterene
Thebaine Negative at < 105 ng/mL. Oxycodone Negative at < 10° ng/mL (-)-Cotinine Nalidixic acid Trifluoperazine
Norcodeine Negative at < 10° ng/mL Procaine Negative at < 10° ng/mL Creatinine Naloxone Trimethoprim
Normorphine Negative at < 10° ng/mL = 5D 33 Deoxycorticosterone Naltrexone DL-Tryptophan
Oxycodone Negative at < 10° ng/mL Diphe,nylmfrrolyidine o Result Dextromethorphan Naproxen Tyramine
Oxymorphone Negative at < 10° ng/mL (Z-Ethylwdene-j,5-Dimethyl-3,3- Positive at 300ngfmL Diclofenac Niacinamide DL-Tyrosine
Procaine Negative at < 10° ng/mL E'Ez‘:':y;p“;'?}:dl'"aeé%f‘?ﬁ = ?OU”QII_'"L)EMDP Ty Diflunisal Nifedipine Uric acid
Oxazepam Negative at < 105 ng/mL D-i yl: ;nide yl-3,3-Diphenylpyrroline ( ) Nega‘::e a‘ ; > :QI:L Digoxin Norethindrone Verapamil
Methamphetamine Negative at < 10° ng/mL 'Sopyramide egal - eat= 9 Diphenhydramine Noscapine Zomepirac
Methadone Negative at < 10° ng/mL E - vl -
Methadone Reeult Levo-a-Acetyimethadol (LAAM) HCI Negative at < 10° ng/mL cgonine methyl ester (#)-Octopamine
(Methadone, Cutoff = 300ng/mL) Positive at 300ng/mL Alphamethadol Negative at < 10° ng/mL LAY USER
LAAM Positive at 10000ng/mL Doxylamine Negative at < 10° ng/mL . " " :
9 Alay user study was performed at three intended user sites with 140 laypersons for each drug device. They
Alphamethadol Negative at < 10° ng/mL had diverse educational and professional backgrounds and ranged in age from 21 to >50. Urine samples
Doxylamine Negative at < 105 ng/mL y Result were prepared at the following concentrations; negative, +/-75%, +/-50%, +/-25% of the cutoff by spiking
EDDP Negative at = 10° ngimL (Methylenedioxymethamphetamine, Cutoff = Post pe— drug(s) into drug free-pooled ‘urine specimens. The concentrations of the samples were cqn‘flrmed by
500ng/mL) ositive at 500ng/m GC/MS. Each sample was aliquoted into individual containers and blind-labeled. Each participant was
EMDP Negative at < 10° ng/mL 3.4-Methylenedioxyamphetamine HOl (MDA) Positive at 8000ng/mL provided with the package insert, 1 blind labeled sample and a device. The results are summarized below.
3,4-Methylenedioxyethylamphetamine (MDEA) Positive at 1000ng/mL D-Amphetamine Lay Person Results
Oxycodone Result (-)-W-Ephedrine Positive at 40000ng/mL 9% of Cutoff NSumbeIr of c 10tOO'_ b '/I'\he Percethi/ge
= iti amples oncentration iti i reemen
(Oxycodone, Cutoff = 100ng/mL) Positive at 100ng/mL D-Methamphetamine Negative at < 10° ng/mL p soms (ng/mLi/ No. of Positive |No. of Negative| Ag (%)
Dihydrocodeine Positive at 50,000ng/mL D-Amphetamine Negative at < 10° ng/mL 100% Cutoft 20 0 0 20 100%
Hydrocodone Positive at 10,000ng/mL L-Amphetamine Negative at < 10° ng/mL 75% Cutoff 20 245 0 20 100%
