The QuikScreen® 7 is an immunochromatographic assay for rapid, qualitative
detection of drug combinations and their principal metabolites in urine at
specified cut-off concentrations. This test is an in vitro diagnostic medical
device for healthcare professional use only. This drug combination is composed
ol the tollowing drugs:

DRUG CLASS SENSITIVITY
BARBITURATES 300 ng/ml
BENZODIAZEPINES 300 ng/ml
COCAINE/BENZOYLECGONINE 300 ng/ml
METHAMPHETAMINE 1000 ng/ml
OPIATES/MORPHINE 2000 ng/mit
PHENCYCLIDINE 25 ng/ml
MARIJUANA 30 ng/ml

Note: The test provides only preliminary data which should be confirmed by
other methods such as gas chromatography/mass spectrometry (GC/MS). Clini-
cal considerations and professional judgment should be applied to any drug of
abuse test result, particularly when preliminary positive results are indicated.

SUMMARY AND EXPLANATION OF THETEST

The QuikScreen® 7 is an easy, fast, qualitative, visually read competitive
binding immunoassay method for screening without the need of instrumenta-
tion. The method employs unique mixture of antibodies to selectively identify
the drugs of abuse and their metabolites in test samples with a high degree of
sensitivity

Drug abuse remains a growing social and economical concern in many devel-
oped and developing countries throughout the world. The above stated drugs
are amony the most frequently abused illicit drugs, according to the U.S. Sub-
stance Abuse and Mental Health Services Administration Opiales are among a
class of heavily abused prescription drugs

The sensitivity of the QuikScreen® 7 is sct as required for the screening immu-
noassays of these drugs in the reference guidelines set by the US Substance Abuse
and Wvlental Health Services Administration (SAMHSA) and the US Depart-
ment of Health and Human Services

PRINCIPLE OF THE TEST
The QuikScreen® 7 is a competitive binding immunoassay in which drug and
drug metabolites 1n a urine sample compete with immobilized drug conjugate
for limited labeled antibody binding sites By utifizing antibodies that are spe-
cific to different drug classes, the test permits independent, simultaneous detec-
tion of any of the drug combinations from a single sample. The approximate
run time 1S 5 munutes

[n the assay procedure, urine mixes with labeled antibody-dye conjugate and
migrates along a porous membrane When the concentration of a given drug is
below the detection limit of the test, unbound antibody-dye conjugate binds to
antigen conmjugate immobilized on the membrane, producing a rose-pink color
band in the appropriate Test Zone for that drug. Conversely, when the drug
level 1s at or above the detection limit, free drug competes with the immobilized
antigen conjugate on the membrane by binding to antibody-dye conjugate,
formung an antigen- antibody complex, preventing the development of a rose-
pink color band

Regardiess of the drug levels
in the sample, a rose pink-color P
band is produced tn each Control
Zone (top bands) by a paralle!
tmmunochemical reaction

These bands serve as built-in

quality control measures by
demonstrating antibody recognition,
verifying that the reagents are
chemically active
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REAGENTS AND MATERIALS PROVIDED

1.

Test Devices

Contains dye-conjugated antibody
and immobilized antigen in protein
matrix with sodium azide

[rer] 60711

Contains buffered protein solution
with sodium azide. [rEf] 40/0N

Contains BAR at 1000 ng/ml in a
buffered protein solution with so-
dum azide. [rer] 78040-BP
Contains BZD at 1000 ng/ml in a
buffered protein solution with so-
dium azide. [REF] /8020-BP

Contains BEG at 1000 ng/ml in a
buffered protein solution with so-
dium azide. [Re€] /2000-BP

Methamphnetamine Positive Control Contains MET at 3000 ng/ml in a

2. Test Instructions

Optional:

3. Negative Control [

4 Barbiturates Positive Control

5  Benzodiazepines Positive Control
6 Cocaine Positive Control

7

8  Opiates Positive Control

9 PCP Positive Control

10 Marijuana Positive Control

buffered protein solution with
Opiates Positive Control Contains
MOR at 5000 ng/ml in a buffered
protein solution with sodium azide
RCF| 11220-BP

Contains PCP at 100 ng/ml ina
buffered protein solution with so
dium azide [Rref] 74020P
Contains THC at 150 ng/ml in a
buffered solution with sodium azide
[ReF] 13020P

MATERIALS REQUIRED BUT NOT PROVIDED

1
2

Clock or timer.

