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i Varies* $27,560.00%
[MMUNOASSAY REAGENT KITS
*PLEASE REFER TO| THE CATALOG PRICING PAGE
'0 PROVIDE AN OPEN END |CONTRACT FOR IMMUNOASSAY REAGENT
1TSS CAPABLE |OF DHTECTING DRUGS OF ABUSE AND TRICYCLIC
\NTL-DEPRESSANT DRUGES 1IN URINE SAMPLES.) KITS TO BE USED
N EXISTING HQUIPMENT AND MUST BE COMPATIBLE WITH A
T ICROGENICS MGC240 ANATLYZER, PER THE ATNTACHED
PECIFICATICNS.
IXHIBIT 3
IFE OF CONTHACT: THIS CONTRACT BECOMES EFFECTIVE ON
ciarinenaendew.. ). AND EXTENDS FOR A HERIOD OF ONE (1)
EAR OR UNTII} SUCH "REASONABLE TIME" THEREAFTER AS IS
ECESSARY TO |OBTAIN A NEW CONTRACT OR RENEW THE
RIGINAL CONTRACT. THE "REASONABLE TIME" PERIOD SHALL
OT EXCEED TWELVE ({12) [MONTHS. DURING {THIS "REASONABLE
TMEY THE VENDOR MAY THRMINATE THIS CONTRACT FOR ANY
EASON UPON GIVING THE |DIRECTOR OF PURCHASING 30 DAYS
RITTEN NOTIJE.
INLESS SPECIHIC PROVISIONS ARE STIPULATED ELSEWHERE
N THIS CONTRACT LOOCUMENT, THE TERMS, (ONDITIONS AND
RICING SET HEREIN ARE [FIRM FOR THE LIFE OF THE
ONTRACT.,

5™ 79-51095

DATE

12 Feb 2009

"Gp . Uug/Sales

68-0418167

ADDRESS CHANGES TO BE NOTED ABOVE

VWHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'
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GENERAL TERMS & CONDITIONS
REQUEST FOR QUOTATION (RFQ) AND REQUEST FOR PROPOSAL (RFP)

1. Awards will be made in the best interest of the State of Wast Virginia.
2. The State may accept or reject in part, or in whole, any bid.
3. All quotations are governed by the West Virginia Code and the Legislative Rules of the Purchasing Division,

4. Prior to any award, the apparent successful vendor must be properly registered with the Purchasing Division
and have paid the required $125 fee.

5. All services performed or goods delivered under State Purchase Order/Contracts are to be continued for the
term of the Purchase Order/Contracts, contingent upon funds being appropriated by the lLegislature or otherwise
being made avallable” In the ovent funds are not appropriated or otherwise available for these services or
goods, this Purchase Order/Contract becomes void and of no effect after June 30,

6. Payment may only be made after the delivery and acceptance of goods or services.

7. Interest may be paid for late payment in accordance with the West Virginia Code

8. Vendor preference will be granted upon written request in accordance with the West Virginia Code

8. The State of West Virginia is exempt from federal and state taxes and wil not pay or reimburse such taxes.

10. The Director of Purchasing may cancel any Purchase Order/Contract upon 30 days written notice to the ssller

11. The laws of the State of West Virginia and the Legislative Rules of the Purchasing Division shall govern
all rights and dufies under the Centract, including without limitation the validity of this Purchase

Order/Contract,

12. Any reference to automatic renewal is hereby deleted. The Contract may be renewed only upon mutual written
agreement of the parties . o -

13. BANKRUPTCY: In the avent the vendor/contractor fles for bankruptcy protection, this Contract may be
deemed nuil and void, and terminated without further order.

14. HIPAA BUSINESS ASSOCIATE ADDENDUM: The West Virginia State Government HIPAA Business Associate
Addendum (BAA), approved by the Attomney General, and available onlihe at the Purchasing Division's weh site
{http:/www.state.wv.us/admin/purchase/vrofhi aa.him) is hereby made part of the agreement Provided that,
the Agency meels the definition of a Cover Entity {45 CFR §160.103) and will be disclosing Protected Heaith
Information (45 CFR §160.103) to the vendor.

15, WEST VIRGINIA ALCOHOL & DRUG-FREE WORKPLAGE ACT: f this Contract constitutes a public improvement
construction contract as set forth in Article 1D, Chapter 21 of the West Virginia Code ("The West Virginia Alcohol
and Drug-Free Workplace Act’), then the following language shall hereby become part of this Contract: "The
contractor and its subconiractors shall implement and maintain a written drug-free workplace policy in compliance
with the West Virginia Alcohof and Drug-Free Workplace Act, as sef forth in Article 1D, Chapter 21 of the Waest
Virginia Code.  The contractor and its subcontractors shalf provide a swom statement in wriing, under the
penaities of perjury, that they maintain a valid drug-free work place policy in compliance with the Wast Virginia
and Drug-Free Workplace Act. It Is undarstood and agreed that this Confract shali be cancelled by the awarding
authority if the Contractor: 1) Fails to implement its drug-free workplace policy, 2) Fails to provide information
regarding implementation of the contracior's drug-free workplace policy at the request of the public authority; or
3} Provides fo the public authority false information regarding the contractor's drug-free workplace policy.”

INSTRUCTIONS TO BIDDERS

1. Use the quotation forms provided by the Purchasing Division,

2. SPECIFICATIONS: ltems offered must be in compliance with the specifications. Any deviation from the
specificaions must be clearly indicated by the bidder. Alternates offered b'y the bidder as EQUAL to the
specifications must be clearly defined. A bidder offering an alternate should attach complete specifications
and literature to the bid. The Purchasing Division may waive minor deviations to spacifications.

3. Compilete alf sections of the quotation form.

4. Unit prices shall prevail in case of discrepancy.

5. All guotations are considered FOB destination unless ajternate shipping terms are clearly identified in the
quotation.

6. BID SUBMISSION: All quotations must be delivered by the bidder to the dffice fisted below prior to the date and time
of the bid opening. Failure of the bidder to deliver the quotations on time will result in bid disqualifications:
Department of Administration, Purchasing Division, 2019 Washington Street East, P.O Box 50130,
Charleston, WV 253050130

Rev. 7/01/08
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0 OBPENING TIME D1 - 20DM

ENEWAL: THIY CONTRACT |[MAY BE RENEWED UPON THE MUTUAL
RITTEN CONSENT OF THE |SPENDING UNIT AND VENDOR,
UBMITTED TO |THE OIRECTOR OF PURCHASING THIRTY (30)
AYS PRIOR TJ THE [EXPIRATION DATE. SUCH RENEWAI SHALL
E IN ACCORDANCE WITH THE TERMS AND CONDITIONS OF THE
RIGINAL CONTRACT !AND SHALL BE LIMITED [TO TWO (2) ONE
1) YEAR PERICDS.

=~ H o =

ANCELLATION: THE DIRE(TOR OF PURCHASING RESERVES THE
IGHT TO CAN(EL THIS CONTRACT IMMEDIATHLY UPON WRITTEN
OTICE TO THE VENIOR I THE COMMODITIES AND/OR SERVICES
UPPLIED ARE [OF AN INFHRICOR QUALITY OR DO NOT CONFOREM
O THE SPECIHICATICNS JF THE BID AND CONTRACT HEREIN.

Hin= "o

PEN MARKET CLAUSE: THE DIRECTOR OF PURCHASING MAY
UTHORIZE A SPENDING UNIT TO PURCHASE ON THE OPEN
ARKET, WITHQUT THE FILING OF A REQUISTTION CR COST
STIMATE, ITEMS SHECIFIED ON THIS CONTRACT FOR
IMMEDIATE DELIVERY IN HMERGENCIES DUE T0O UNFCRESEEN
JAUSES (INCLUDING |BUT NOT LIMITED TO DHLAYS IN TRANS-
HORTATION OR (AN UNANTIJQIPATED INCREASE IN THE VOLUME
OF WORK.)

Ho=Ep O

QUANTITIES: QUANTITIES [LISTED IN THE REQUISITION ARE
APPROXIMATIONS ONLY, BASED ON ESTIMATES| SUPPLIED BY
THE STATE SPENDING UNIT. IT IS UNDERSTOOD AND AGREED
THAT THE CONTRACT |SHALI] COVER THE QUANTITIES ACTUALLY
ORDERED FOR DELIVERY DURING THE TERM OF THE CONTRACT,
WHETHER MORE OR LHESS THAN THE QUANTITIES SHOWN.

ORDERING PROCEDURE: SPENDING UNIT(S) SHALL ISSUR A
RITTEN STATE CONTRACT ORDER (FORM NUMBER WV-39) TO
I VENDOR FOR COMMODITIES COVERED BY THIS CONTRACT.
E ORIGINAL |COPY |[OF THE WV-39 SHALL BE MATLED TO THE
ENDOR AS AUTHORIZATION FOR SHIPMENT, Al SECOND COPY
ILED TO THE| PUR STING DIVISION,'%gD_aﬁTHIRD COPY

ANDCONBIT

iTETLE. FEIN

ADDRESS CHANGES TO BE NOTED ABOVE
WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'
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INQUIRIES:

ROBERTA WAGNER

I

HURCHASING DILVISICN
2

CHART.ESTON, WV 253]11

FaX: 304-558-4115
E

ETAINED BY FHE SBENDING UNIT.

ANKRUPTCY: |IN THE EVENT THE VENDOR/CONTRACTOR FILES
‘OR BANKRUPTCY PROTECTION, THIS CONTRA(QT IS AUTOMATI-
'ALLY NULL AND VOID, AND IS TERMINATED [WITHOUT FURTHER

'HE TERMS ANI} CONDITIONS CONTAINED IN THIS CONTRACT
HALL SUPERSEDE ANY AND ALI SUBSEQUENT |TERMS AND
ONDITIONS WHICH MAY ABPEAR ON ANY ATTACHED PRINTED
OCUMENTS SUJH AS |[PRICE LISTS, ORDER FORMS, SALES
GREEMENTS OR MAINTENANCE AGREEMENTS, INCLUDING ANY
ILECTRONIC MEDIUM (SUCH |AS CD-ROM.

WRITTEN QUESTIONS |[SHALI| BE ACCEPTED THROUGH CLOSE OF
BUSINESS ON 2/13/2009, QUESTIONS MAY BE SENT

VIA USPS, FA¥, COURIER [CR E-MAIIL. IN ORDER TO ASSURE NO
VENDOR RECEIVIEES AN UNFATIR ADVANTAGE, NO SUBSTANTIVE
QUESTICONS WILI. BE [ANSWERED ORATLLY.
QUESTIONS ARF PREHFERRED. ADDRESS INQUIRIES TO:

EPARTMENT OF] ADMINISTRATION

019 WASHINGTON STREET,| EAST

-MAIL: ROBERTA.A WAGNEREWV.GOV

IF FOSSIBLE, E-MAIL

EEEEVERSE

FEIN

ADDRESS CHANGES TO BE NOTED ABOVE

WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED VENDOR'
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State of West Virginia
Depariment of Administration
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State of West Virginia
Department of Administration
Purchasing Division

2019 Washington Street East
Post Office Box 50130
Charleston, WV 25305-0130

*308134754 800-626-06830
MICROGENICS CORPORATION
46360 FREMONT BOULEVARD

FREMONT CA 94538

Request for |
Quotation

REC MUMBERE:

CMES0108

DL RES S RRES E NP ENGE: TORALENIINGE

'OBERTA WAGNER
304-558-0067

h-l

HEALTH AND HUMAN RESOURCES
BUREAU FOR PUBRLIC HEALTH
{OFFICE CHIEF MEDICAL EXAMINER
1519 VIRGINIA STREET, WEST

304-558-4865

PEMNING TTME

ALTERWATE TERMS:

PURCHASING DIVISIQN
BUILDING 15

BLEASE NOTE:

SEATED BID

FOR THE LIFE |OF THE CONTRACT.

% ) ‘THE PRUCES (N THIS CONTRACT WILL [REMAIN FIRM FOR
..... 1099 | paAYd AFTHR THE EFFECTIVE |DATE OF THE
CONTRACT. PRICES WILL REMAIN FIRM AFTER EACH PRICE
AmmnmwrMRApmHWMOF.H%E“

) THE VENOOR DGES NGT AGREE TO MAINTAIN A FIRM DRICE

FOR THE |[LENGTH OF [THE CONTRACT BUTY QOFFERS AN
ALTERNATE PRGPOSAL AS FOLLOWS:

NOTICE | |
A SIGNED BID MUST |{BE SUBMITTED TO:

DEPARTMENT OF ADMINISTRATION

2019 WASHINGTON STREET, EAST
CHARLESTION, WV 25305-0130

A CONVENIHENCE COPY WOULD BE APPRECIATED.

HuE BID SHOULD CONTAIN [THIS INFORMATION ON THE FACE OF
TUE ENVELOPE |[OR THE BID MAY NOT BE CONS[IDERED:

DAYS.

F&§Tﬁ5979 5195

P~ ADDRESS CHANGES TO BE NOTED ABOVE
YWHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'



. State of West Virginia Request_ for = AT NUNBER T s
Depariment of Administraton  Quotation CMES0108 4l
Purchasing Division
2019 Washington Street East DD IESS CORAESPONDENE BT AT TENTOR OF:
Post Office Box 50130
Charleston, WV 25305-0130 ROBERTA WAGNER

104-558-0067
%#308134754 800-626-0650

MICROGENICS CORPORATION
46360 FREMONT BOULEVARD

UEALTH AND HUMAN RESOURCES
BUREAU FOR PUBLIC HEALTH
OFFICE CHIEF MEDICAL EXAMINER
619 VIRGINIA STREET, WEST
CHARLESTON, WV

25302 304-558-4865

FREMONT CAR 94538

01/21/2009 l

ﬁUYER:--M~_~- ---------- ~—RW/FILE 22--=4=-=---===--"-7=°-
RFQ. NO.:~--1 s kil --CME90108-----1 kb
BID OPENING DATE:+----1 ~-2/19/2009---—-=---=-=m-"=7T0C
BID OPENING TIME:d----1{--1:30 PM------q=--r-n=77277000"
PIEASE PROVIDE A HAX NUMBER IN CASE IT I8 NECESSARY

[ |

'O CONTACT YQU REGARDING YOUR BID:

QONTACT PERSON {(PLEASE PRINT CLEARLY) :
gherrfi Willliams

Hxxxx+* THIS |[IS THE ENI OF RFQ CME901l08 **#**%* TOTAL: $27,545.00

{mﬂ?TB_ DATE 12 Feb 2009

EE VP// "uUs Sal -&“‘I’t N" £8-0418167 ADDRESS CHANGES TO BE NOTED ABOVE
7 WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED VENDOR'




CMES0108

TO PROVIDE AN CPEN END CONTRACT TO PURCHASE IMMUNOASSAY REAGENT
KITS CAPABLE OF DETECTING DRUGS OF ABUSE AND TRICYCLIC ANTL-DEPRESSANT
DRUGS IN URINE SAMPLES USING A MICROGENICS MGC240 ANALYZER

Specifications and Reguirements:

1. The methodology of detection roust be a homogenous immunoassay, which does not require the
separation of bound and free fiactions. The assay is based on the competition between a drug
which is labeled with the enzyme glucose-6-phosphate dehydrogenase, or G6PDH and an
unlabeled drug within the test sample. A specific antibody then binds to the dmg labeled with
G6PDH resulting in a decrease in enzyme activity. This binding causes a direct relationship
between the enzyme activity and the concendration of the drug in the sample being tesied
Enzyme activity in the presence of G6PDH resuits in the conmversion of nicotine adenine
dinucieotide (NAD) to its reduced form (NADH) and the subsequent increase in absorbance
which is measured by the Microgenics MGC240 Analyzer.