Heroin Negative at < 10° ng/mL L-Methamphetamine Negative at < 10° ng/mL -50% Cutoff 20 492 0 20 100%
. " " <100
Zlocrjphlne 3-B-D-Glucuronide :ega:!ve a:; 185 ng;mt 25% Cutoff 20 738 1 19 95%
Hodelne _ Nega‘f"e a‘; o "glmL +25% Cutoff 20 1268 18 2 90%
yeromorpone cgalvedls T RO +50% Cutoff 20 1521 20 0 100%
+75% Cutoff 20 1775 20 0 100%




§086¥LLLEOAN

% of Cutoff Number of | D-Amphetamine
Samples SOOG%‘/’"Ce”"a‘ion " Lay Person Results e oo
R M . iti ge o
100% Cutoff 20 Y [? (ng/mL)| No. of Positive |No. of Negative| Agreement (%) % of Cutoff Number of  [Methamphetamin P
75% Cutoff 20 - 0 20 007 Samples SOOG%‘/’”CS""BNOH N y Persan Resuits The Percent:
Ny 30 o B y GCIMS (ngf 0. of Positi - age
50% Cutoff 20 o 0 > — 100% Cutoff 2 : (ng/mL ositive |No. of Negative| Agreement (%) % of Cutoff Number of Buprenorphine P
-25% Cutoff 0 2 -75% Cutoff Y 0 20 Samples Concentration by y Person Results
20 374 0 100% 0 129 100% GC/M N - The Percentage
+25% Cutoff 2 1 9 950/“ -50% Cutoff % = 0 20 o0 -100% Cutoff 2 S (ng/mL) | No. of Positive [No. of Negative| Agreement (L,/%)
T50% Cutof 649 2 5 o 25% Cutoff 2 i 0 20 0 ~75% Cutoff 2 0 0 2
20 768 100% 5 393 100% 0 26 100%
+75% Cutoff 20 20 0 T00% +25% Cutoff 20 o 1 19 oo% -50% Cutoff 20 - 0 20 100%
+100% Cutoff 857 20 o o +50% Cutoff 2 20 0 > -25% Cutoff 52 0 20 o
20 1019 100% 730 100% 20 78 100%
20 +75% Cutoff 20 +25% Cutoff . 0
0 20 0 1009 20 20 o
100% $100% 930 20 0% 2507 13 7 100%
% Cutoff 20 1028 0 100% 7o Cutof 20 157 > ! 95%
20 > +75% Ci : 20 a
0 100% o Cutoff 20 0 S
18.3 100%
% Nu Benzoylecgoni - 20 0
b of Cutoff mbor of a0 ool Lay Person Results % of Cutoff Number of | JMorphine 2000 Lay P 100%
ples  loy Gom rationy — The Percentage Samples | Concentration by y Person Results T % of Cutoff Number of Morphine 300 T
~100% Cutoff 2 g(ng/mL 0. of Positive |No. of Negative| Agreement (%) ~100% Cutoff 2 GC/MS (ng/mL) No. of Positive |No. of Negativ Azerezercer:t(aﬂ?e Samples Concentration by ay Person Results The Percent
K - e men R GC/MS No. it - rcentage
;3:;0 Cutoff 20 - g 20 0% 75% Cutoft - 0 o = - o) 100% Cutoff 20 0(nngL) of Positive |No. of Negative| Agreement (%)
-50% Cutoff 20 20 50% 527 0 o -75% Cutoff 0 20
142.5 100% b Cutoff 20 20 20 74 100%
-259 1009 - o
% Cutoff 2 Ty 0 20 T00% 25% Cutoff = 1053 0 m OA: 50% Cutoff 20 v 0 20 100%
+25% Cutoff : 3 17 2250 1573 100% -25% Cutoff 0
+509 20 379 19 85% 25% Cutof 20 ! 19 95% 20 228 2 100%
% Cutoff % — 1 o +50% Cutoff ~ 2652 20 b +25% Cutoff 20 3 1 19 5%
+75% Cutoff - 20 0 n 3254 100% +50% Cutoff 79 20 ~
20 100% +75% Cutoff 20 2 k
= 20 0 ” 2 3711 20 - 100% +75% Cutoff 443 20 100%
100% 0 2 20 0 100%
100% 516 20 2
0
100%
% of Cutoff Number of Methadone