Specimen collection containers

WARNINGS AND PRECAUTIONS

For i vitro diagnosuc and professional use only

2 Do not use the test device beyond the expiration date

3 Urine specimens may be infectious; properly handle and dispose of all
used reaction devices it 2 biohazard container

4 Visually inspect the foil package to insure it is intact If the package is
not intact, the integrity of the device might be compromised

STORAGE AND STABILITY

Store test kit below 28°C; do not freeze

[f stored at 2°-8°C, allow the test kit to

reach room temperature (15°-28°C) before performing the test  Refer to the expira-
tion date for stability

SPECIMEN COLLECTION AND PREPARATION

Fresh urine specimens should be collected directly into the cup, The
QuikScreen® 7 device employs a thermal strip which should be checked

immediately after collection to validate urine specimen

SAMHSA regula-

tions specify that any temperature below 90 5° F must be considered adulter-
ated No additives or preservatives are required Note: Urine specimens can
be transferred from a urine collection container mto the cup QuikScreen® 7
test cup, if necessary.

TEST PROCEDURE

Do not break the seal of the pouch until ready to begm testing

1
2
3

Remove the Test Cup from the foil pouch

Collect urine specimen directly into the Test Cup. Insure that the
sample amount meets the minimum level as indicated on the side of the

Test Cup.
Read the results at 5 minutes

NOTE The result must be interpreted at five minutes. Waiting more than
Jfive minutes may cause the reading to be inaccurate. To avoid confu-
sion, discard the test device after interpreting the result.
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The following Cocaine-related substances yield positive results for Cocaine
at 300 ng/ml Cut-Off Level

QuikScreen®7

Benzoylecgonine 300 ngimi
Cocaine 300ng/ml
One S'eD Onsite Dru@ CUD Isoxsuprine 2,300 ng/mi

The following Methamphetamine-related substances yield positive results for Metham-
phetamine at 1000 ng/ml Cut-Off Level:

L_‘.._............_.._. bt

— Negalive

T Positive

d-Amphetamine 250,000 ng/mi

o d, -Amphetamine 300,000 ng/m!

I l I I I I . : Retest (+) Methamphetamine 1,000 ng/ml

(=) 3.4-Methylenedioxyamphetamine (MDA) 250,000 ng/ml

(=) 3, 4-Methylenedioxy hamph, MDMA, Ecsiacy) 1,250 ng/m!

INTERPRETATION OF RESULTS S A
Phentermine 2,000 ng/mi

Confirm: A rose-pink band is visible in each control zone (top band). No Phenyl Propanolamine (PPA) 10,000,000 ng'mi
d g 3 i Pseudoephedrine 2,300 ng/mi

color band appearing in the appropriate test zone (bottom band) indicates a Ephedime 10,000,000 nml

preliminary positive result for the corresponding drug of that specific test

zone. Send urine specimen to a certified laboratory for confirmation The following Opiates-related substances yield a positive resuli for Opiates at

2000 ng/mi Cut-Off Level:

Negative: A rose-pink band is visible in each control zone and the appropr- Morphine 2.000ng:ml  Levorphanol 6,000 ng/ml
ate test zone, indicating that the concentration of the corresponding drug of Morphine-3-p-D-Glucuronide 2.000ng/m! Naloxone 10,000 ng/ml

- . P Codene 2.000ng/mi  Thebaine 15,000 ng/mi
that specific test zone 1s below the detection limit of the test Herom 000 ngiml Imipramine 500,000 ng/m
Retest: [f a color band is not visible in each of the conitrol zones, the test is Zj;""d“{;'e 2‘{';3’;"5’{'"; ;Z'DP"'; ;vgzg-gzzngf'";
. . . racodone 3, ng'm eperidine N . ngim
invalid Another test should be run to re-evaluate the specimen. Fydromorphone 2.000ngml Ramtidine 1,000,000 ng/m