2. The vendor mnst manufacture specific reagent kits capable of detecting drugs, classes of drugs or

diug metabolites. This list that comprises the 11 assay panel which will be tested by the OCME
is as follows:

* Amphetamines
*Barbiturates
*Benzodiazepines
*Buprenorphine

*Cocaine {metabolite)
*Cannabinoids (THC metabolite)
*Methadone {or metabolite)
*(piates

*Oxycodone
*Propoxyphene

*Tricyclic anti-depressants

3. The full panel of assays will be tested on a minimum of one sample per each case submitted to
the OCME Toxicology Lab. Accordingly, the kits purchased must be sufficient for analysis of
case sarples, controls and calibrators which is estimated to be approximately 3000 samples
yearly., Therefore, based on an 11 assay panel, the total number of tests is approximately 33,000
per year. Please provide price information based on such 11 assay panel x 3000

4. Each kit must be provided with thorough information as to the cross-reactivity of target analytes,
as well as information on a group of relevant potentially interfering substances. Also included
must be information about the performance of each assay at concentrations around the cut-off and
specific settings for the use of their reagents on the Microgenics MGC240 Analyzer.

Contract shall be for a period of one year. At the end of one (1) year, an option is reserved to renew the

agreement in accordance with the same terms and condifions as the original contract and shall be limited
to two (2) one (1) year renewals.



CMES0108 10

REQ COST SHEET

Bidders shall provide a cost for the following:

rLine Tiem # Name of Analyte # of Tests Per Year | Cost Per Kit Estimated Cost
Per Year

1 Amphetamine | 3,000 $387.00 $1935.00

2 Barbituraie 3,000 387.00 1935 00

3 Benzodiazepines 3,000 387.00 1935.00 |
’T Buprenorphine 3,000 276.00 3558.00

5 Cocaine (metabolite) 3,000 387.00 1935.00

6 Cannabinoids 3,000

(THC metabolite) 387.00 1935.00

7 Methadone (or metabolite) 3,000 387.00 1935.00

8 Opiates - 3,000 "] 387 .00 1915 00

9 Oxycodone 3,000 56100 3927.00 |

10 Propoxyphene 3,000 18700 1935.00

11 Tricyclic anti-depresents 3,000 130..00 4550.00
[ Grand Tota} $27,560.00J

The award will be made to the vendor with the Jowest overall total cost per kit which meets all requested
specifications and requirements. '

13 Feb 2005
Date




Rev 09/ State of West Virginia 19

VENDOR PREFERENCE CERTIFICATE

Certification and application® is hereby made for Preference in accordance with West Virginia Code, §5A-3-37. (Does not apply to
construction contracts). West Virginia Code, §5A-3-37, provides an opporiunity for qualifying vendors to requast (at the time of bid)
preference for their residency status. Such preference is an evaluation method only and wil be applied only fo the cost bid in
accordance with the West Virginia Code. This ceriificate for application is o be used to request such preference. The Purchasing
Division will make the determination of the Resident Vendor Preference, if applicable.

1. Application is made for 2 5% resident vendor preference for the reason checked:

___ Bidderisan individual resident vendor and has resided continuously in West Virginia forfour (4) years immediately preced-
ing the date of this certification; o,

___ Bidderisa partnership, association or corporation resident vendor and has maintained its headguarters or principal place of

business coniinuously in West Virginia for four (4) years immediately preceding the date ofthis cartification; or 80% cf the

ownership interest of Bidder is held by another individual, partnership, association or corporation resident vendorwho has

maintained its headguarters or principal place of business continuously in West Virginia for four (4) years immediately

precading the date of this ceriification; or,

Bidder is a nonresident vendor which has an affifiate or subsidiary which employs a minimum of one hundred state residents

and which has maintained its headquarters of principal place of business within West Virginia continuously for the four (4)

years immediately preceding the date of this certification; or,

il

Appilication is made for 2 5% resident vendor preference for the reason checked:

____ Bidderisa resident vendor who certifies that, during the [ffe of the contract, on average at least 75% of the employees
working on the project being bid are residents of West Virginia who have resided in the state continuously for the two years
immediately preceding submission of this bid; o,

3. Application is made for 2.5% resident vendor preference for the reason checked:

___  DBidderisa nonresident vendor employing a minimum of one hundred state residents oris a nonresident vendor with an
affifiate or subsidiary which maintains its headquarters or principal place of business within West \irginia employing &
minimum of one hundred state residents who certifies that, during the life of the contract, on average at least 75% of the
employees or Bidder's affiliate’s or subsidiary’s employees are residents of West Virginia who have resided in the state
continuousty for the two years immediately preceding submission of this bid, or,

4, Application is made for 5% resident vendor preference for the reason checked:

____ Biddermeets either the requirement of both subdivisions (1) and (2) or subdivision (1) and (3) as stated above; oT,

5. Application is made for 3.58% resident vendor preference who is a veteran for the reason checked:
_ Bidderis anindividual resident vendorwho is a veteran of the United States armed forces, the reserves or the National Guard

and has resided in West Virginia continuousty for the four years immediately preceding the date on which the bid is
submitted; or,

8. Application is made for 3 5% resident vendor preference who is a veteran for the reason checked:

___ Bidderisaresident vendor who is a veteran of the United States armed forces, the reserves or the National Guard, if, for
purposes of producing of distributing the commodities or completing the project which is fhe subject of the vendor’s bid and
continuously over the entire term of the project, on average at least seventy-five percent of the vendor's employees are
residents of West Virginia who have resided in the siate continuously for the two immediately praceding years.

Bidder understands if the Secretary of Revenue determines that a Bidder receiving preference has failed to continue to meet the
requirements for such preference, the Secretary may orderthe Director of Purchasing to: () reject the bid; or (b) assess a penalty
against such Bidder in an amount not to exceed 5% of the bid amount and that such penalty will be paid tothe contracting agency
or deducted from any unpaid balance onthe contract or purchase order. )

By submission of this cettificate, Bidder agrees to disclose any reasonably requested information to the Purchasing Division and
authorizes the Departrment of Revenue to disclose to the Director of Purchasing appropriate information verifying that Bidder has paid
the required business taxes, provided that such information does not contain the amounts of taxes paid nor any other information
deemed by the Tax Comrnissionar {0 be confidential

Under penalty of law for false swearing (West Virginia Code, §61-5-3), Bidder hereby certifies that this certificate is true
and accurate in afi respects; and that if a contract is issued to Bidder and if anytiing ined within this ceriificate
changes during the term of the contract, Bidder will notify the Purchasifig Division }

BidderMicrogenics Corporation . Signed:

Date: 13 Feb 2009 Tite: VP /] US Sales

*Check any combination of preference consideration(s} indicated above which yog are entitled fo receive.




State of West Virginia Request for T ENUNEE T T &
Depariment of Administration Quotation CME90108 1
Purchasing Division

2019 Washington Street East
Post Office Box 50130
Charleston, WV 25305-0130 ROBERTA WAGNER
B04-558-0067

ADDEESS CORRESFONDENCE TO ALTENTION D6

*#308134754 800-626-0650
MICROGENICS CORPORATION
46360 FREMONT BOULEVARD

HEALTH AND HUMAN RESOURCES
BUREAU FOR PUBLIC HEALTH
OFFICE CHIEF MEDICAL EXAMINER
619 VIRGINIA STREET, WEST
CHARLESTON, WV

25302 304-558-4865

FREMONT CA 24538

02/04/2009
BID OPENING DATE:

02/19/2009 BID_OPENING TIME 071

RDDENDUM NC. 1

1. QUESTIONS| AND ANSWERS ATTACHED.

5. ADDENDUM RCKNOWLEDGEMENT IS ATTACHED. THIS DOCUMENT
SHOULD BE SIENED AND RETURNED WITH YOUR BID. FAILURE TO
TGN AND RETURN MAY REBULT IN DISQUALIFICATION OF

YOUR BID.

EXHIBIT 10
REQUISITION RC.: CME201.08
ADDENDUM ACKNOWLEDGEMENT
r HEREBY ACKNOWLEDGE RECEIPT OF THE FOLLOWING CHECKED
ADDENDUM (S8) AND HAVE MADE THE NECESSARY REVISIONS TO MY
PROPOSAL, PLANS AND/OR|SPECIFICATION, ETC.

ADDENDUM NO.[S8:

RO, 1
NO. 2
NO., 3
HO. 4
NO. 5

[ UNDERSTAND| THAT| FAILURE TO CONFIRM THE RECEIPT OF THE
ADDENDUM (S) MAY BE CAUSE FOR REJECTION|OF BIDS.

SIGNATU . [**5956-979-5195 13 Feb 2009
"] us oales e 0418167 [ ADDRESS GHANGES TO BE NOTED ABOVE

[/ WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'




State of West Virginia
Purchasing Division

Post Office Box 50130

*308134754
MICROGENICS CORPORATION
46360 FREMONT BOULEVARD

FREMONT CA 94538

Department of Administration
2019 Washington Sireet East
Charleston, WV 256305-0130

800-626-0620

T REGNOMBE R

Request for
Quotation

CMES0108 2

T ADDRESS CORRESZO IDENGE o AL LENTIONDEL

ROBERTA WAGHNER
04-552-0067

HEALTH AND HUMAN RESOURCES
BUREAU FOR PUBLIC HEALTH
OFFICE CHIEF MEDICAL EXAMINER
1619 VIRGINIA STREET, WEST

1 CHARLESTON, WV

25302 304-558-4865

02/04/2009

B1D OPENING DATE:

VENDOR MUST CLEARLY UN)
REPRESENTATION MAPE OR
DRAT, DISCUSSION HELD B
AND ANY STATE PERPONNE]
[NFORMATION [SSUED IN 1
SPECIFICATIONS BY|AN Ol

DERSTAND THAT ANY VERBAL

ASSUMED TO BE MADE DURING ANY
L TWEEN VENDOR'S REPRESENTATIVES
[, IS NOT BINDING
RTITING AND ADDED TO THE
FFICIAL ADDEND

Midrogenigs Corporation

013 Feb 2489 . ... .........
DATE
REV. 11/96
END OF| ADDENDUM NO. 1
n .

ONLY THE

STEN

COMPANY

-ri)'ne“(

DATRL3 Feb 2008

AW S
TSP, salé&t /

T%N68—0418167

V WHEN RESPONDING TO RFQ, INSERT NAME AND ADDRESS IN SPACE ABOVE LABELED 'VENDOR'

ADDRESS CHANGES TO BE NOTED ABOVE



GENERAL TERMS & CONDITIONS
REQUEST FOR QUOTATION (RFQ) AND REQUEST FOR PROPOSAL (RFP)

1. Awards will be made in the best interest of the State of West Virginia.
2. The State may accept or reject in part, orin whoale, any bid.
3. All quotafions are governed by the West Virginia Code and the Legislative Rules of the Purchasing Division.

4, Prior to any award, the apparent successful vendor must be properly registered with the Purchasing Division
and have paid the required §125 fee.

5. All services performed or goods delivered under State Purchase Order/Contracts are to be continued for the
term of the Purchase Order/Contracts, contingent upon funds being appropriated by the Legislature or otherwise

being made available. In_the avent funds are not appropriated or otherwise available for these services or
goods, this Purchase Order/Contract becomes void and of no affect after June 30

. Payment may only be made after the delivery and acceptance of goods of services.

7. Interest may be paid for late payment in accordance with the West Virginia Code.

8. Vendor preference will be granted upon written request in accordance with the West Virginia Code

9. The State of West Virginia is exempt from federal and state taxes and will not pay or reimburse such taxes.

10. The Dirsctor of Purchasing may cancel any Purchase Order/Contract upon 30 days written notice to the seller

11. The laws of the Stale of West Virginia and the Legislafive Bules of the Purchasing Division shall govemn
alld rights and dulies under the Contract, including without limitation the validity of this Purchase
Order/Contract

12. Any reference to automatic renewal is hereby deleted The Contract may be renewed only upon mutual written
agreement of the parties.

13. BANKRUPTCY: In theu avent the vendorfcontractor fites for bankrupicy protection, this Contract may be
deemed null and void, and terminated without further order.

14, HIPAA BUSINESS ASSQCIATE ADDENDUM: The West Virginia State Government HIPAA Business Associate
Addendum (BAA), approved by the Altorney General, and available online at the Purchasing Division's web site
(http:llwww..state.wv.usladminlpurchaselvrclhipaa.htm) is hereby made part of the agreement Provided that,
the Agency meets the definition of a Cover Entity (45 CFR §160.103) and will be disclosing Protected Health
information (45 GFR §160.103) to the vendor.

15. WEST VIRGINIA ALCOHOL & DRUG-FREE WORKPLACE ACT: f this Contract constitutes a public improvemnent
construction contract as set forth in Ariicle 1D, Chapter 21 of the West Virginia Code ("The West Virginia Alcohal
and Drug-Free Workplace Act’), then the following language shall hereby become part of this Contract: "The
contractor and its subcontractors shall implement and maintain a written drug-free workplace policy in compliance
with the West Virginia Alcoho! and Drug-Free Workplace Act, as set forth in Article 1D, Chapter 21 of the West
Virginia Code. The contractor and its subcontractors shall provide a swom statement in writing, under the
penalies of parjury, that they maintain a valid drug-free work place policy in compliance with the West Virginia
and Drug-Free Workplace Act. Itis understood and agreed that this Gontract shall be cancelled by the awarding
authority if the Confractor: 1) Faills to implement its drug-free workplace policy; 2) Fails to provide information
regarding implamentation of the contracior's drug-free workplace policy at the request of the public authority; or
3) Provides to the public authority false information regarding the contractor's drug-free workplace policy

INSTRUCTIONS TO BIDDERS

1. Use the quotation forms pravided by the Purchasing Division.

5. SPECIFICATIONS: ltems offered must be in compliance with the spacifications. Any deviation frem the
specifications must be clearly indicated by the bidder. Alternates offered by the bidder as EQUAL fo the
specifications must be clearly defined. A bidder offering an allemate - should attach complete specifications
and literature o the bid The Purchasing Division may waive minor deviations to specifications.

3, Complete all sections of the quotation form.

4, Unit prices shall prevail in case of discrepancy.

5, All quotations are considered FO.B. destination unless alternate shipping terms are clearly identified in the
quotation.

6. BID SUBMISSION: All quotations must be delivered by the bidder to the office listed below prior to the date and time
of the bid opening. Failure of the bidder to deliver the quotations on time will result in bid disqualifications:
Department  of Administration, Purchasing Division, 2019 Washington Street East, PO Box 50130,
Charleston, WV 25305-0130

Rev. 7/01/08
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STATE OF WEST VIRGINIA

Requisiion/P O No.:
Page of Pages CMES0108

1

File: Accht No
PURCHASE CONTINUATION SHEET * ‘04012009_2937_045
Vendor: P & Date: SP;I'}?;?%%%ME
itemn No. | Quantity Description Unif Price Amount
VENDOR QUESTION #1:

Please clarify the ferm LIFE OF CONTRACT. ls that defined as
=A PERIOD OF ONE (1) YEAR" as ouflined on page ocne? " THE
TERMS, CONDITIONS AND PRICING SET..ARE FIRM FOR
THE LIFE OF THE CONTRACT " Therefore, the vendor may,
upon renewal of either "“TWO (2) One (1) YEAR PERIODS,”
notify the State, within 30 days, of a "PRICE ADJUSTMENT?" In
so doing, is the Vendor complying with the States "PREFERRED
TERMS" since the PRICE ADJUSTMENT happens upon renewsa!
of the State's OPTION?

RESPONSE:

The Life of the Contract will be for a period of one (1) year with
the option to renew the contract for two (2) one (1) year periods.
The option to renew the contract must be mutually agreed upon
by the vendor and the spending unit. All terms, conditions and
prices set in the original one (1) year period will remain firm for
the life of the contract including the two (2) one (1) year periods,
# renewed. No price adjustments will be allowed.

As to the "Preferred Terms", its the preference of the spending
unit that the prices on this contract are firm for life of the contract,
as indicated above. If a vendor can not guaraniee a firm price
sor the life of the contrast, he must indicate one of the
paragraphs listed as "Altermnate Terms® which allows the vendor
to siate "how long the prices will remain firm {blank number of
days)” or atiows the vendor to offer an altemate proposal as to
pricing Alternate Terms will not be acceptable in this contract.