9 Ni Ben - Samples Concentration by Lay Person Results T % of Cutoff Number of o EDDP Loy Poreon Rosdlt
% of Cutoff umber of Zoylecgonine | Lay Pers 100% GCIMS (ng/mL) | No- of Positive |N — The Percentage Samples noetration by uts {The per
Samples gsoe(éon!:emration on Results S » Cutoff 20 o 0. of Negative| Agreement (%) -100%Cutoff 2 GC/MS (ng/mL) | No- of Positive |No. of Negative Agreemceiqtggi
R y GC/MS No. of Positi - age -759 :
100% Cutoff 20 o of Positve |No. of Negative| Agreement (%) T 20 7 ° 20 100% -75%Cutoff 20 2 0 20 S
75% Cutoff 20 - 0 20 100 '25 ;’ Cutoff 20 128 g 20 100% 50% Cutoff o 81 o = 120 %
-50% Cutoff 0 - -25% Cutoff 2 20 5o 157 0%
20 20 1007 0 2 100% 25% Cutoff 0
73 00% +259 22 2 o 20 20 1009
-25% Cutoff 0 % Cutoff 21 18 2 235 0%
20 2 100% 0 378 90% +25%Cutoff > 2 T
+25% Cutoff 2 109 0 2 oo +50% Cutoff 2 252 19 1 5% +50%Cutoff 20 410 20 5 90%
+50% Cutoff 178 18 i +75% Cutoff 20 0 e 0 485 100%
- 20 23 2 0% 20 530 > 100% 75%Cutoff 20 e 20 0 007
+75% Cutoff 2 20 0 o
0 0 9 100% 20
258 100% J 0 1009
+100% Cutoff 20 %
20 0 o 9 [e) _
301 100% % of Cutoff Number of xycodone Methylenedioxy-
20 0 - ° Sam Concentratio Lay Person Results % of Cutoff Numberof  [mothamahatams Lay Person Resu
100% ples GCIMS /n by No. of P The Percentage Samples c ampne.amin lts
- N 0. Of iti . on :
00% Cuoft = . g/mL) ositive |No. of Negative| Agreement (%) Gcfﬁg"at"’" by [ No. of Positive |No. of Negati Lhe Percentage
75% Cutoff 2 0 20 -100%Cutoff = (ng/mL) egative| Agreement (%)
5
% of Cutoff Number of T-nor-4% THC-9- Lay Person R -50% Cutoff 20 = 0 20 183; ToCutoft 20 1?5 0 20 100%
o Of Cutol COOH rson Results 25% 49 o 509 o
25% C 0 % Cutoff 0
Samples Concamtration by | N - The Percentage t utoff 20 — 20 0% 250“ of 20 237 o 20 100%
100% Cutoff % GC/MS (ng/mL) 0. of Positive [No. of Negative| Agreement (%) +25% Cutoff 20 o 1 19 o5% - > % Cutoff 20 38 20 100%
+50% Ci 19 +25%Cutoff 0
75% Cutoft 2 0 0 % o uon 20 148 ! 9% o 20 598 20 100%
50% Cutoff 12 0 100% +75% Cutoff 20 20 0 T00% +50%Cutoff 20 e 19 1 o
0% butol 20 20 173 b +75% 20 o
24.5 100% 20 ) oCutoff 20 0
-25% Cutoff 0 100% 912 100%
20 20 9 o 20
36.8 100% 0
+25% Cutoff 20 o ! 19 95% % of Cutoff Number of | Phencyclidine P __ 100%
+50% Cutoff 20 20 0 > Samples Concentration by y Person Results Th % of Cutoff Number of Portriptyline Lay Pers:
5% Cuort 77 20 5 100% T100% Cuwoh = GCIMS (ng/mL) | No- of Positive |No. of Negative AgereF;enr\ceTtauge Samples (:G‘Jg/chiglralion by [ on Results e Parooa
: en it e
20 0 20 5 100% 5% Cutoff = 0 o = (%) -100%Cutoff 20 0(ng/mL) 0. of Positive |No. of Negative| Agreement (0/2)
100% 6 100% -75%Cutoff 0
-50% Cutoff 0 20 20 1009
20 20 1009 50 261 0%