Oxycodone 100.000 ng 'mi

Note: There is no meaning attributed to line color intensity or width.
QUALITY CONTROL

An internal procedure control has been incorporated into the test to ensure
proper kit performance and reliability

The following Phencyclidine (PCP)-related substances yield positive results for PCP
at 23 ng/mi Cut-0Off:

n-Acetylprocainamide 10,000 ng mi Phencychdine 25 ng/mi
Codeine 3.000ng ml 1-(4-Hydroxypiperidino) phenylcyclohexane 550 ng'mi

The use of an external control is recommended to verify proper kit perfor- p-Hydroxymethamphesanune 50,000 ngim! I-(1-Phenylcyclohexyl) pyrrolidine 200 ngeml
mance Quality control samples should be tested according to quality control LThebiaipe 10,000 ng ml 4-Phenyl+-pipendino cyclohexanol 60 ngin

i N X 1-(1-Phenylcyclohexyl)morphine 600 ng‘mi [ 1-(2-Thienyl)cyclohexyl] piperidine 30 ng mi
requirements established by the testing laboratory N.N-Diethyl-1-phenylcyclohexylumi ne 2.0 ngiml 1—[1-(2-Thienyl)~cyclohexyl) pyrrolidine 600 ng/mi

LIMITATIONS OF THE TEST

I This product is designed to be used for the detection of drugs of abuse and
their metabofites in human urine only

2 Although the test is very accurate, there is the possibility false results will
occur due to the presence of interfering substances in the specimen sample

3. The test is a qualitative screening assay and is not suggested for quantita-
tive determination of drug levels in urine, or the level of intoxication

4 Adulterants such as bleach or other strong oxidizing agents, when added to
urine specimens, can cause erroneous test results repardless of the analysis
method used. If adulteration is suspected, obtain another urine specimen

PERFORMANCE CHARACTERISTICS

1 Sensitivity The QuikScreen® 7 detects drugs of abuse and theirr major
metabolites in urine al concentrations equal to or greater than the cut-
off level ftor the specific drug, which is suggested by the U.S Substance
Abuse and Mental Health Services Administration (SAMHSA) for the
immunoassay method
Specificity A study was conducted with the QuikScreen®* 7 to determine
the cross-reactivity of drug-related compounds with the test.  Substances
listed in Table I produced results approximately equivalent to the cutoft’
levels A separate study was conducted to determine the cross-reachivity
of non-related compounds with the test at concentrations much higher
than normally found in the unine of people using or abusing them No
cross reactivity was detected with the substances listed in Table [T
Table I: Concentrations of drug-related compounds showing positive response
approximately equivalent to the cut-off set for the test:

~

The following Barbiturates-related substances yield positive results for Barbiturates at
300ng/ml cut-off:

I-[1-(2-Thienyl)cyclohexyl fmorphine

200 ng 'mt

The following Marijuana-related substances yield positive results for Marijuana

at 50 ng/ml cut-off:

11-Nor-&#'-THC-9-COOH
11-Nor-&-THC-9-COOH
A-THC

&-THC

Cannabinol
H-Hydroxy-A-THC

30ngml
S0ng ml
1 pgenil
4 gml
10 pgeml
10 pg'ml

TableIl: Compoundstested and found not to cross-react with the test at a specificd
concentration amount in urine.
The following compounds do not cross-react with (300 ng/ml cut-off)

Barbiturates at a 100 ug/ml concentration in urine:

Acetanunophen
Acetylsulicylic Aad
Amikacn
Anutriptyline
Ampreim

Avierenol

Hspartame

Atropine Sulfate
Benzote Acid
Benzoylecgonine HC!
Caffeinc
Chlorpheniramine
Chlorpromazime HCI
Cimenidine

Codeine
Deoxyephedrine
Dextromethorphan
Diuzepam
Ducthylpropron

3. 3-Diphenythydantoin
Doxylamine

Ecgonme HC!