VENDOR QUESTION #2:

Please clarify ALTERNATE TERMS. Is this referring to a mid-
year PRICE ADJUSTMENT or does this apply to a PRICE
ADJUSTMENT for either TWO (2) ONE (1) YEAR PERIODS?
RESPONSE:

Please see response o Vendor Question #1 sbove
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=3 microgenics

STATE OF WEST VIRGINIA
CHIEF MEDICAL EXAMINER

REQUEST FOR QUOTATION CMES0108

Microgenics Corporation is pleased fo present our response to the State of West Virginia Request for
Quotation for Immunoassay Reagent Kits. 1t is with great anticipation that we look forward to the
opportunity to expand our existing relationship with the State of West Virginia.

To meet the requirements of the bid, Microgenics is offering an Open End Contract to purchase our
DRI® reagents for testing on the Microgenics MGC240 drug testing system. The annual reagent cost of
$27,560 is based on screening approximately 33,000 samples per year The base year is twelve (12)
months with two (2) one year periods. Pricing is firm for the life of the contract base year.

Upon award of the bid, Microgenics offers to provide technical service for reagent training, as
requested. Our team of friendly, Technical Service professionals are experts in laboratory technology
and are availabie 24/7 by calling our tofl-free number.

Our reagent kits are capable of detecting the following:

Acetaminophen Creatinine Detect pH-Detect

Amphetamines * Digoxin Phencyclidine

Barbiturates (Serum Assay) Ecstasy Primidone

Barbiturates * Gravity-Detect Propoxyphene *
Benzodiazepine (Serum Assay)  Methadone * Salicylate

Benzodiazepines * Methadone Metabolite T Uptake

Cannabinoids (THC) * Methagualone Total Thyroxine

Chromate Detect Nitrite Detect Tricyclic Anti-Depressants *
Cocaine Metabolite * Opiates *

Cotinine Oxycodone *

Microgenics Corporation’s approach and plans for accomplishing the scope of the Enzyme
Immunoassay Reagents contract.

By understanding and responding to our customer’s evolving needs, Microgenics is generating much of
the industry momentum for bringing new diagnostic assays to market. Supported by one of the
strongest research and development programs in the industry, we have ieveraged our core
technologies to develop two highly compatible product platforms. Our Customers benefit from the
synergy offered by multiple technologies in drugs of abuse testing, therapeutic drug monitoring,
endocrine function, and anemia diagnosis.

Microgenics’ DRI reagents and assays are a liquid, ready-to-use homogeneous enzyme immunoassay
and are intended for the qualitative or semi quantitative determination of drugs in human urine. The
assay provides a simple and rapid analytical screening procedure for detecting drugs in urine.

The assays provide only a preliminary analytical test result A more specific alternate chemical method
must be used in order to obtain a confirmed analytical result. Gas chromatography/ mass spectrometry

Microgenics Corporation

46360 Fremont Boulevard, Fremont, CA 94538 USA O Tel: (510) 979-5000 O Fax: (510} 979-5498
Technical/Customer Service (800) 232-3342




(GC/MS) is the preferred confirmatory method. Clinical consideration and professional judgment
should be appiied to any drug of abuse test result, particularly when preliminary positive results are
used.

Microgenics’ assays use specific antibodies, which can detect drugs in urine with minimal cross-
reactivity to various over-the-counter compounds The assays are based on competition of a drug-
labeled enzyme glucose-6-phosphate dehydrogenase (GBPDH). The free drug from the urine sample
for a fixed amount of specific antibody binds the drug-labeled GBPDH and the enzyme activity it
inhibited. This phenomenon creates a direct relationship between drug concentration in urine and the
enzyme activity. The enzyme G6PDH activity is determined spectrophotometrically at 340 nm by
measuring its ability to convert nicotinamide adenine dinucieotide (NAD) to NADH

Microgenics Corporation Remittance:
46360 Fremont Blvd. 7055 Collection Center Dr.
Fremont, CA 94538 Chicago, IL 66093
Phone: 1-800-232-3342
Fax: 1-800-829-8115 Contacts:
Paul Cook, Regional Sales Manager
Federal |D: 68-0418167 1-800-232-3342, x 5103

Sacod Pervez, Asst, Dir,, US Sales
1-800-232-3342, x 5141
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ThermofFisher
S CIENTEIFIC

Version 15A

= Products for Research Use Only

Custorner: RFQ # CMEB0108 Pricing Proposal
P gry Instrument: MGC 240 I;.nnuai Testing Voiume: 33,000
. ORUGS OF ABUSE PRODUCTS
DRI DRUGS OF ABUSE ASSAYS DRI DAU CALIBRATORS

Kit Size #

Cat# Product Description (mL) | # TestKit $iKit Cat# Product Description Kit Size {mL) | Test/Kit $/Kit
0017 Amphetamine 100 725] % 387.00 0034 Low Urine Cal 5 3 33.00
0018 Amphetaming 500 368Bf §  1,514.00 |j0036 High Urine Cal 5 $ 33.00
0225 Bartiturate 100 7251 $ 387.00 4609 Opiate Cal 1 25 3 107.00
D226 Barbiturate 500 3688!%  1,514.00 116810 Opiate Cal 3 25 3 107.00
0039 Benzodiazepine 100 7251 § 387.00 |2:40235 THC Urine Cal 20ng 5 $ 22.00
0040 Benzodiazepine 500 3,688] $  1,5614.00 THC Urine Cal 20ng 25 5 107.00
0185 Cannabinoid (THC) 100 725! $ 387.00 THC Urine Cal 50ng 5 3 22.00
01886 Cannabinoid (THC) 500 3688| $ 1,514.00 THC Urine Cal 50ng 25 ] 107.00
0085 Cocaine Metabolite 100 7251 § 387.00 THC Urine Cal 10Cng ] $ 22.00
0056 Cocaine Metabolite 500 3,688 5  1,514.00 THC Urine Cal 100ng 25 $ 107.00
0304 Cotinine 100 725 § 737.00 THC Urine Cal 200ng 5 $ 22.00
03586 Cotining 500 3,688] § 2,886.00 THC Urine Cal 200ng 25 3 107.G0
100075 Ecsiasy 100 725] % 758.00 Neg Uring Cal 10 $ 59.00
4100076 Ecstasy 500 3,688! $ 2,968.00 Nag Urine Cal 25 $ 82.00
Q037 Ethyl Alcohol 100 725 % 387.00 MD Urine Cal 1 10 $ 69.00
0038 Ethyl Alcohol 500 3,688} § MD Usine Cal 4 25 $ 423.00
10011287 |K# ETG 70mL ™ 70 5071 % . MD Urine Cal 2 Low 10 $ £9.00
10011228 Kit ETG 500mL ™ 500 3,830| ¢ 5,190.00 MD Urine Cal 2 Low 25 3 123.00
100115 Methadone Metab {EDDP} 100 725] & 737.00 MD Urine Cal 3 10 }] £8.00
100116 Methadone Metab (EDDF) 500 3688/ % 2,886.00 MD Urine Cal 3 25 % 123.00
0595 Methadone 100 725| % 387.00 MD Urine Cal 4 High 10 $ 59,00
o587 Methacone 500 3,6868] 5  1,514.00 MD Urine Cal 4 High 25 § 123.00
0514 Methagualone 100 7251 % 387.00 | Alcoho! Neg Cal 5 3 22.00
0515 Methaqualone 500 3688| 3 1,514.00 75114058 Alcohol Neg Cal 25 3 407.00
10135 Opiaie 100 725] & 387.00 |:10241 Alcohol Cal 100mg 5 ] 22.00
] Cpiate 500 3688| % 1,514.00 1408 Alcohol Cal 100mg 25 ] 107.00
. +8 Oxycodone 70 488) § 561.00 0404 Caotinine Cal Kit 6x5 5 42,00
100249 Oxycodone 500 3,688| § 3,028.00 100117 Kit Metd Mtb Cat 150 10 $ 44.00
0160 Phencyclidine 100 7251 % 387.00 100118 Kit Metd Mth Cal 300 10 ] 44,00
01861 Phencycliding 500 36880 1,514.00 100120 Kit Metd Mtb Cal 1000 10 $ 44,00
0432 Propoxyphene 100 725| % 387.00 400122 Kit Metd Mtb Cal 2000 10 $ 44.00
0433 Propoxyphene 500 3688] % 1,614.00 = 100079 Ecstasy jeaong/mL Cal 10 3 44,00

Ecstasy 750ng/mk. Cal 10 $ 44,00
Ecstasy 500ng/mL Cal 10 3 44.00
DRI DAU CONTROLS Ecstasy 250ng/mL cal 10 ] 44,00
0170 THC Urine 40ng Ctri 5 $ Oxycodone Cal 100ng 10 3 44.00
0168 THC Urine 60ng Ctdl 5 3 Oxycodone Cal 300ng 10 $ 44.00
1401 Kit THC 40ng 25ml Cirl 25 $ Oxycodone Cal 500ng 10 3 44,00
1402 THC Urine 60ng Ctrl 25 $ Oxycedone Cal 1000ng 10 $ 44,00
1404 THC Urne 125ng Clrl 25 3 ETG Neg Cal ™ 10 $ §7.00
0212 THC Urine 125ng Cid 5 $ ETG 100ng/mi Caiibrator ™ 10 $ 67.00
0214 THC Urine 75ng Cirl 5 $ ETG 500ng/mi Calibrator ™ 10 $ 87.00
0239 Alcohol 50mg Cirl 5 $ ETG 1000ng/ml Calibrator ™ 1C $ 67.00
0243 Alcohotl 300mg Cirl 5 $ 10011213 |ETG 2000ng/mi Calibrator ™ 10 $ 67.0C
0460 Low Cotinine Ciri 5 $
0470 Hgh Cotinine Ctrl 5 L]
100254 Oxycodone Controt 108 C/O 2x10 $
100255 Oxycodong Control 300 C/O 2x10 $
10011209 ETG 500ng/mi Control ™ 10 3 .
10011211 ETG 1000ngiml Control = 10 $ 67.00 }:

Microgenics Corporation
46360 Fremont Boulevard Fremont CA 94538
TechnicallCustomer Service: 800 232-3342

mer Signature/Date: Date Prepared: 2/17/2009




ThermoFisher Version 15A

Customer: RFQ # CMES0108 Looi. osoilo oot - Pricing Proposal
p-—ary Instrument: MGC 240 Annual Testing Volume: 33,000
. 1A DRUGS OF ABUSE PRODUCTS
CEDIA DRUGS OF ABUSE ASSAYS CEDIA DAU CALIBRATORS
Kit Size #
Cat# Product Description {mL}) # Test/Kit] $/Kit Cat# Product Description Kit Size (mL) | Test/Kit SKit
100083 Amphetamine TSC 51 2401 $ 175.00 100031 Heroin Metab Cut off Cal 5 3 67.00
100082 Amphetamine MCC 65 3151 § 174.00 100034 Heroin Metab High Cal 5 3 67.00
1661205 Amphetaming LG 500 24908 1,022.00 1557416  |Negative Cal 5 3 22.00
100104 Amph/Ecstasy TSC 51 342) 8 203.00 |:.11661388 [Negative Cal 15 $ 53.00
100103 Amph/Ecstasy MCC 65 450] B 249.00 |7]1730401 |MD Primary Cal Clin cfo 5 3 28.00
100040 Amph-Ecstasy LC 500 3,557 § - 1,460.00 1845326 |MD Primary Cal 2K 5 3 38,00
100084 Barbiturate TSC 51 240} 8 175.00 |::{1815334 [MD Primary Cal 2K 15 $ 89.00
100083 Barbiturate MCC B85 3151 § 174.00 4 MD Secondary Cal 5 3 38.00
1664213 Barbiturate LC 500 2490|$ 1,022.00 MD Secondary Cal 15 E] 89.00
100085 Renzediazepine TSC 51 240} § 175.00 MD intermed Cal 5 $ 38.00
100084 Benzodiazepine MCC 65 315! & 174.00 MD Intermed Cal 15 $ 89.00
1775561 Benzodiazepine LC 500 2,490| % 1,022.00 MD High Cal 5 $ 38.00
100190 Buprenorphine TSC 51 2401 § 2756.00 MD High Gal 15 $ 89.00
100240 Buprenorphine MCC 65 3151 & 337.00 LSD Cut off Cal 5 $ 44.00
100086 Cocaine TSC 51 240 $ 175.00 LSD Intermed Cal 5 $ 44 00
100085 Cocaine MCC 65 315] § 174.00 LSD High Cal 5 [ 44,00
1661230 Cocaine LC 500 2480f % 1,022.00 PPx/Nitd Cuioff Cal 5 % 29.00
100107 Heroin Metab TSC 51 240 $ 280.00 PPx/Mtd intermed Cal 5 $ 28.00
100108 Heroin Meiab MCC 65 315| § 342.00 PPx/Mid High Cal 5 $ 28.00
100186 Heroin Metab LG 500 2,480 § 2,004.00 THC 25 Cal 15 $ 89.00
1732137 LsD SC 18 115 $ 155.00 THC 50 Cat 15 % 89.00
100088 Methadone TSC 51 240| $ 175.00 THC 75 Cal 15 $ 89.00
100087 Methadone MCC 65 315} § 174.00 THC 100 Cal 15 $ 89.00
1730916 Methadons LC 500 2,490| $ 1,022.00 THC 150 Cal 15 $ 88,00
100087 Methadone Metab TSC 51 240] $ 272.00 Kit Bup Cal Ong/ml 1%7.5 $ 44.00
100088 Meihadons Metab MCC 85 315] 8 332.00 100242 Kit Bup Cal 5ng/mL 1x5 3 44.00
r’ "7 Methadone Metab LC 500 2490| $  1,948.0C 100243 Kit Bup Cal 20ng/mL 1x5 $ 44.00
9 9 Opiate TSC 51 2401 § 175.00 100244 Kit Bup Cal 50ngimL x5 $ 44.00
100098 Opiate MCC 65 315| $ 174.00 100245 Kit Bup Cal 75ng/mL 1x5 $ 44.00
1661248 Opiate LC 500 24801 § 1,022.00
100080 Opiate 2k TSC 51 240| $ 175.00 |5 {CEDIA DAU CONTROLS
100098 Opiate 2k MCC 85 315| § 174.00 1661086 |THC 25 Control Set 2x15 3 89.00
1815296 Opiate 2K LC 500 24800 § 1,022.00 1861078 |THC 50 Control Set 2x15 3 38.00
100172 PCP TSC 51 240] 8 175.00 1661080 ITHC 100 Control Set 2x15 3 89.00
100173 PCP MCC 85 315| § 174.00 1815440 |Specialty Control Set 3x5 $ 88.00
1815784 PCPLC 500 24008 1,022.00 1868934 |Opiate 2K High Controi 15 [ 59.00
100170 Propoxyphene TSC 51 2401 § 175.00 [i5{100248 Kit Bup Conirol 2x5 % 67.00
100171 Propoxyphena MCC 65 3151 § 174.00 .
1661523 Propoxyphene LC 500 2430] % 1,022.00 DAU SPECIALTY PRODUCTS
100091 THC TSGC 59 240| 3 175.00 |ii{127680  |B-glucuronidase Enzyme [ 5 | B 292,00
100100 THC MCC 65 315) $ 174.00 ’
1661256 THC LC 500 24901 $  1,022.00 |{CEDIA/DRI MULTI-DRUG DAU CONTROL SETS
10010028 THC Plus TSC 51 240| $ 175.00 |574400200 Kit MD Primary Cirt 3x5 [ 134.00
10010030 |THC Plus MCC G5 3151 % 174.00 00201 Kit MD Clinical Ctrl 3x5 $ 434.00
10010031 THC Plus LC 500 2490] 8 1,022.00 00202 Kit MD Select Cir 3x5 $ 134.00
Q00ED Kit MD Ctrl Optional 2x5 3 71.00
CEDIA THC Pius Control and Calibrator SETS
10090032 |Kit THC PLUS Cal 25 10 3 67.00
10010033 |Kit THC PLUS Cal 50 10 5 87.00
10010034 |Kit THC PLUS Cal 100 10 $ 67.00
10040035 |Kit THC PLUS Cal 200 10 $ §7.00
10010026 |Kit THC PLUS Cirl 25 10 $ £7.00
40010037 |Kit THC PLUS Cirl 50 10 ] 687.00
110010038 [Kit THC PLUS Ctrl 100 10 $ §7.00
Microgenics Corporation Date Prepared: 2/17/2009

ner Signature/Date: 46360 Fremoni Beulevard Fremont CA 94538
TechnicallCustomer Service: 800 232-3342