1 00% 50% C 0
-25% Cutoff 2 1292 0 20 T 00/" 25; C”:og 20 295 ° 20 100%
o N o Cutol
% of Cutoff Number of Oxazepam = +25% Cutoff 20 313 0 20 100% +25%Cutoff e 720 1 = 100%
Samples Concentration by Y person results T +50% Cutoff 20 . 19 1 20 1180 19 95%
— GCIMS (n No. of Positi - he percentage ” 37 95% +50%Cutoff 20
100% Cutoft = (ng/mL) Positive [No. of Negative| agreement (% +75% Cutoff 20 20 0 2 1485 100%
75% Cutoff 0 0 P (%) 44 2% 5 100% +75%Cutoff 2 o 20 0 oo
20 o 7 b
76 100% 100% 20
-50% Cutoff 0 20 BIBLIOGRAI 0 100%
259 20 145 100% % of Cutoff Number of Propoxyphene 1 Stow PHY OF SUGGESTED READING °
5% Ci 0 L ewart DJ
- b Cutoff 20 222 20 100% Samples |, %Oncentranon ay Person Results The P 2 Ambre J J’K‘a?a T, Lucassen M, Kalow W. Clin. Phal |
+259 0 C/l - e Percel : . J. Anal. Toxi g : . rmacol. Th i .
= ;o gutoff 20 384 18 2 100% -100% Cutoff 2 y GC/MS (ng/mL) No. of Positive [No. of Negative| Agreemenr;‘fogf 3.Hawks RL, CN ch?:ncg;I'J:,?f ’T9é2?-1' er. April 1979; 25 ed: 464, 264-8.
/» Cutoff 20 468 2 90% 75% Cutoff 2 0 0 20 Resoarch Monograph 7, 1986, for Drugs of Abuse. National Institute f
+75% Cutoff 20 20 0 o -50% Cutoff 3 0 100% ) or Drug Abuse (NIDA),
542 % 100% b Cuto 20 5 20 100% ADDITIONAL INFORMATION AND
0 100% 25% Cutoff - L 0 2 00 The following list of organizations ,EEFERENCES
+25% Cutoff 2 9 1 19 o also have an internet address which ay be helpful for counseling support and
+50% 0 363 20 95% T o ) SpRor o resoufces. These groups
M - + ao Cutoft 20 437 0 100% gaﬂonal Clearinghouse for Alcohol and D o
thar )
% of Cutoff Number of Jobanlink Lay Person Results 75% Cutoff 20 518 ;g 0 100% Center for Substance Abuse Treatment v ';‘;‘;[{;‘1‘;‘;"1%-geanh-org 1-800-729-6686
amples Concentrati Th 0 Ameri ouncil on Alcoholism and D . -org 1-800-662-HELP
> GOMS (ngim by | No. of Posiive |No. of Negaive) Agh Percariage 100% merican Council for Drug Education (ACDE) Dependence www.ncadd.org 1-800-NCA-C.
100% Cutoff % g/mL) gative| Agreement (%) %% of Cutoff Number of Buabial ) www.acde.org 1-800-488-DRUG ALL
-75% Cutoff 20 225 0 20 100% Samples C(;)(rt‘/c o L] Toverw e The Percenta
~50% Cutoff 0 T 0 20 100% -100% Cutoff 20 MSU("Q/mL) No. of Positive |No. of Negative| Agreement o
-25% Cutoff 0 -75% 0
— 20 729 20 100% 6 Cutoff 20 77 20 100%
25% Cutoff 20 0 20 - -50% Cutoff 20 0 20 M
D ° o 156 o e :
+50% Cutoff > 1212 19 1 1;)52// ~25% Cutoft 20 0 > 130"/ Manufactured by
o P.M., Inc.
+75% Cutoff 2 “ 20 0 - = +25% Cutoff m 234 1 T 0% 5358 Iwindale Ave.
1666 20 00% +50% C 390 19 95% Irwindale, CA 91706
0 100% o utoff 20 208 1 95% 626-443-8480
5% Cutoff 20 o 20 0 0% www.whpm.com
20
0 100%
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