Ecgonine Methyl Exter
Glucose

Histamine
Hydrochlorothiazide
Hydrocodone
Hydromorphone
Indomethacin

Ketoprofen

Levorphanol

A-THC

1 -Nor-#-THC-9-COOH
Meperidine
Meshyiphenidute
Muthudone
Methaqualone
Morphine-3-f-D-Glucuronide

Morphine Sulfate
Oxazepam
Oxycodone
Periciliin G
Pentobarbital
Phendimetrazine
Phenternine
F-Phenylephrine
Phenylpropanotumine
Predmisone
Ominine
Ramunidine
Sodun Sulicylare
Terrucychne
Tetruhydrozoline
Theophylline
Thionidazine
Tiifluoperazine
Tryptophan

The following compounds do not cross-react with (300 ng/ml cut-off) Benzodiaz-

Amoharbiial 200ng.ml Pentobarbital 200 ng mi X
Barbiral 200ng ml Phenobarbual 200 ng mi epines at a 100 ug/ml concentration in urine:
Bromocriptine 200ng ml Secobarbual 200 ng mi Acetanunophen Doxylamine Oxycodone
:{'I'/ub"rb”fd i 200ng f"’ Zolofi 200 ng mt Acetybahcyle Acid Ecgomne HC Phendimetrazine
lean Jane (sodium dodecylsulfate) 260 ng ‘ml Pemcilin G
. . . . L. Amikacin Ecgonine Methyl Ester Gl
The following Benzodiazepine-related substances yield positive results for Benzo- ’ . Pentobarbitial
;4 Amuripryline Glucose
. X Phencye
diazepines at 300 ng/ml cut-off: 1-N-Hydvoxyethylflurazcpam 130 ng mi Amprcillin Hhistamine L:"“z’"’:"';
Alpr azolam 623 ngml a-Hydroxyiriazolam 200 ng m{ Arterenol Hydrochlorothiazide Ph::t/)e e
Bromazepam 250 ngeml Ketazolam 210 ng ml Aspartame Hydravodone Phenyl’:r;m:nalumuw
Chior epoxrde 950 ng ml Lorazepam 2(?0 ng ml Atropne Sulfare Hydromorphone I-Phenil:p!;mne
Clbazam 2500 ng mi Lormetazepum 250 ng mi Benzorc Acid Jidomethacin d-Tropoxyphene
(‘IUVMI_’L‘pum ){{(} ng mi Medazepum 1 000 ng m! Benzoytecgonine HCI Ketopragen J-Propanal
Clorazepare 30ngml Midazolom 130 ng ml Caffemne -~ Quinne
Clotiuzepam H6Ung.ml Nyrazepam 200 ng mi Chl ‘Ew"llfu’m’ Rai
D i lorphentramme A-THC nidine
Daypro (Chenucally not a BZD) 200 ng.mi Norchlordiazepoxde 770 ng mi . X Sodim Salieyela
Demoxe SU7 agrmil Chilorpromazine HCL (-}11-Nor-8*-THC-9-COOH oduum Salicyclate
(= 5 Nerrclizzepaam 200 ng il ¢ Tusracychne
n-Desatkylfurazepam JEN gt il Imetidine Meperidine .
4 Liazepam 200 ng i - Tetrahvdrozoline
Desmethyldiazepam 3 g ml Codetne Methyiphenidate Theophylii
Draze songmp,  froxepam 100 ng-mi o hed cophylline
Zepain S0 g m, coxpephedrine Methadone
5y . 3380 myml Temrrepiam 200 ng ml o . Thiondazine
Flunifrazepam 20 ngm Dexiromorphan Methagqualone Thfluoperazine
Flurazepum I ngmt  lefraiepam 200 ng mi Diethylpropion Morphine-3-p-D-Glucuronide 7))pmphun_
Halazepam 160 ng ml Triazolam 300 ng ml 5500 .
E . 3-Diphenylthydanioin Morphine Sulfat
a-Hydroxyalprazolam 200 ng.m/! orphine Sulfate Eoc _ID 60711
evision 0]
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The following compounds do not cross-react with (300 ng/ml cut-off) Cocaine at a
100 ug/ml concentration in urine:

Acetaminophen
Acerylsalicylic Acid
Antikacin
Amitriptyline
Ampicillin

Arterenol
Aspariume

qiropine Sulfuie
Benzore Acid
Caffeine
Chiorpheniramine
Chlorpromazine HC!
Crmenidine

Codvine
Deoxyephedrine
Dextromethorphan
Diuzepam
Diethylpropron

3 3-Diphenylhydantoin
Doxylamine

Ecgonine HCI

Ecgonine Methyl Ester
Glucose

Histamine
Hydrochlorothiazide
Hydrocodone
Hydromorphone
Indomethacin
Ketoprofen
Levorphanol

A-THC
11-Nor-4°-THC-9-COOH
Meperidine
Methylphenidate
Methadone
Methaqualone
Morphine-3-£-D-Glucuronide
Morphine Sulfate
Oxazepam

Oxycodone

Phendimeirazine
Penicilhin G
Pentobarbital
D-Propoxyphene
1-Propanol
Phencyclidine
Phenobarbital
Phentermine
Phenylpropanolamine
1-Phenylephrine
Quinine
Ranitidine
Sodium Salicylate
Tetracycline
Tetrahydrozoline
Theophylline
Throridazine
Trifluoperazine
Tryptrophan

The following compounds do not cross-react with (1000 ng/ml cut-off) Meth-

amphetamine at a 100 pug/ml concentration in urine:

Acetaminophen
Acetylsalicylic Acid
Amikacin
Amiripiyline

dmpictllin, Sodium Sali

Arterenal
Aspariame

Atropine Sulfate
Benzore Acid
Benzoylecgonine HCI
Cuffeine

{r)Chlorpheniramine, Maleate-

Sult

(+)Chilorpromazine HC!

Cimenidine
Coderne
Deoxyephedrine

Dextromethorphan HBr

Diazepam
Diethylpropion

Doxviamine

Ecgonine HC/
Ecgonine Methyl Ester
Glucose

Histamine
Hyvdrocodone
Hydromorphone
Hvdrochlorothiazide
Indomethacin
Ketoprofen
Levorphanol

A-THC
11-Nor-a4*-THC-9-COOH
Meperidine
Methylphenidate
Methudone
Methagualone

Oxazepam
Oxycodone
Phendimetrazine
Penicillin G
d-Propoxyphene
I-Propanol
FPhenobarbiial
Phentermine
Phenylpropanolamine
1-Phenylephrine
Qutnine
Ramidine
Sodrum Salicylaie
Tetracycline
Tetrahydrozoline
Theophylline
Thioridazine

Morphine-3-f-D-Glucuromde Trifluoperazine

Morphine Sulfate

Tryptophan

The following compounds do not cross-react with (2000 ng/ml cut-off) Opiates
at a 100 mg/ml concentration in urine:

dcetaminophen
dcetplsalicylic Acid
Amikacin
Amitriptyling
Ampictllin

drierenol

dspuriame

Renzore Aad
Benzoylecgonine HCI
Caffeine
Chilorpheniramine
Chlorpromazine HCI
Crmetidine
Deoxyephedrine
Dexiromethorphun
Drazepum
Diethylpropion

The following compounds do not crass-react with (25 ng/ml cut-off) Phencyclid-

5.5-Daphenylhyduntoin
Doxviamine

Ecgonrne HC!
Fcgonine Methyl Ester
Glucose

Histanuine
Hydrochlorothtazide
Indomethacin
Ketoprofen

V-THC
11-Nor-A*-THC-9-COOH
Meihyiphenidate
Methadone
Methaqualone
Oxuzepumn
Phendimetrazine
Pemicitin G

ine at a 100 mg/ml concentration:

dceraminophen
Acetylsalicylic Acid
Amikacin
dmntriptyline
Ampictliin

Arterenol

Aspariame

Atropine Sulfute
Benzore Aad
Benzoylecgonine HCI
Cufferne
Chilorphentramine
Chlorpromazine HCI
Cimetidine
Deoxyephedrine
Dexirometharphan
Diazepam