YthmG FiShef Version 15A

Customer: RFQ # CMES0108 " Pricing Proposal’

P~ ary Instrument: MGC 240 @ual Testing Volume: 33,000
1r.-RAPEUTIC DRUG MONITORING (TDM) PRODUCTS
CEDIA TDM Assays DRI TDM Preducts

Kit Size #

Cat# Product Description {mL) | # Test/Kit Cat# Product Description Kit Size (mL) | Test/Kit $IKit
4000086 Carbamazepine 1l 1717 1141 %

100005 Digexin 11 18,18 107] 8 1669 Digaxin™® 25,8 871§ 175.00
100016 Gentamicin il 13,11 751 % 40291 Kit Primidane 25ml. 771 % 100.00
100015 NAPA 1717 1941 8 i
100003 Phenobarbital Il 17,17 114] § HOMS TDM Reagents
100002 Phenytoin H 17,17 141 % Kit Vancomycin QMS 22,22 97 $ 345.00
100014 Precainamide 17,17 114] $ Kit Zonisamide QMS 2x22,2xB 164] $  1,500.0C
100008 Theophylling H 17,17 114] 8 ¥it Amikacin QMS 217,242 1301 § 275.00
100018 Tobramycin | 13,11 801 % Kit Quinidine QMS 2x17,2x8 430| $ 200.00
100013 Valproie Acid 13,11 751 % Kit Lamotrigine QMS 18,17 106) § 775.00
Kit Topiramate QMS 22,16 105] % 775.00
100001 TDM Cardiac Cai 2x7.5,2x5.0 %
100007 TDM Core Cal 2%7.5,2%5.0 5
400017 TDM Antibiotic Cal 2x7.5,2x5.0 5 QMS TDM Controls and Calibrators
TDM Vancamyein Cal 6x1 $ 67.00
Amikacin Cal A 1x1 3 80.00
{ amotrigine Cal Aix2,DF:1x1 5 29.00
10010839 {Quinidine Cal A-F: 1x1 $ 80.00
10011029 |Topiramate Cal A-F: x4 3 112.00
10010726 |Zonisamide Cal A1x2.5,D-Fix1 3 125.00
10011019 {Lamotrigine Cirl 3x2.5 3 112,00
10014030 |Topiramate Ctrl 3x2 3 107.00
10010727 |Zonisamide Cirt 2.5 3 112.00
TBD Lidacaine Ctrl #NIA TBD
* Calibrators are included with kits
thviUNO SUPPRESSIVE PRODUCTS
CEDIA I5D Assays CEDIA ISD Controls* and Calibrators
100147 Kit CsAll H911 H917 MGC 41,19 170] $  1,408.00 }i:{100207 Kit CgA Ctrl 4 2xB,6x2 3 145,00
10008656 Tacrolimus 26,11 56| $ 1,168.00 100208 Kit CsA Cii & 2x8,6x2 3 145.00
100276 Kit MPA MGC (Not Avail) 26,11 114] &  1,443.00 100012 Kit CeA Hi Range Cal Set 2, 2x4 % 145.00
00009 Kit CsAll Lo Ranga MGG 2x4x2 ] 145.00
CEDIA 15D MD-Controls and Calibrators 0008666 |Kit Tacrolimus Cals 2x4,2x2 $ 188.00
280-1 Kit 1ISD MD Controt L1 4x4 $ 189.00 Q0277 Kit MPA Cal 2x2,2R 3 189.00
280-2 Kit ISD MD Control L2 4x4 5 189,00 00278 Kit MPA Ctrl 1 5xd $ 189.00
2803 Kit 1SD MD Controi L3 Ax4 3 189.0d 100279 Kit MPA Ciri 2 5x4 $ 189.00
* | R Calibrators are included with Kits 21100280 Kit MPA Ctrl 3 5xd 3 189.00
ENDOCRINE PRODUCTS
CEDIA Endocrine Assays DRI Endocrine Assays
Kit Size s #

Cat# Product Description {mL) | #Test/Kit $Kit Cat# Product Description Kit Size (mL) | Test/Kit $/Kit
100050 T4 8SC” 39,24 167| § 125,00 0454 Total Thyroxine (T4} 100,34 3501 % 135.00
100051 T4LC 2X475,2%297| 4519(% 1,511.00 0723 T Uptake 100,34 350§ 8 135.00
100047 T Uptake SC* 49,11 176] § 125.00 | 0476 Thyroxine {T4) Cal Kit Bx2 $ 42.00
100049 T Uptake LC* 2X588,2X191 4765/ 1,683.00 0738 T Uptake Cal Kit 5x2 3 38,00

* Calibrators are included with kits
- —somet Si : Microgenics Corporation Date Prepared: 2/17/2009
€ ~amer Signatura/Date: 46360 Fremont Boulevard Fremont. CA 94538

Technical/Customer Service: BOD 232-3342



?herma Fisher Version 15A

Customer: RFQ # CMES0108

33,000

=~ zry Instrument: MGC 240 Annual Testing Volume:
L... ADULTERATION PRODUCTS DRI SERUM TOXICOLOGY
DRI Adulteration Assays DRI TOX Assays
Kit Size #

Cat# Product Description (mL) | # Test/Kit $/Kit Cat# Product Description Kit Size (mbL) | Test/Kit $IKit
1184 Gravity-Detect 2x500 2.750] $  172.00 |: {1086 Acatarninophen 25 8 87] % 130.00
100054 pH-Detect 2x500 3,822]1 & 238,00 }:+{0911 Barbturate 25,8 87| $ 130.00
1797 Creatining Detect 500 3,588] § 158.00 0920 Benzodiazepine 25,8 27| & 130.00
10008958 General Oxidant 2x500 3,8221 § 239,00 |4 0977 Salicylate 25 681} $ 125.00

1128 Tricyclics 25,8 87| $ 130.0¢
{DRI Toxicology Calibrators and Controls
DRi Adulteration Controls and Calibrators Acetaminophen Cal Kit 1x5,5%2 3 42.00
1754 Low Gravity Cal 25 $ Salicylate Cal Kit 1x5,1x2 $ 33.00
1755 High Gravity Cal 25 $ Negative Cal 10 3 22.00
1756 Level 1 Gravity Ctrl 25 $ Cal 1 5 3 33.00
1757 Level 2 Gravity Cirt 25 $ Cal2 5 3 33.00
100272 Kit Creat Cal 2820mg/dl. 2225 3 Cal 3 5 $ 33.00
100273 Kit Creat Cirl 1.3mg/dL 25 $ Cal 4 5 5 33.00
100274 Kit Creat Ctrl 7.5mgidL 25 5 Mulii Texicology Cantrol 2X5%3 $ 67.00
100275 Kit Creat Cid 23mgidL 25 3
4100283 Kit pH Detect Cal 3 & 11 2x25 $ MGC 240 Instrument Consumables
100282 Kit pH Detect Cirl 3.6 25 % 10007624 |Cuvetie Reaction $ 227.00
100284 Kit pH Detect Ctrl 7 25 3 10007625 |Bottle Reagént 50 mL $ 21.00
100285 Kit pH-Dt pH 10 25 3 10007826 |Botile Reagent 40 mL $ 18.00
100281 Kit pH Detect Ctrl 11.5 25 $ 10007627 |Bottle Reagent 20 mb 3 16.00
10009971 General Oxidant Cal St (0, 200 ng/]  2x25 $ 10009118 |Paper Roli Thrml $ 21.00
10009972  |General Oxidant Contro! Set (100, 3] 2x25 3 10010235 |Plastic Test Tubes 8,5mL % 22.00
10040582 |Sample Cups Hitachi $ 17.00
1002682 Kit Acid Wash 500mL 3 33.00
100283 Kit Base Wash 500mL $ 25.00
er Signature/Date: 46360 Freﬂgﬁfgiﬂizafg Lﬁi::ﬁ"m 94535 Date Prepared: 2117/2009

Technical/Customer Service: 800 232-3342



DRI® CANNABINOID 20 and 50 ng/mL ASSAY
APPLICATION — MGC 240™

Catalog Nos. 0185 and 0186

Homogeneous Enzyme Immunaassay for the Qualitative and Semi-quantitative
Determination of Cannabinoid in Human Urine

For in Vitro Diagnostic Use Only

Intended Use The information provided in this application sheet is intended as a
supplement to the package insert. Refer to the package insert for
information on intended use, reagent storage, specimen collection,
specimen storage and quality control.

Ordering Materials available from Microgenics:
Information
Item Catalog Number

DRI Cannabinoid Assay Reagent 0185, 0186 (100 mL, 500 mL)
DRI Negative Urine Calibrator 1664, 1388 (10 ml.,, 25 mlL)
DRI THC Utine 20 ng/mL Calibrator 0235, 1397 (5 mL, 25 mL)
DRI THC Urine 50 ng/mL Calibrator 0042, 1398 (5 mL, 25 mL)
DRI THC Utrine 100 ng/mL Calibrator 0044, 1399 (5 mL, 25 mL)
DRI THC 40 ng/mL Control 0170, 1401 (5 mL, 25 mL)
[DRI THC 60 ng/mL Control 0168, 1402 (5 mL, 25 ml)

To place an order o1 for technical service contact (North America):
Microgenics Corporation
46360 Fremont Boulevard, Fremont, CA 94538 USA
U.S. Toll free: (800)232-3342/ Tel: (510) 979-5001
U.S. Toll Free Fax (800) 829-8115/ Fax: (510) 979-5002




ce Microgenics GmbH, Spitalhofstrasse 94, D-94032 Passau, Germany
Tel: +49 (0) 851-88 6890 « Fax +49 (0) 851-88 68910

Reagent Refer to the package insert for information on reagent storage.
Storage

Procedure for  Refer to the operator’s manuals for information on analyzer operation.
Analyzer _
Dispense adequate amounts of Antibody Reagent (first reagent) into a A0 mL
reagent container and Enzyme Reagent (second reagent) into a 20 ml. reagent
containet.
Ensure that the reagents have equilibrated to the temperature of the
analyzer reagent compartment before starting analysis.

NOTE: Running a blank during calibration is a requitement of the MGC
240. For this assay, in both qualitative and semi-quantitative methods, run
the negative calibrator as the blank.

Results and Refer to the package insert for information on results and data interpretation.
Data
Interpretation

DR! CANNABINOID 20and 50 ng/mL APPLICATION — MGC 240
Catalog Nos. 0185 and 0186 page 2 of 7



g3 Microgenics GmbH, Spitalhofstrasse 84, D-94032 Passau, Germany
Tel: +49 (0) 851-88 6890 « Fax +49 (0) 851-88 68910

Microgenics Parameters, MGC 240
DRI CANNABRINOID 20 ng/mbL ~ Qualitative

lterh Parameter .

[ temName | TheQ |

DATA INFORMATION CALIBRATION ]
[ TYPE_ | Linear |
UNITS ks
DECIMALS 0 [ STANDARD H
L
[ 1 20 | [ | |
ANALYSIS
(22 | 1 [# | ]
[ TYPE RATE |
{#3 | | [#s | |
Main W.Length 1 340
Sub W.Length 2 450 i‘
NORMAL RANGE
[ METHOD DRI | MALE FEMALE
LOW | HIGH | LOW | HIGH
SERUM 0 19 0 19
CORR URINE 0 19 0 19
SLOPE INTER Plasma 0 19 0 19
vy =[ 1.000 X +| 0.000 CSF 0 19 0 19
Dialysis 0 19 0 19
Other 0 19 0 19
[Page  : 1 | Print | [ NextPage _| Save ! Return |
ltem Parameter .. ' T T R T R
[ ftemName | ThcQ |
ASPIRATION DATA PROCESS
KIND |° Single e« Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE | 15 MAIN | 38 42 LOW | -3
REAGENT1 | 125 uL sUB HIGH | 3
REAGENTZ2 [ 125
FACTOR
Endpointlimit__ | |
ThidMix |« OFF ° ON [ Biank correction | 1|
[Linear Check(%) | 99 |
R1Blank | « Water- ¢ R1-
Blank Blank1
PROZONE CHECK
MONITOR _ Start | End_ | Limit(%) |
DLEVEL POINT | 1 FIRST
| SPAN 3 SECOND « Lo ° Hi
THIRD o Lo ° Hi
[Page : 2 | Print 1 [“NextPage | Save | Return |
*+| JSER DEFINED

DR! CANNABINOID 20and 50 ng/mL APPLICATION — MGC 240
Catalog Nos 0185 and 0186 page 3 of 7
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Microgenics Parameters, MGC 240

Microgenics GmbH, Spitalhofstrass
Tel: +4g (0) 851-88 6890 - Fax +49 (

DRI CANNARBINOID 50 ng/mL — Qualitative

’ftem Parameter.

[ TheQ_ |

e 04, D-94032 Passau, Germany
0) 851-88 68910

[ ltem Name
(DATA INFORMATION —| [CALIBRATION T
[ TYPE Linear I
UNITS >
‘: DECIMALS 0 j J [ STANDARD 1
[#__ | s0 | [#a | 1
ANALYSIS
[#2 | 1 [# | |
r TYPE [RATE |
[#8 _ | ] [#s | |
Main W.Length 1 340 4\ J
Sub W.Length 2 450
' NORMAL RANGE 1
| METHOD [DRI____ | MALE FEMALE
TOW | HIGH | LOW | HIGH
SERUM D 49 0 49
| CORR URINE 0 49 0 49
SLOPE INTER Plasma 0 48 0 49
Y =i 1.000 lx + 0.000 CSF 0 49 0 49
L Dialysis 0 49 0 49
Other 0 49 0 49
l.—
[Page 1 ] Prnt | [ NextPage | Save | Return |
ltem Parameter ST ERRE : L
[ hemName | TheQ |
ASPIRATION DATA PROCESS
> Single e« Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE | 15 MAIN | 38 42 LOW [ -3
REAGENT1 | 125 ik SUB HIGH | 3
REAGENT2 | 125
L
FACTOR
{ Endpoint Limit B
ThdMix_] e« OFF  ° ON [Blank correction [ 1|
[ Tinear Check(%) | 99 |
R1 Biank | « Water- ° R1-
Blank Blank1 J
FROZONE CHECK
MONITOR Stat | End__| Limit(%) |
DLEVEL POINT [ 1 \ FIRST
SPAN 3 SECOND e Lo © Hi
THIRD e Lo ° Hi
[Page : 2 | Print | [ NextPage | Save [ Retum |
*=| |]SER DEFINED

DR! CANNABINOID 20and 50 ng/mL APPLICATION - MGC 240
Catalog Nos 0185 and 0186

page 4 of 7
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Microgenics GmbH, Spitalhofstrass
Tel: +49 (0) 851-88 6890 + Fax +49