Doxylamine

Ecgomne HCY
Ecgomne Methyl Ester
Glucose

fhistamine
Hydrocodone
Hydromorphone
Hydrochlorothiazide
Indomethacin
Ketoprafen
Levorphanol

A-THC
11-Nor-A’-THC-9-COOH
Meperidine
Viethylphenidaie
Methadone
Methaqualone

Diethylpropion
3. 3-Diphenythydantom

Morphine-3-0-D-Glucuronide
Morphine Sulfaie
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Pentobarbrial
d-Propoxyphenc
1-Propunvl
Phencychidine
Phenobarbrial
Phenternine
Phenylpropanolaniine
I-Phenylephrine
Quinine

Sodium Salicylare
Tetracycline
Tetrahydrozoline
Theophylline
Thiornidazine
Trifluoperazine
Tryptophan

Uxazepam
Uxycodone
Phendimetrazine
Penmicillin G
d-Propoxyphene
I-Propanol
Phenobarbital
Phentermine
Phenylpropunolantine
I-Phenplephrine
Quimne
Ranitidine
Sodtum Salicylaie
Tryptophan
letrucychine
Tetrahydrozoline
Theophyliine
Thiondazine
Trifluoperazine

The following compounds do not cross-react with (50 ng/mli cut-off)

Marijuana at a 100 pg/ml concentration in urine:

Acetaminophen Digitoxin Meperidine
4-Acetamidophenol Digoxin Methadone
Acetylsalicylic Acid Ecgonine  HCI Methaqualone
Amikacin Ecgonine Methyl Ester Naloxone
Ampicillin Ephedrine Neomycin
d,l-Amphetamine Epinephrine Niacinamide
Amitriptyline Gentisic Acid Oxazepam
Artercnol Glucose Perphenazine
Aspartane Guaiacol Penicillin G
Atropine Sulfate Glyceryl Ether Phencyclidine
Benzoic Acid Histamine Phenobarbital
Benzoylecgonine Hydrochlorothiazide a-Phenylethylamine
Caffeine Hydrocodone Phenylpropanolamine
Camphor Hydromorphone Promethazine
Chlaroyuine Homatropine Pseudoephedrine
Chlorpheniramine Imipramine Ranitidine
Chlorpromazine HCI Isoproterenol Salicylic Acrd
Cocarne HC! Ketamine Secobarbital
Cocaine Lidocaine Tetracycline
Cimetidine Methylphenidate Tetrahydrozoline
Cortisone Morphine Theophytline
Deoxyepinephrine Morphine-3-b-D-Glucuronide Thioridazine
Dextromethorphan Morphine Sulfate Trifluoperazine
Diazepam d-Methamphetamine Tryptophan

3 Accuracy: The accuracy of the QuikScreen® 7 Test was tested in a clinical
trial of urine samples submitted to a SAMHSA certified laboratory The
laboratory used EMIT I as their screening procedure. All positive samples
by either screening method were confirmed by GC/MS. The results are sum-
marized as follows:

3 1 BarsiTuraTE (BAR) 300ng/ml Cut-Off Level

Syva EMIT [I Positive Syva EMIT Il Negative

QuikScreen® Positive 23

QuikScreen® Negative 0

0
542

When compared to EMIT [I the relative sensitivity between positive

samples was 100% .

The relative specificity berween negative samples was

100%. The concordance of the combined data with respect to EMIT I was

100%

3 2 Benzopiazerine (BZD) 300ug/ml Cut-Off Level

Syva EMIT II Positive

Syva EMIT [T Negative

QuikScreen® Positive 33
QuikScreen® Negative 2

529

When compared to EMIT I the relative sensitivity between positive samples

was 94 29% .