Microgenics pParameters, MGC 240
DRI Cannabinoid 20 and 50 ng/mL — Semi-quantitative

ltem Parameter

e 94, D-04032 Passau, Germany
(0y 851-88 68910

[ _itemName | TheSQ_|
[ DATA INFORMATION [ CALIBRATION )
[__TYPE [ Llogitt |
\* UNITS ng/mL
DECIMALS 0 | [ STANDARD B
@ 20 | [# | 1
[ANALYSIS ] .
e s | [#_ |
[ TYPE [ RATE
e[ 0 [#_ | 1
l_Main W.Length 1 [ 340
Sub W.Length 2 | 450
F\EORMAL RANGE
"METHOD | DRI | MALE FEMALE
] LOW | HIGH | LOW | HIGH
SERUM 0 - 0 **
F)ORR ] URINE 0 = 0 >
SLOPE [ INTER | Plasma 0 o 0 **
vy ={7oo0 | x +[0000 | CSF 0 - 0 -
L J Dialysis o * 0 >
Qther 0 ** 0 ** J
|
[ Page 1 ] Prmt___ | [ NextPage | Save ™ Retun |
ltem Parameter . . - . v L
[ ltemName | TheSQ |
ASPIRATION ~ 1 [DAIAPROCESS
KIND | = Single = Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE [ 15 MAIN | 38 42 LOW | -3
REAGENT1 | 125 pL SUB HIGH [ 3
REAGENT2 | 125 2
FACTOR
r 1 [Endpointbmit | |
Third Mix | « OFF  ° ON [ Biank correction [1 |
[ Linear Check(%) | 9g |
R1 Blank | » Water- © Ri-
Blank Blank1 J
PROZONE CHECK
MONITOR Start | End Limit(%) |
0 LEVEL POINT | 1 FIRST
SPAN 3 SECOND ]e Lo ° Hi
L THIRD | Lo = Hi
| Page 2 | Print_ | Next Page _ | Save i Return |
» Use 19 for the 20 ng/mL cutoff and 40 for the 50 ng/mL cutoff
DRI CANNABINOID 20and 50 ng/mL APPLICATION — MGC 240
Catalog Nos 0185 and 0186 page 5 of 7



ce Microgenics GmbH, Spitalhofstrasse 94, D-84032 Passal, Germany

Tel: +49 (0) 851-88 6830 * Fax +49 {0) 851-88 88910

MGC 240 Within-run and total precision, evaluated with packaged reagents, controls
Precision at and calibrators, yielded the following results (n=60):
20 ng/mL
Controls Low Control Cutoff Cal High Control
Qualitative Assay
Mean Rate (mA/min) 319 337 358
Within-Run SD (mA/min} 12 1.3 25
Within-Run CV (%) 04 0.4 0.7
Total SD (mA/min) 33 2.6 32
Total CV (%) 1.0 08 0.9
Semi-quantitative Assay
Mean (ng/mL) 10 26 43
Within-Run SD (ng/ml.) 1.3 1.1 13
Within-Run CV (%) n/a 42 29
Total SD (ng/mL) 1.3 1.8 16
Total CV (%) n/a 68 3.8
MGC 240 One hundred twenty-five (125) urine samples wete assayed qualitatively with

Accuracy and  the DRI Cannabinoid Assay on the MGC 740 and the Hitachi 717 analyzers.
Correlation at 98 8% positive agreement (81 of 82 samples) and 100% negative agreement

20 ng/m}

(43 of 43 samples) were observed between the two analyzers.

One hundred twenty-five (125) urine samples were assayed semi-
quantitatively with the DRI Cannabinoid Assay on the MGC 240 and the
Hitachi 717 analyzers 98.8% positive agreement (81 of 82 samples) and
100% negative agreement (43 of 43 samples) were observed between the two

analyzers.

DRI CANNABINOID 20and 50 ng/ml. APPLICATION — MGC 240
Catalog Nos. 0185 and 0188

page 6 of 7
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MGC 240
Precision at
50 ng/mL

MGC 240
Accuracy and
Correlation at
50 ng/mL

@ Microgenics GmbH, Spitathofstrasse 04, D-94032 Passall, Germany

Tel: +49 (0) g51-88 6890 = Fax +49 (0) 851-88 68910

Within-run and total precision, evaluated with packaged reagents, controls
and calibrators, yielded the following results (n=60):

Controls Low Control Cutoff Cal High Control
Qualitative Assay
Mean Rate (mA/min) 328 348 364
Within-Run SD (mA/min) 13 1.4 13
Within-Run CV (%o) 0.4 04 04
Total SD (mA/min) 32 34 33
Total CV (%) 1.0 1.0 09
Semi-quantitative Assay
Mean (ng/mL) 33 A8 61
Within-Run SD (ng/mL) 0.9 1.0 12
Within-Run CV (%) 26 20 2.0
Total SD (ng/mL) 2.1 2.4 2.6
Total CV (%0) 6.3 49 43

One hundred six (1 06) urine samples were assayed qualitatively with the DRI
Cannabinoid Assay on the MGC 240 and the Hitachi 717 analyzers. 93 2%
positive agreement (41 of 44 samples) and 100% negative agreement (62 of
62 samples) Were observed between the two analyzers.

One hundred six (1 06) urine samples Wete assayed semi- quantitatively with
the DRI Cannabinoid Assay on the MGC 240 and the Hitachi 717 analyzers.
100% positive agreement (43 of 43 samples) and 100% negative agreement
(63 of 63 samples) Were observed between the two analyzers,

10008483-2

DRI a tragemark of Microgenics Corporation.
2005 01

DRI CANNABINO!D 20and 50 ng/mL APPLlCATlON - MGC 240
Catalog Nos 01 85 and 0186 page 7 of 7
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DRI® BARBITURATE ASSAY APPLICATION — MGC 240™
Catalog Nos. 0225 and 0226

Intended for the Qualitative and Semi-quantitative Determination of Barbiturate in Human Urine

For In Vitro Diagnostic Use Only

Intended Use The information provided in this application sheet is intended as a supplement
to the package insert. Refer to the package insert for information on intended
use, reagent storage, reagent preparation, specimen collection, specimen
storage, quality confrol, and additional performance data.

Ordering Materials available from Microgenics:
Information
Item Catalog Number
DRI Barbiturate Assay Reagent 0225 (100 mlL), 0226 (500 mL
DRI Negative Urine Calibrator 1664 (10 mL), 1388 (25 mL)
DRI Multi-Drug Urine Calibrator 11 1588 (10 mL), 1589 (25 mlL) |

DRI Multi-Drug Urine Calibrator 2 1591 (10 mL), 1592 (25 mL
DRI Multi-Drug Utine Calibrator 3 1594 (10 mL), 1595 (25 mL) |
DRI Multi-Drug Urine Calibrator 4 1597 (10 mL), 1598 (25 ml) |
DRI Multi-Drug Urine Control 1 1599 (10 mL), 1553 (25 mL)
DRI Multi-Drug Urine Control 2 1600 (10 mL), 1555 (25 mL)

To place an order or for technical service contact (North America).
Microgenics Corporation
46360 Fremont Boulevard, Fremont, CA 94538 USA
U.S. Toll free: (800)232-3342 / Tel: (510) 979-5001
U.S. Toll Free Fax (800) 829-8115/ Fax: (510) 979-5002




Ce Microgenics GmbH, Spitalhofstrasse 94, D-94032 Passau, Germany
Tel: +49 (0) 851-88 6890 « Fax +49 (0) 851-88 68910

Reagent

Refer to the package insert for information on reagent storage.
Storage

Procedure for  Refer to the operator’s manuals for information on analyzer operation,
Analyzer
Dispense adequate amounts of Antibody Reagent (first reagent) and Enzyme
Reagent (second reagent) into appropriate containers.
Ensure that the reagents have equilibrated to the temperature of the
analyzer reagent compartment before starting analysis.

NOTE: Running a blank during calibr ation is a requirement of the MGC
240. For this assay, in both qualitative and semi-quantitative methods, run
the negative calibrator as the blank.

Results and Refer to the package insert for information on results and data interpretation.
Pata
Interpretation

DRI® BARBITURATE APPLICATION - MGC 240
Catalog Nos 0225 and 0228 page 2 of 5



C€ Microgenics GmbH, Spitathofstrasse 94, D-84032 Passau, Germany
Tel +49 (0) 851-88 6820 Fax +49 (0) 851-88 63910

Microgenics Parameters, MGC 240: DRI BARBITURATE - Qualitative

tem Parameter

[ TemNeme | Barb ]

DATA INFORMATION CALIBRATION
[ TYyPE [ Factor |
UNITS wx
DECIMALS 0 [ STANDARD ]
#1200 | [# ] 1
ANALYSIS o ,
[#2_ | — 1 D] |
[ TYPE TRATE _ |
f#3 | ) ¥ | ]
Main W.Length 1 340 |
Eub W.Length 2 450
NORMAL RANGE
[ METHOD [DRI | MALE FEMALE
J [OW | HIGH | LOW | HIGH
SERUM__ ] 0 199 | O 199
TCORR ] URINE_ | 0 199 [0 199
l SLOPE ' Plasma | 0 199 [0 199
v =[1.000 X +[ 0.000 CSF 0 199 [0 199
Dialysis__| 0 198 [ D 199
: Other 0 198 0 198 J
[ Page 1] Print | [ NextPage | Save | Return |
[ ttem Name | Barb |
ASPIRATION FATA PROGESS
KIND | ° Single e Double READ ABSORBANCE LIMIT
Volume Stari Enﬂ
SAMPLE_ | 16 MAIN | 35 38 LOW | -3
REAGENT1 | 125 b SUB | HIGH | 3
_REAGENT2 | 125 |
FACTOR
] B [Endportlimt | |
ThrdMix |« OFF ° ON [ Blank correction [ 1|
[ Linear Check(%) [ 90 |
R1Blank | « Water- = Ri-
Blank Blank1
L
PROZONE CHECK
MONITOR Start | End | Limi(%) |
OLEVEL POINT [1 | FIRST
SPAN 3 | SECOND " ]s Lo ° Hi
THIRD |« Lo ° Hi
[Page _: 2 | Print | [ Next Page [ Save ! Retun |
=+ JSER DEFINED

DRI® BARBITURATE APPLICATION — MGC 240
Catalog Nos 0225 and 0226 page 3of 5



43 [EC] REP] Microgenics GmbH, Spitalhofstrasse 94, D-94032 Passau, Germany
Tel: +49 (0) 851-88 6890 » Fax +49 (0) 851-88 58910

Microgenics Parameters, MGC 240: DRI Barbiturate — Semi-gquantitative

ltem Parameter. .

[ ltem Name [ Barb_ |

DATA INFORMATION ] j
[ TYPE | leg
UNITS ng/mL
DECIMALS 10 l [ STANDARD ]
[ 1 1000 | (g | 10000 |
ANALYSIS
72 [ 2000 | [#5 | 1
[ TYPE [RATE |
iz | o000 | [#6 | 1]
kﬁlin W.Length 1 340 j | J
Sub W.Length 2 450
NORMAL RANGE
@ETHOD [DRI | MALE FEMALE
LOW | HIGH | LOwW | HIGH
SERUM | 0 | 199 0 199
CORR URINE 0 | 199 0 199
SLOPE \ ‘ INTER Plasma | O 193 0 199
=[1.000 X +| 0.000 CSF 0 199 0 199
Dialysis | 0 199 0 199
Other 0 199 0 199

[Page : 1 i Primt | [T NextPage | Save | Retun |
iter Parameter : - ' ' ' o T TR e

[ ltern Name . .I Barb__ |

ASPIRATION 1 [DATAPROCESS |
KIND Single » Double | READ ABSORBANCE LIMIT
Volume Start End
" SAMPLE | 15 CMAIN | 35 38 l LOW
REAGENT1 | 125 n [ suB HIGH
REAGENT2 | 125 L
FACTDR —
{ Endpoint Limit
F:T:hlr:d Mx |« OFF ° ON [ Blank correction K
[Tinear Check(%) | 50 |
R1Blank | » Water- ° Ri-
Blank Blank1 |
PROZONE CHECK
MONITOR Stat ] End__| Limit(%) |
[0 LEVEL POINT 11 ] FIRST
[ SPAN 3 | SECOND " ]e Lo ° Hi
THIRD |« Lo ° Hi
[Page : 2 | Print | [ _NextPage | Save [ Retum |

DRI® BARBITURATE APPLICATION — MGC 240
Catalog Nos 0225 and 0226 page 4 of 5



ce Microgenics GmbH, Spitalhofstrasse 94, D-94032 Passau, Germany
Tel: +49 (0) 851-88 6880 « Fax +48 (0) 851-88 68910

MGC 240 Within-run and total precision, evaluated with packaged reagents, controls
Precision and calibrators, yielded the following results (n=60):
Controls Low Control Cutoff Cal High Control
Qualitative Assay
Mean Rate (mA/min) 461 493 529
Within-Run SD (mA/min} 1.5 17 12
Within-Run CV (%) 0.3 03 0.2
Total SD (mA/min) 3.6 3.3 3.3
Total CV (%) 0.8 0.7 0.6
Semi-quantitative Assay
Mean (ng/mL) 149 242 389
Within-Run SD (ng/mL) 4.4 6.7 71
Within-Run CV (%) 3.0 2.8 1.8
Total SD (ng/mL) 5.7 82 103
Total CV (%) 38 34 26
MGC 240 One hundred thirty-six (136) urine samples were assayed qualitatively with
Accuracy and  the DRI Barbiturates Assay on the MGC 240 and the Hitachi 717 analyzers.
Correlation 97.3% positive agreement (72 of 74 samples) and 98.4% negative agreement

(61 of 62 samples) were observed between the two analyzers.

One hundred forty-three (143) urine samples were assayed semi-
quantitatively with the DRI Barbiturates Assay on the MGC 240 and the
Hitachi 717 analyzers. 98.9% positive agreement (86 of 87 samples) and
98.2% negative agreement (55 of 56 samples) were observed between the two
analyzers.

DRI® is a registered trademark of Microgenics Corporation. 10008752-0
2004 04
Printed in USA

DRI® BARBITURATE APPLICATION — MGC 240
Catalog Nos 0225 and 0226 page 5 of 5
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DRI® METHADONE ASSAY APPLICATION — MGC 240™
Catalog Nos. 0596 and 0597

Intended for the Qualitative and Semi-guantitative Determination of Methadene in Human Urine

For In Vitro Diagnostic Use Only

Intended Use The information provided in this application sheet is intended as a supplement
to the package insert. Refer to the package insert for information on intended
use, reagent storage, specimen collection, specimen storage and quality

control.
Ordering Materials available from Microgenics:
Information
, Ttem Catalog Number ]

DRI Methadone Assay Reagent 0596, 0597 (100 mL., 500 mL)

DRI Negative Urine Calibrator 1664 (10 mL), 1388 (25 mL)

DRI Multi-Drug Urine Calibrator i 1588 (10 mL), 1589 (25 mL)

DRI Multi-Drug Urine Calibrator 2 1591 (10 mL), 1592 (25 mL)

DRI Multi-Drug Urine Calibrator 3 1594 (10 mL), 1595 (25 mL)

DRI Multi-Drug Urine Calibrator 4 : 1597 (10 mL), 1598 (25 mlL.)
[ DRI Multi-Drug Urine Contro} 1 1599 (10 mL), 1553 (25 mi.) J
@Rl Multi-Drug Urine Control 2 1600 (10 mL), 1555 (25 mL)

To place an order or for technical service contact (North America):
Microgenics Corporation
46360 Fremont Boulevard, Fremont, CA 94538 USA
U.S. Toll free: (800) 232-3342/ Tel: (510) 979-5001
U.S. Toll Free Fax (800) 829-8115 / Fax: (510) 979-5002
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Tel: +49 (0) 851-88 5890 « Fax +49 (0) 851-88 68810

Refer to the package insert for information on reagent storage.

Refer to the operator’s manuals for information on analyzer operation.

Dispense adequate amounts of Antibody Reagent (first reagent) and Enzyme
Reagent (second reagent) into appropriate containers.

Ensure that the reagents have equilibrated to the temperature of the
analyzer reagent compartment before starting analysis.

NOTE: Running a blank during calibration is a requirement of the MGC
240. For this assay, in both qualitative and semi-quantitative methods, run
the negative calibrator as the blank.

Refer to the package insert for information on results and data interpretation.

DRI® METHADONE APPLICATION — MGC 240

Catalog Nos. 0596 and 0587

page 2 of 5
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Tel: +49 (0) 851-88 6890 » Fax +48 (0) 851-88 68910
Microgenics Parameters, MGC 240
DRI Methadone — Qualitative
[tem Parameter _ : :
[ emName _ | Mtdn |
DATA INFORMATION 1 [ CALIBRATION
‘ [_TyPE | Linear |
UNITS ok
r DECIMALS 0 [ STANDARD |
[#1_ [ 300 | [#4 | H
ANALYSIS
[#2 | ] e | 1
i TYPE [RATE |
E T[] ] J
Main W.Length 1 340 ﬁ
Sub W.Length 2 450
, NORMAL RANGE
METHOCD DRI | MALE FEMALE
J LOW | HIGH | LOW | HIGH
SERUM 0 299 0 299
CORR URINE 0 299 0 299
SLOPE ‘ INTER Plasma 0 299 0 299
Y =| 1.000 X +[ 0.000 CSF 0 299 0 299
Dialysis 0 289 1] 289
Other 0 299 0 299 J
[ Page 1] Print | [ NextPage | Save [ Return |
ltem Parameter .0 . S S Lo ST S T
[_itemName | Midn I
ASPIRATION DATA PROCESS T
KIND |° Single e Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE | 15 [MAIN | 35 38 Low [ -3
REAGENT1 | 126 pL | SUB HIGH | 3
REAGENTZ2 | 125 J
FACTOR
[Endpointiimit | |
TrirdMix |« OFF ¢ ON [ Blank correction 11
[ Linear Check(%) | 90_|
R1 Blank | « Water- @ Ri1-
Blank Blank1 L J
PROZONE CHECK
MONITOR Start | End | Limit(%) |
0 LEVEL POINT 11 FIRST
SPAN 3 SECOND « Lo ° Hi
THIRD e Lo ° Hi
L
[Page : 2| Print____ | [ NextPage | Save | Retum |
== JSER DEFINED

DRI® METHADONE APPLICATION - MGC 240

Catalog Nos. 0596 and 0597

page 3 of 5
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Microgenics GmbH,

Tel: +49 (0) 851-88 6

890 « Fax +49 (0) 851-88 68910

Spitathofstrasse 94, D-94032 Passau, Germany

Microgenics Parameters, MGC 240
DRI Methadone — Semi-quantitative

itetn Parameter

[ Mtdﬁ ]

[_ltem Name
DATA INFORMATION CALIBRATION ]
[ TYyPE  |Logit1 |
UNITS nglqu ‘
[ DECIMALS o J B STANDARD ]
[# 1 1500 | [#4_ [ 10000 ]
P\NALYS!S
% ] 8000 | [#65 | ]
il TYPE [RATE |
F#a | 000 | [#6 | |
Main W.Length 1 340 |
Sub W.Length 2 450
NORMAL RANGE ]
[ METHOD [DRI | MALE FEMALE%
LOW | HIGH | LOW | HIGH
SERUM | O 299 | 0 299
CORR URINE |0 298 10 299
SLOPE INTER___| Plasma | 0 299 |0 299
v =] 1.000 X +0.000 CSF 0 209 10 299
i Dialysis 0 269 0 299
L Other 0 299 |0 299
[ Page 1| Print____ | [ NextPage | Save [ Return |
ltem Parameter - 0 o0
[ _iemName _ [ Mtdn |
ASPIRATION DATA PROCESS
¢ Single s Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE | 15 MAIN | 35 38 LOW | -3
REAGENTA | 125 WL SUB HIGH | 3
REAGENTZ2 | 125
.
F‘ACTOR
[ Endpoint Limit ]
ThidMix ] « OFF © ON [ Bfank correction | 1
[inear Check(%) | 90 |
R1Blank | « Water- °© Ri-
Blank Blank1 l J
PROZONE CHECK
MONITOR Start | End | Limit{%) |
0 LEVEL POINT | 1 FIRST
SPAN 3 SECOND . Lo ©° H
THIRD « Lo ° Hi
[ Page 2 | Print | [ NextPage | Save i Return |
DRI® METHADONE APPLICATION — MGC 240
page 4 of 5

Catalog Nos 0596 and 0597
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Within-run and total precision, evaluated with packaged reagents, controls
and calibrators, yielded the following results (n=60):

Low Control Cutoff Cal High Control

Qualitative Assay
Mean Rate (mA/min) 453 502 544
Within-Run SD (mA/min) 16 1.8 1.8
Within-Run CV (%) 04 0.4 0.3
Total SD (mA/min) 26 2.5 2.5
Total CV (%0) 0.6 0.5 0.5
Semi-quantitative Assay
Mean (ng/ml.) 193 314 450
Within-Run SD (ng/mL) 3.5 4.8 6.7
Within-Run CV (%) 1.8 1.5 1.5
Total SD (ng/mL) 4.1 6.3 8.3
Total CV (%) 21 2.0 1.9

One hundred twenty-two (122) urine samples were assayed qualitatively with
the DRI Methadone Assay on the MGC 240 and the Hitachi 717 analyzers.
96.8% positive agreement (61 of 63 samples) and 100% negative agreement
(59 of 59 samples) were observed between the two analyzers.

One hundred twenty-one (121) urine samples were assayed semi-
quantitatively with the DRI Methadone Assay on the MGC 240 and the
Hitachi 717 analyzers. 100% positive agreement (63 of 63 samples) and
100% negative agreement (58 of 58 samples) were observed between the two
analyzers.

DRI® is a registered trademark of Microgenics Corporation. 10008754-0
2004 04
Printed in USA

DRI°METHADONE APPLICATION - MGC 240
Catalog Nos 0596 and 0597 page 5 of 5
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DRI® COCAINE METABOLITE ASSAY APPLICATION -

MGC 240™
Catalog Nos, 0055 and 0056

Homogeneous Enzyme Immunoassay for the Qualitative and Semi-guantitative
Determination of Cocaine Metabolite Drug Levels in Human Urine

For In Vitro Diagnostic Use Only

Intended Use The information provided in this application sheet is intended as a
supplement to the package insert. Refer to the package insert for
information on intended use, reagent storage, specimen collection,
specimen storage and quality control.

Ordering Materials available from Microgenics:
Information

Item Catalog Number ]
DRI Cocaine Metabolite Assay Reagent 0055, 0056 (100 mL, 500 ml.)

DRI Negative Urine Calibrator 1664, 1388 (10 mL, 25 mL)
DRI Multi-Drug Urine Calibrator 1 1588, 1589 (10 mL. 25 mL)
DRI Multi-Drug Urine Calibrator 2 1591, 1592 (10 mL, 25 mL)

DRI Multi-Drug Urine Calibrator 3 1594, 1595 (10 mL, 25 mL
DRI Multi-Drug Urine Calibrator 4 1597, 1598 (10 mL, 25 mL

DRI Multi-Drug Urine Control 1 1599, 1553 (10 mL, 25 mL)
Multi-Drug Urine Control 2 l 1600, 1555 (10 mL, 25 mL
To place an order of for technical service contact (North America):
Microgenics Corporation
46360 Fremont Boulevard, Fremont, CA 94538 USA

U.S. Toli free: (800) 232-3342 / Tel: (510) 979-5001
U.S. Toll Free Fax (800) 829-8115 / Fax: (510) 979-5002




3 Microgenics GmbH, Spitalhofstrasse 94, D
Tel 449 (0) 851-88 6890 + Fax +43 (0) 851-88 68910

-94032 Passau, Germany

Reagent Refer to the package insert for information on reagent storage.

Storage

Procedure for  Refer to the operator’s maruals for information on analyzer operation.

Analyzer

Dispense adequate amounts of Antibody Reagent (
reagent container and Enzyme Reagent (second rea

container.

first reagent) into a 40 mL
gent) into a 20 mL reagent

Ensure that the reagents have equilibrated to the temperature of the

analyzer reagent compartment before starting analysis.

NOTE: Running a blank during calibration is a requirement of the MGC
240. For this assay, in both qualitative and semi-quantitative methods, run

the negative calibrator as the blank.

Resulfs and Refer to the package insert for information on results

Data
Interpretation

and data interpretation.

DRI COCAINE METABOLITE APPLICATION - MGC 240
Catalog Nos. 0055 and 0056

page 2 of 5
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Microgenics GmbH, 8
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Microgenics Parameters, MGC 240

pitalhofstrasse 94, D-94032 Passau, Germany
80 « Fax +49 (0) 851-88 68910

DRI COCAINE METABOLITE — Qualitative
iterh Parameter © -
[ itemName | CocQ
DATA INFORMATION CALIBRATION
l TYPE | Linear
UNITS i
DECIMALS 0 J N STANDARD ]
L
[#_ 1 80 ] [#2 | |
P\NALYSIS ] — —
#2 [#5_ |
[ TYPE [RATE |
[#3 1 ) sl |
Main W.Length 1 340 l i
Sup W.Length 2 450
— WORMAL RANGE
[ METHOD | DRI MALE FEMALE
| LOW | HIGH | LOW HIGETI
SERUM 0 299 0 298
CORR URINE 0 299 0 299
SLOPE ‘ INTER Plasma 0 299 0 299
Y =| 1.000 x +10.000 CSF 0 299 ] 299
Dialysis 0 299 0 299
Other 0 299 0 209 J
[Page _: 1] Prant | ™ NextPage | Save | Return |
ltern Parameter- -~ - O RS T - : '
[ itemName | CocQ |
ASPIRATION [ DATA PROCESS
KIND | ° Single » Double READ , _ABSORBANCE LIMIT
Volume Start End
[ SAMPLE | 10 T MAIN [ 35 38 LOW [ -3
REAGENT1 | 125 L { suB HIGH | 3
REAGENT2 | 126
FACTOR
[EndpointLimit_ [ |
TrirdMix |« OFF ¢ ON [ Blank correction 1]
[ Tinear Check(%) [ 90 |
R1 Blank ‘ « Water- ¢ Ri-
Blank Blank1t
L
PROZONE CHECK
MONITOR Start | End Limit(%) |
0 LEVEL POINT ] FIRST .
SPAN 3 i SECCOND e« Lo ° Hi
| THIRD » Lo ° Hi
[Page . 2 | Print | [~ NextPage | Save | Return |
= JGER DEFINED

DRI COCAINE METABOLITE APPLICATION — MGC 240

Catalog Nos 0055 and 0056

page 3 of 5
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Tel: +49 (0) 851-88 6890 - Fax +49 (0) 851-88 68910

Microgenics Parameters, MGC 240
DRI Cocaine Metabolite — Semi-quantitative

ltern Parameter . -

[ itemName _ | CocSQ |

DATA INFORMATION CALIBRATION T
T TYPE_ | Logit1 |
UNITS [ ng/mL
DECIMALS o [ STANDARD 1
. |
[/ 1 10 ) [# 1 1000 |
ANALYSIS
| |80 | [# 1 1
L TYPE 'RATE |
(#3600 | [#6 | ]
Main W.Length 1 340 |
Sub W.Length 2 450
NORMAL RANGE ]
[ METHOD TDRI | MALE FEMALE
| LOW | HIGH | LOW | HIGH
SERUM 0 299 0 299
CORR T URINE 0 299 0 299
[ SLOPE INTER___| Plasma 0 299 0 299
v =[1.000 X +[ 0.000 | CSF 0 269 0 299
Dialysis 0 299 0 299
Other 0 299 0 299
[Page 1] Print | [ NextPage | Save [ Return |
jtem Parameter .. - Lo
[ ltem Name | CocSQ |
ASPIRATION DATA PROCESS
KIND | ° Singie e« Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE_ | 10 MAIN | 35 38 LOW | -3
REAGENT1 | 125 L SUB HIGH | 3
REAGENT2 | 125 -
FACTOR
: | [ Endpoint Limit__| ]
[TRidMx |« OFF ° ON [Blank correction | 1 _ |
["Linear Check(%) [ 90 |
R1 Blank ] . Water- = R1-
Blank Blank1
PROZONE GHECK
MONITOR Stat [ End | Limit(%) |
0 LEVEL POINT_ |1 FIRST
SPAN 3 SECOND s Lo Hi
LTHLRD e Lo ° Hi
[Page : 2 | Print___ | [ NextPage | Save [ Retun |
DRI COCAINE METABOLITE APPLICATION — MGC 240
Catalog Nos. 0055 and 0056 page 4 of 5
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MGC 240 Within-run and total precision, evaluated with packaged reagents, controls
Precision and calibrators, yielded the following results (n=60):
Controls Low Control Cutoff Cal High Control
Qualitative Assay
Mean Rate (mA/min) 327 353 380
Within-Run SD (mA/min) 2.1 1.5 2.1
Within-Run CV (%) 0.6 0.4 05
Total SD (mA/min) 22 2.5 2.9
Total CV (%) 0.7 0.7 038
Semi-quantitative Assay
Mean (ng/mL) 219 330 453
Within-Run SD (ng/mlL.) 79 97 93
Within-Run CV (%) 36 30 2.0
Total SD (ng/ml.) 8.8 11.6 11.2
Total CV (%) 40 35 25
MGC 240 One hundred twenty (120) urine samples were assayed qualitatively with the
Accuracy and DRI Cocaine Metabolite Assay on the MGC 240 and the Hitachi 717
Correlation analyzers. 100% positive agreement (48 of 48 samples) and 100% negative

agreement (72 of 72 samples) were observed between the two analyzers.

One hundred twenty (120) urine samples were assayed semi-quantitatively
with the DRI Cocaine Metabolite Assay on the MGC 240 and the Hitachi 717
analyzers. 100% positive agreement (48 of 48 samples) and 100% negative
agreement (72 of 72 samples) were observed between the two analyzers.

DRI is a trademark of Microgenics Corporation. 10008490-1
2004 08

DRI COCAINE METABOLITE APPLICATION - MGC 240
Catalog Nos. 0055 and 0056 page 50f5



DRI® PROPOXYPHENE ASSAY APPLICATION — MGC 240™

Catalog Nos, 0432 and 0433

intended for the Qualitative and Semi-quantitative Determination of Propoxyphene in Human Urine

For In Vitro Diagnostic Use Only

Intended Use The information provided in this application sheet is intended as a supplement
to the package nsert. Refer to the package insert for information on intended
use, reagent storage, specimen collection, specimen storage and quality

control.

Ordering Materials available from Microgenics:
Information

L Item Catalog Number
DRI Propoxyphene Assay Reagent 0432, 0433 (100 mL, 500 mL)
DRI Negative Urine Calibrator 1664 (10 mL), 1388 (25 mL)
DRI Multi-Drug Urine Calibrator 1 1588 (10 mL), 1589 (25 mL)
DRI Multi-Drug Urine Calibrator 2 1591 (10 mL), 1592 (25 mL)
DRI Multi-Drug Utrine Calibrator 3 1594 (10 mL), 1595 (25 mb)
DRI Multi-Drug Urine Calibrator 4 1597 (10 mL), 1598 (25 mL.)
DRI Multi-Drug Urine Control 1 1599 (10 mL), 1553 (25 mL)
DRI Multi-Drug Urine Control 2 1600 (10 mL), 1555 (25 mL) B

To place an order or for technical service contact (N orth America):
Microgenics Corporation
46360 Fremont Boulevard, Fremont, CA 94538 USA
U.S. Toll free: (800) 232-3342/Tel: (510) 979-5001
U.S. Toll Free Fax (800) 829-8115 / Fax: (510) 979-5002




ce Microgenics GmbH, Spitalhofstrasse 94, D-24032 Passau, Germany
Tel: +49 (0) 851-88 68580 + Fax +49 (0) 851-88 68910

Reagent Refer to the package insert for information on reagent storage.
Storage

Procedure for  Refer to the operator’s manuals for information on analyzer operation.
Analyzer
Dispense adequate amounts of Antibody Reagent (first reagent) and Enzyme
Reagent (second reagent) into approptiate containers.
Ensure that the reagents have equilibrated to the temperature of the
analyzer reagent compartment before starting analysis.