The relative specificity between negative samples was 99 81%

The concordance of the combined data with respect to EMIT [1 was 97 47%

33 Cocaive (BEG) 300 ng/ml Cut-Off Level

Syva EMIT II Positive

Syva EMIT II Negative

QuikScreen® Positive 163
QuikScreen® Negative 0

2
151

When compared to EMIT [I the relative sensitivity between positive samples

was 100%

The relative specificity  between negative samples was 98 69%

The concordance of the combined data with respect to EMIT Il was 99 37%

34 MeTnampHETAMINE (MET) 1000 ng/ml Cut-Off Level

Syva EMIT I[I Positive

Syva EMIT [T Negative

QuikScreen® Positive 162
QuikScreen® Negative 8

0
237

When compared to EMIT II the relative sensitivity between positive samples
was 95 29% The relative specificity between negative samples was 100%
The concordance of the combined data with respect to EMIT II was 98 03%
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3 5 Or1ates (OPI) 2000 ng/ml Cut-Off Level

Syva EMIT II Positive Syva EMIT II Negative
QuikScreen® Positive 195 0
QuikScreen® Negative 0 500

When compared to EMIT II the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%. The
concordance of the combined data with respect to EMIT Il was 100%

3 6 PuencycLibINE  (PCP) 25ng/mi Cut-Off Level

Syva EMIT II Positive Syva EMIT II Negative
Positive 14 0
Negative 0 551

QuikScreen®

QuikScreen™

When compared to EMIT II the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%, The
concordance of the combined data with respect to EMIT II was 100%

37 Maruuana  (THC) 50 ng/ml Cut-Off Level

Syva EMIT II Positive Syva EMIT II Negative
QuikSereen® Positive 52 0
QuikScreen® Negative 0 513

When compared to EMIT [I the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%. The
concordance of the combined data with respect to EMIT Il was 100%
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ADDENDUM (B)
TO SERVICE AGREEMENT
01/1/2007
Services Pricing

i. PRICING:

Prices shall remain firm for the first two years of the Agreement. Thereafter, price increases may occur on a
yearly anniversary date per mutual agreement and shall not exceed 3% per year.

A minimum of 425 pounds is required for basic pick-up.

Fuel surcharge will apply of 3% . CRL will only be charged one fuel surcharge (not for each location)

Price/pound | Volume Location
(Net Tare weight)

$0.17 Greater than 40,000 pounds All Locations

$0.18 Greater than orequal to 35,000 Ibs. and | All locations
less than 40,000

$0.19 Greater than or equal to 25,000 Ibs. less | All locations
than 35,000 Ibs.

$0.205 Greater than or equal to 15,000 Ibs. and | All locations
less than 25,000 Ibs.

$0.21 Less than 15,000 Ibs. All locations

CRL has the option to place a Trailer for pre-staging waste

Ancillary Labs:
Ancillary Labs have the availability to utitize the ENSERV contract pricing if the waste is staged centrally
for pick up and on the Participants main campus.

Satellite Ancillary Buildings and offices:
Satellite, owned facilities have a special pricing available on a per container basis.

o  $17.00 per Rubbermaid 28 gallon container with liner.

O $13.00 per 23-gallon cardboard medical waste box with liner.

II.  CONTAINERS:

ENSERV will provide the following Department of Transportation (DOT) Compliant containers to Participants at
no extra charge.

o 23-Gallon Boxes (18x14x20.5) with liner provided

28-Galion Rubbermaid Tubs (21.5x21.5x22.5) with liner provided

95-Gallon Rollout Carts (28x33x45) with liner provided

Tags to designate containers that contain  Pathological and Chemo  waste

o O O

ENSERV has set the following container weight limits:

o Box501bs.
o Tub63lbs.
o Cart 150 Ibs.

ENSERV will add a surcharge of $0.65 per pound in excess of rating for overweight containers.

Clinical Reference Lab, Inc. has the option to receive a monthly report via Internet or mail per request that
details Monthly Waste Generation by date specific Manifest numbers and Bar code numbers, type and weight
of each Container (net weight) and reports the corresponding charge for the month.

Any charges for each month must be billed within 30 days of the end of the monthly cycle.