NOTE: Running 2 biank during calibration is a requirement of the MGC
240. For this assay, in both qualitative and semi-quantitative methods, run
the negative calibrator as the blank.

Results and Refer to the package insert for information on results and data interpretation.
Data

Interpretation

DRI® PROPOXYPHENE APPLICATION — MGC 240
Catalog Nos 0432 and 0433 pags 2 of 5
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Microgenics Parameters, MGC 240
DRI Propoxyphene — Qualitative

ltem Parameter .

[ Prpx |

Microgenics G
Tel: +48 (0) 851-88 6890 » Fax +48 {0) 8

mbH, Spitalhofstrasse 94, D-64032 Passau, Germany
51-88 68910

[ item Name
@TA INFCRMATION CALIBRATION
[ TYPE_ | Linear |
UNITS o
DECIMALS 0 [ STANDARD 1
| s ] [ 1
ANALYSIS
[#2_1 RS 1
L TYPE [RATE _ |
E- — ) [ 1 1
Main W.Length 1 340 |
| SubW.Length 2 450 |
. WORMAL RANGE :
[ METHOD [DRi | MALE FEMALE
J LOW | HIGH | LOW HIGH
SERUM 0 299 0 299
CORR URINE 0 289 0 299
SLOPE INTER Plasma 0 299 0 299
Y =| 1.000 X +| 0.000 CSF 0 299 0 299
Dialysis 0 299 0 299
L Other 0 289 0 299
[ Page : 1] Print | [ NextPage | Save [ Return |
ftem Parameter e o o e TR B
[ jftemName | Prpx |
ASPIRATION DATA PROCESS
KIND | © Single » Double READ ABSORBANCE LIMIT
Volume Start End
SAMPLE 10 MAIN | 35 38 oW [ -3
REAGENT1 | 126 L sSuUB HIGH | 3
REAGENT2 | 125
FACTOR
["Endpoint Limit__|
ThrdMix |« OFF ° ON [ Blank correction 1]
[Linear Check(%) [ 90 |
R1Blank | « Water- = R1-
Blank Blank1 J
PROZONE CHECK
MONITOR Start | End | Limit(%) ]
0 LEVEL POINT [1 FIRST
[ sPaN 3 SECOND e Lo ° Hi
THIRD e« Lo ° Hi
(Page : 2 | Print ] [ NextPage | Save [ Return |
| JSER DEFINED
DRI® PROPOXYPHENE APPLICATION — MGC 240
Catalog Nos. 0432 and 0433 page 3of5
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Microgenics Parameters, MGC 240
DRI Propoxyphene — Semi-quantitative

tern Parameter. -

[ femName | Prpx__|

TDATA INFORMATION [CALIBRATION ]
UNITS ng/ml
DECIMALS 0 [ STANDARD ]
l_
(¥ | 1800 | [#4 | 10000 |
ANALYSIS ]
% %00 | [# | 1
r TYPE [RATE _ |
[#3_ | 5000 ] [¥s 4 |
Main W.Length 1 30| |
[ SubW.Length 2 as0 |
NORMAL RANGE
[METHOD DRI | MALE FEMALE
LOW | HIGH | LOW | HIGH
[ _SERUM |0 299 |0 299
CORR T URINE |0 209 |0 299
[ SLOPE ‘ INTER Plasma |0 209 |0 299
Y =] 1.000 X +[ 0.000 CSF 0 200 | O 209
| Dialysis__| 0 209 |0 299
Other 0 209 | 0O 299
TPage - 1| Print | [ NextPage | Save | Return |
fter Parameter s ... . ' T e '
ftem Name | Prpx |
ASPIRATION [ DATA PROCESS
IK!ND < Single e« Double READ ABSORBANCE LIMIT
Volume Start End
[ sAMPLE | 10 'MAIN | 35 38 Low [ -3
REAGENT1 | 125 L [suB HIGH |3
REAGENT2 | 126 L
FACTOR
] r [ Endpoint Limit ]
ThirdMix_| « OFF  © ON [ Blank correction ]
["Linear Check(%) [80 |
R1 Blank | » Water- ° R1-
l Blank Blank1 L ]
PROZONE CHECK
MONITOR Start | End [ Limit(*%) |
0 LEVEL POINT | 1 FIRST
SPAN 3 SECOND " le Lo ° Hi
THIRD |+ Lo ° Hi
LI__
[Page  : 21 Print___ | [ NextPage | Save \ Return |
DRI°P PROPOXYPHENE APPLICATION — MGC 240
Catalog Nos. 0432 and 0433 page 4 of &
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Within-run and total precision, evaluated with packaged reagents, controls
and calibrators, yielded the following results (n=60):

Controls Low Control Cutoff Cal High Control
Qualitative Assay
“Mean Rate (mA/min) 258 336 368
Within-Run SD (mA/min} 1.5 6.7 2.5
Within-Run CV (%) 0.6 20 07
Total SD (mA/min) 3.1 7.6 3.1
Total CV (%0} 12 2.3 0.8
Semi-quantitative Assay
Mean (ng/mL) 164 393 492
Within-Run SD (ng/mL) 4.6 17.8 8.8
Within-Run CV (%) 2.8 45 1.8
Total SD (ng/mL}) 83 20.5 13.2
Total CV (%) 5.0 52 2.7

One hundred twenty (120) wine samples were assayed qualitatively with the
DRI Propoxyphene Assay on the MGC 240 and the Hitachi 717 analyzers.
90.7% positive agreement (49 of 54 samples) and 100% negative agreement
(66 of 66 samples) were observed between the two analyzers.

One hundred twenty (120) urine samples were assayed semi-quantitatively
with the DRI Propoxyphene Assay on the MGC 240 and the Hitachi 717
analyzers. 100% positive agreement (62 of 62 samples) and 100% negative
agreement (58 of 58 samples) were observed between the two analyzers.

DRI® is a frademark of Microgenics Corporation 10008755-0
2004 04

Printed in USA

DRl® PROPOXYPHENE APPLICATION — MGC 240
Catalog Nos. 0432 and 0433 page 50of 5
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DRI® OXYCODONE ASSAY APPLICATION - MGC 240™
Catalog No. 100248, 100249

Intended for the Qualitative and Semi-quantitative Determination of Oxycodone and Oxymorphone in Human
Urine

For In Vitra Diagnostic Use Only

Intended Use The information provided in this application sheet is intended as a supplement
to the package insert. Refer to the package insert for information on intended
use, reagent storage, reagent preparation, specimen collection, specimen
storage, quality control, and additional performance data.

Ordering Materials available from Microgenics:
Information
Item Catalog Number J
DRI Oxycodone Assay Reagent 100248 (70 mL)
DRI Negative Calibrator 1664 (10 mL), 1388 (25 mL) |
DRI Oxycodone 100 ng/mL Calibrator 100250 (10 mL)
DRI Oxycodone 300 ng/mL Calibrator 100251 (10 mL)
DRI Oxycodone 500 ng/mL Calibrator 100252 (10 mL)
DRI Oxycodone 1000 ng/mL Calibrator 100253 (10 mi.)
DRI Oxycodone Level Contro! Kit 100254 (10 mL)
DRI Oxycodone Level 1 Control Kit 100255 (10 mL

To place an order or for technical setvice contact (North America):
Microgenics Corporation
46360 Fremont Boulevard, Fremont, CA 94538 USA
0.S. Toll free: (800) 232-3342/ Tel: (510) 979-5001
U.S. Toll Free Fax (800) 829-8115 {Fax: (510) 979-5002




Ce Microgenics GmbH, Spitalhofstrasse 94, D-94032 Passau, Germany
Tel: +49 (0) 851-B8 6890 « Fax +489 (0) 851-88 688910

Reagent

Refer to the package insert for information on reagent storage.
Storage

procedure for  Refer to the operator’s manuals for information on analyzer operation.
Analyzer
Dispense an adequate amount of Antibody Reagent (first reagent) into a
A0 mL reagent bottle and an adequate amount of Enzyme Reagent (second
reagent) into a 20 mL reagent bottle. Ensure that the reagents have
equilibrated to the temperature of the analyzer reagent compartment
before starting analysis.

NOTE: Running a blank during calibration is a requirement of the
MGC 240. For this assay, in both qualitative and semi-quantitative methods,
run the negative calibrator as the blank.

Calibration Refer to the package insert for information on calibration.
Resulis and Refer to the package insert for information on results and data interpretation.
Data

Interpretation  When samples are analyzed using either the qualitative or semi-quantitative
method, results greater than or equal to the desired cutoff will be flagged
I’.ihigh”B! -

DRI® OXYCODONE APPLICATION — MGC 240
Catalog Nos. 100248 and 100249 page 2 of 7
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Microgenics Parameters,
ltem Parameter = 7.

Microgenics G

Tel: +49 (0) 85

MGC 240: DRI Oxycodone — Qualitative

mbH, Spitalhofsirasse 94, D-94032 Passau, Germany

1.88 5890 + Fax +49 (D) 851-88 68910

[ item Name | oxyc |
DATA INFORMATION CALIBRATION
l TYPE [ Linear
lj UNITS ok
DECIMALS 0 L STANDARD |
_ 1§ |
ANALYSIS
[#2 | B
L TYPE TRATE |
e | .
Main W.Length 1 _ 340 |
Sub W.Length 2 450 |
NORMAL RANGE
METHCD DRI MALE FEMALE
L LOW | HIGH | LOW HIGH
1 t
CORR T
—SioPE | | _NIER | i T
vy =[1000 | X #0000 | T T
Dialysis 1 1
L Other T T
[Page @ 1 I Print | [ NextPage i Save [ Return |
itern Parameter . - _ B Gl T s SEE LI T
ltem Name Oxyc
ASPIRATION T DATA PROCESS ]
Single e« Double READ ABSORBANCE LIMIT
Volume Start End
[ SAMPLE | % MAIN | 35 38
REAGENT1 | 126 pL SUB | HIGH |3
REAGENT2 | 125 |
FACTOR .
] T Endpoint Limit__|
Third Mix | «» OFF = ON Biank correction 1 !
Linear Check(%) | 90
R1 Blank | « Water- © Ri- :
Blank Blanki |
PROZONE CHECK
MONITOR Start End Lirnit(%) |
0 LEVEL POINT | 1 ‘ FIRST
SPAN 3 SECOND « Lo = Hi
[ THIRD e« Lo ° Hi
| —
[ Page 2 ] Print [ NextPage | Save I Return |
§ Enter the cutoff concentration (100 or 300 ng/mL) in this field. *JSER DEFINED
+ Enter 99 for the 100 ng/mL cutoff; enter 589 for the 300 ng/mb cutoff.
1 Enter 20 for the 100 ng/mL cutoff; enter 15 for the 300 ng/mL cutoff
DRP OXYCODONE APPLICATION — MGC 240
Catalog Nos. 100248 and 100248 page 3of 7
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Microgenics GmbH, Spitalhofstrasse 94, D-94032 Passau, Germany

Tel: +49 (0) 851-88 6890 » Fax +49 (0) 851-88 68910

Microgenics Parameters,
ltam Parameter = '

MGC 240: DRI OXYCODONE - Semi-quantitative

[ ftem Name | OxySQ |
DATA INFORMATION CALIBRATION
[ TYPE__ | Logit1 |
UNITS ng/mL
DECIMALS 0 l L STANDARD
& | 1000 | [#4 | 1000.0 |
ANALYSIS r ‘_ —
#2 [ 300.0 #5 [
[ TYPE [RATE__ |
(% | 65000 | [#6 | ]
Main W.Length 1 340 | J
Sub W.Length 2 450
NORMAL RANGE
| METHOD DRI | MALE FEMALE
LOW | HIGH | LOow | HIGH
SERUM T T
CORR URINE 1 1
SLOPE INTER Plasma T t
Y ={ 1.060 X +[0.000 CSF T f
Dialysis 1 T
L Other 1" + J
[ Page 1] Print | T NextPage | Save [ Return |
Item Parameter ~* . .Gl
7 ltem Name | OxySQ |
ASPIRATION DATA PROCESS
KIND | ° Single « Double READ | [ ABSORBANCE LIMIT
Volume Start End
SAMPLE 115 MAIN | 36 38 LOW | -3
REAGENT1 | 125 ne suB HIGH |3
REAGENT2 | 125 J
FACTOR
N [Endpointlimit ||
ThidMix |« OFF ° ON [ Blank correction | 1 ]
[ Linear Check(%) [80 |
R1 Blank | « Water- ° Ri-
Blank Biank1 J
PROZONE CHECK
MONITOR Start | End | Limit(%) |
[ OLEVEL POINT |1 FIRST
[ SPAN 3 SECOND e Lo ° Hi
THIRD e Lo ©° Hi
[Page _ : 2 | Print | [ NextPage | Save [ Return |
+ Enter 99 for the 100 ng/mL cutoff; enter 299 for the 300 ng/mL cutoff
DRI® OXYCODONE APPLICATION — MGC 240
page4of 7
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MGC 240 Within-run and total precision, evaluated with packaged reagents, controls
Precision and calibrators, yielded the following results (n=60):

Qualitative Method Low Control Cutoff Cal High Control

100 ng/mL: Cutoff
Mean Rate (mA/min) 388 409 431
Within-Run SD (mA/min) 24 1.7 1.8
Within-Run CV (%) 0.6 0.4 04
Total SD (mA/min) 3.1 32 33
Total CV (%) 0.8 0.8 08

300 ng/mL Cutoff

Mean Rate (mA/min) 473 504 528
Within-Run SD (mA/min) 1.7 17 1.5
Within-Run CV (%) 0.4 0.3 03
Total SD (mA/min) 38 3.8 31
Total CV (%) 0.8 08 0.6

Semi-quantitative Assay

100 ng/mL Cutoff
Mean (ng/mL) 62 90 124
Within-Run SD (ng/mL) 23 3.1 26
within-Run CV (%) 3.8 3.4 2.1
Total SD (ng/mL) 5.0 73 8.0
Total CV (%) 8.0 8.1 6.5

300 ng/mL Cutoff

Mean (ng/mL) 255 349 441
Within-Run SD (ng/mL) 5.9 9.8 8.6
Within-Run CV (%) 23 28 2.0
Total SD (ng/mL) 13.9 173 20.7
Total CV (%) 5.5 5.0 47

DRI® OXYCODONE APPLICATION — MGC 240
Catalog Nos. 100248 and 100248 page 5of 7
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TEST METHCD

MGC 2490 Qualitative (100 ng/mL Cutoff)
Accuracy and
Correlation " L
88
=]
2
i
=
&8
i
i
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51

One hundred thirty-nine (139) urine samples were a
100 ng/mL cutoff using the DRI Oxycodone Assay
Hitachi 717 analyzers. 100% pos
100% negative agreement (51 of 51 samples) were observe

analyzers.

Qualitative (300 ng/mL Cutoff)

+

itive agreement (

TEST METHOD

ssayed qualitatively at the

on the MGC 240 and the

+

84

REFERENCE METHOD

51

One hundred thirty-five (135) urine samp
300 ng/ml cutoff using the DRI Oxycodo
Hitachi 717 analyzers. 100% positive agreement (84 o

88 of 88 samples) and
d between the two

les were assayed qualitatively at the
ne Assay on the MGC 240 and the
f 84 samples) and

100% negative agreement (51 of 51 samples) were observed between the two

analyzers.

DRI® OXYCODONE APPLICATION — MGC 240
Catalog Nos 100248 and 100249
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MGC 240
Accuracy and
Correlation
(continued)
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-

Semi-quantitative

One hundred forty-three (143) urine samples wWeie assayed semi-
quantitatively using the DRI Oxycodone Assay O the MGC 240 and the
Hitachi 717 analyzets. The following linear regression analysis equation was
observed: MGC 240 = 095 (Hitachi 717) + 6, with 2 correlation coefficient of
[r]= 0.954.

DRI Oxycodone Hitachi 717 vs MGC 240
Deming's: y=0 o5y+5 9, SEE=18 8, N=143

1000

800

MGC 248 (ng/ mL)

0 200 450 600 1000
Hitachi 717 (ng/mL)

10008905-0

DR®isa registered trademark of Microgenics Corporation.
2004-07

-

DRI® OXYCODONE APPLICATION —MGC 240
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DRI® Amphetamines Assay

Catalog No.: 0017 (100 mb Kis)
£018 (500 mL Kit)

Intended Use

The DRI® Amphetamines Assay is intended for the qualitative or
semiquantitative determination of ampheiamines in human urine. The
assay provides a simple and rapid analytical screening procedure for
detecting amphetarnines ir urine

This assay provides only a preliminary analytical test resuff. A more
specific alternative chemical method must be used in order to obtain
a confirmed analytical resulf. Gas chromatography/mass
spectrometry {GC/MS} is the preferred confirmatory method.'?
Clinical consideration and professional judgment should be applied
ta any drug of abuse test resuit, particularly when preliminary
positive results are used,

Summary and Explanation of the Test

Armphetamines are synthetic derivatives of ephedrine. The most common
amphetamines include d-amphetamineg, d-methamphetamine, and
d, l-amphetamine. They act as stimulants for the central nervous system.
Amphetamnine Is the most syrmpathomimetic amine 234 When amphetaming
is ingested, it is either rapidly deactivated in the liver or excreted
unchanged into the urine Other ephedrine derivatives such as
methamphetamine can be metabolized and excreted in urine as
amphetamine,

The DRI Amphetamines Assay is a fiquid ready-to-use homogeneous
enzyme immunoassay® The assay Uses specific antibodies, which can
detect amphetarnine and/or methamphetamine in urine with minimal
cross-reactivity to various over-the-counter amphetamine-like
compounds. The assay is based on the compeiition of an enzyme
glucose-B-phosphate dehydrogenase (G6PDH) Jabeled drug and the
drug from the urine sample far a fixed amount of specific antibody
binding sites. In the absence of fres drug from the sample, ihe
enzyme-labeled drug is bound by the specific antibody and the
enzyme activity is inhibited . This phenomeneon creates a direct
relationship between drug concentration in urine and the
enzyme activity. The enzyme GBPDOH activity is determined
spectrophotometricaliy at 340 nmn by measuring its ability io convert
nicotinamide adening dinucleotide (NAD) to NADH

Reagents

Antibody/Substrate Reagent. Contains moncclonal anti-amphetamines
antibodies, glucose-6-phosphate (G6P), and nicotinamige adenine
dinucleotide (NAD) in Tris buffer with sodium azide as a preservative.

Enzyme Conjugate Reagent. Contains amphetamines jabeled with
glucose-6-phosphate dehydrogenase (GBPDH) in Tris buffer with
sodium azide as & preservaiive

Additional Materials Required {sold separately):

Catalog No. 1684 DRI Negative Calibrator, 10 mi.
+388 DRI Negative Calibrator, 25 mL
1588 DRI MultiDrug Calibrator 1, 10 mi
1588 DRI MultiDrug Calibrator 1, 26 mL
1581 DRI MuitiDrug Calibrator 2, 10 mL
1592 DRI MultiDrug Calibrator 2, 25 mL
1504 DRI MultiDrug Calibraior 3, 10 mL
4595 DRI MuitiDrug Calibrator 3, 25 mL
1597 DRI MultiDrug Calibrator 4, 10 mL
1598 DRI MultiDrug Calibrator 4, 25 mL
1589 DRI MultiDrug Urine Control 1, 10 mL
1553 DRI MultiDrug Urine Control 1, 25 mL
1800 DR! MuliDrug Urine Gentrol 2, 10 mL
1555 DRI Multibrug Urine Control 2, 25 mL

For in Vifro Diagnostic Use
Precautions and Warnings

1. This test is for invitro diagnostic usa only. The reagents are harmfut if
swallowed.

2. Reagenis used in the assay components contain sodium azide,
which may react with lead or copper plumbing to form potentially
expiosive metal azides. When disposing of such reagents, always
flush with a large volume of water to prevent azide buiid-up.

3. Do not use the reagents beyond thelr expiration dates.

Reagent Preparation and Storage

The reagents are ready for use. No reagent preparation is required. Al
assay components when stored at 2-B°C, are stable until the expiration
date indicated on the label

Specimen Collection and Handling

Collect urine specimens In plastic or glass containers. Testing of fresh
urine specimens is suggested.

The Mandatory Guidelines for Federal Workplace Drug Testing Programs,
Final Guidalines recornmends that specimens that do not receive an initial
test within 7 days of arrival in the laboraiory should be placed into secure
refrigeration units.

Samples within a pH range of 3 to 11 are suitable for testing with this
assay.

An effort should be made to keep pipetted samples free of gross debris.
it is recommended that highly turbld specimens be centrifuged before
analysis. Adulteration of the urine sample may cause erroneous resulis.
1f aduiteration is suspected, obtain another sample and forward both
specimens to the laboratory for testing.

Handle ali urine specimens as if they were potentially infectious.

Assay Procedure

Analyzers capable of maintaining a constant temperature, pipetting
samples, mixing reagents, measuring enzymatic rates at 340 nm and
timing the reaction accuraiely can be used to perform this assay.

Before performing the assay, refer to the analyzer-specliic protocol sheet,
which contains parameters and/or additional instructions for use

Quality Control and Calibration

Good laboratory practice suggesis ihe use of control specimens to
ensure proper assay performance. Use cortrols near the cutoff calibrator
1o validate the calibration Control resu'ts must fall within astablished
ranges are deterrmined by your laporatory. if results fall outside of
established ranges, assay results are invalid.

Qualitative Analysis

For gualitative analysis of samples, use the 1000 ng/mL calibrator as a
cutoff level. The DRI® MultiDrug Urine Caiibrator 2, which contains
1000 ng/mL d-methamphetamine, is used as a cutoff reference for
distinguishing “pesitive” from “negative” samples

Semigquantitative analysis
For semiguantitative analysis, use all calibrators.

Results and Expected Values

Qualitative resuits

A sample that exhibits a change in absorbance {aA) value equal to or
greater than the value obtained with the cutoff calibrator is considered
positive A sample that exhibits a change in absorbance (AA) value lower
than the value obtained with the cutoft calibrator is considered negative.

Semiquantitative resulls
A rough estimate of drug concantration in the samples can be obtained
by runring & standard curve with ali calibrators and quantitating samples
off the standard curve.



Limitations

1. A positive result from this assay indicates only the presence of
amphetamines and does not necessarily correlate with the extent of
physlological and psychalegical effects.

2 A positive resuit by this assay should be confirmed by ancther

nonimmunological method such as GG, TLC or GC/MS

The test is designed for use with human urine oniy.

It is possivle that other substances and/or factors {ed, technical or

procedural) not listed in the specificity table may interfere with the

test and cause false resuits.

B

Specific Performance Characteristics

Typical performance data results obtained on the Hitachi 717 analyzer
are shown balow ®

Precision

The negative calibrator, 760 ng/mL control, 1000 ng/mL calibrator,
1250 ng/mb controt and 2000 ng/mL. calibrator were assayed, and the
following results werg obtained:

Calibrator/Control Mean + SD T
{n=10} (mA/min) % CV
Megative 312x10 03
750 ng/mL 418220 05
1000 ng/mL 44320 131
1250 ng/mL 46820 a2
2000 ng/ml. 54330 0.2

Sensitivity

Sensitivity, defined as the jowest concentration that can be differentiated
from the negative urine with 05% confidence, is 10 ng/mL.

Accuracy

One hundred and fifty clinical urine specimens were tested with a
commercially available EIA assay and DRI Amphetamines Assay There
was 100% agreement between the two methods, Fifty-two sampies wWere
positive and ninety-eight were negative by both assays. In addition, all
fifty-two positive samples were confirmed positive by the GC/MS method.

Specificity

Various potentially interfering substances were tested for cross-reactivity
with the assay. The following table summarizes the results obtained at the
concentrations tested for each potential cross-reactant

Concentrations of compounds tested that produced a resuit
approximately equivalent to the cutoff calibrator:

Concentration
Compourkd Tested
{g/my
d-Amphetamine 10
d-Methamphstamine 10
Methyienedioxyamphetarrine (MDA) 25

Methylenedioxymethamphe‘tamine (MDMA} 50

Concenirations of compounds tested that produced a negative result
relative 1o the cutoff calibrator:

r con_?enh'aﬁcn Con_li_'.anhal:ion
Compound ested GCompound ested
{vg/mL} {ug/mt}

-Amphetamnine 12.5 Acetaminophen 1000
|-Methamphetamine 10 Acetylsalicylic acid 1000
Benzphetamine 20 Benzoylecgonine 4000
d-Ephedrine 3000 Bupropion 50
|-Ephedrine 350 Caffeine 1000
d,I-Ephadrine 700 Cadeine 1000
Fenfiuramine 4 Chiorprornazine 500
Mephentermine 25 Dextromethorphan 1000
Nor-pseudoephedring 1000 Isoxsuprine 100
Phendimetrazine 200 Meperidine 1000
Phenethylamine 100 Methadone 1000
Phenmetrazine 50 Methapyrilena 500
Phenetermine 25 Morphine 1000
Phenylephtine 500 Oxazepam 500
Phenypropanclamine 250 Phencyclidine 1000
Propranolo) 200 Phencharbital 1000
d-Pseudoephedrine 250 Phenathiazine 10
-Pseudoephedrine 3000 Procainamicea 20
Tyramine 500 Promethazine 500
3-OH-Tyzamine 500 Ranitidine a0
Scopolaming 100 Secobarbital 1000
Thioridazine 1000 Trifiupromazine 1000
Trifluoperazine 000 J
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DRI® Barbiturate Assay

Catalog No.: 0225 (100 mb Kit)
0226 (500 mi. Kit)

Intended Use

The DRi® Barbiturate Assay is intendeg for the qualitative and
semiquantitative determination of barbiturates in hurman urine.

This assay provides only a preliminary analytical test result. A more
specific alternative chemical method must be used in order to
obtain a confirmed analytical resull. Gas chromatography/mass
spectrometry {GG/MS) is the preferred confirmatory method.’?
Clinical consideration and professional judgment should be
applied to any drug of abuse fest result, particularly when
preliminary positive rasufts are used,

Summary and Explanation of the Test

Drug abusers may abuse various parbiturates, such as short-acting
secobarbital and long-acting phenobarbital, through oral ingestion or by
intravenous and/or intramuscular injection Long-term abuse can lead to
respiratory depression of, in severe cases, coma. When ingested, a
barbiturate is rapidly metabolized and excreted into urine, allowing
immunoassays to detect recent use.

The DRI Barbiturate Assay is a homogeneous enzyme immunoassay?
using ready-to-use liguid reagents. The assay uses monoclonal
antibodies that detect most barbiturates in urine. The assay is based on
the competition of an enzyme glucose-6-phosphate dehydrogenase
(GBPDH) labeled drug and the drug from the urine sample for a fixed
arnount of specific antibody binding sites. In the absence of drug from the
sample, the G6PDH labeled drug is bound by the specific antibody and
the enzyme activity is inhibited. This phenomenon creates a relationship
petween drug concentration in urine and the enzyme activity. The enzyme
GAPDH activity is determinad spectrophotometricaliy at 340 nm by
measuring its ability to convert nicotinamide adenine dinucieotide (NAD)
to NADH.

Reagents

Antibody/Substrate Reagent. Contains monoclonal anii-barbiturate
antibody, glucose-B-phosphate {G6P), and nicotinamide adenine
dinucleotide (NAD) in Tris buffer with sodium azide as preservaiive.

Enzyme Conjugate Reagent. Goniains barbiturate labeled with
glucose-6-phosphata dehydrogenase (G6PDH) in Tris buffer with
sodium azide as preservative

Additional Materials Required (sold separately):

Catalog No 1664 DRI Negative Calibrator; 10 mk.
1388 DRI Negative Calibrator; 25 mL
1588 DRI MuliDrug Caliorator 1, 10 miL
1586 DRI MultiDrug Calibrator 1, 25 mL
1594 DRI MuitiDrug Galibrator 2, 10 mL
1582 DRI MultiDrug Calibrator 2, 25 mL
4594 DRI MultiDrug Calibrator 3, 10 mbL
1505 DR} MultiDrug Catibrator 3, 25 ml
1597 DRI MultiDrug Calibrator 4, 10 mL
4598 DRI MultiDrug Calibrator 4, 25 mbL
1509 DR} MultiDrug Urine Cortrol 1, 10 mL
1553 DRI MultiDrug Urine Centrol 1, 25 mi
1600 DRI MultiDrug Urine Contre! 2, 10 mL
1555 DRi MultiDrug Urine Control 2, 25 mL

Precautions and Warnings

1. This %est is for in vitro diagnostic use only. The reagenis are harmful if
swallowed.

2 Reagenis used in the assay components contain sodium azide,

* which may react with lead or copper plumbing to form potentially
explosive metal azides. When disposing of such reagents, always
flush with a large volume of water to prevent azide build-up.

3. Do not use the reagents beyond their expiration dates.

For In Vitro Diagnostic Use
Reagent Preparation and Storage

The reagents are ready for use. No reagent preparation is required, All
assay compenents, when stored at 2-8°C, are stable until the expiration
date indicated on the jabet

Specimen Coliection and Handling

Collect urine specimens in plastic or glass containers. Testing of fresh
urine specimens is suggested.

The Mandatory Guidelines for Federal Workplace Drug Testing Programs,
Final Guidelines recommends that specimens that do not receive an initial
test within 7 days of arrival in the laboratory should be placed into secure
refrigeration units.

Samples within a pH range of 3 to 41 ara suitable for testing with this
assay.

An effort should be made ta keep pipetied samples free of gross debris.
it is recommended that highly turbid specimens be centrifuged before
anatysis. Adulteration of the urine sample may cause erroneous results.
1f adulteration is suspected, obtain another sample and forward both
specimens to the taboratory for testing.

Handie all urine specimens as if they were potentially infectious.
Assay Procedure

Analyzers capable of maintaining a constant temperature, pipsiting
samples, mixing reagents, measuting enzymatic rates at 340 nm and
timing the reaction accurately can be used o perform this assay.

Before performing the assay, refer o the analyzer-specific protocol shaet,
which containg parameters and/or additional Instructions for use.

Quality Control and Calibration

Good laboratory practice suggests the use of conirol specimens to
ensure proper assay performance Use controls near the cutoff calibrator
1o validate the calibration. Control results must fall within established
ranges as determined by your laboratory. if results fall outside of
established ranges, assay resufis are invalid

Qualitative Analysis

For qualitative analysis of samples, use the 200 ng/mb calibrator as a
cuioff level. The DRI® MultiDrug Urine Calibrator 2, which contains
200 ng/mk secobarbital, is used as a cutoff reference for distinguishing
“pogitive” from “negative” samples. in certain applications, 300 ng/mL
has been used as a cutoff calibrator.

Semiquantitative analysis
For semiguantitative analysis, use all calibrators.

Results and Expected Values

Qualitative restils

A sample that sxhibits a change in absaorbance (AA) value equal to or
greatet than the value obtained with the cutoff calibrator is considered
positive. A sample that exhibits a change in absorbance (aA) value lower
than the value obtained with the cutoff calibrator is considered negative

Semiquantitative results
A rough estimate of drug concentration in the samples can be obtained
by running a standard curve with all calibrators and quantitating samples
off the standard curve



Limitations

1. A positive result from this assay indicates only the presence of
barbiturates and does not necessarily correlate to the exient of
physiological and psychological effects

2. A positive result by this assay should be confirmed by another
nonimmunciogical methed such as GG, TLC or GC/MS.

3. The test is dasigned for use with human urine only.

4.t is possible that other substances and/or factors (eg, technical or
procedural) not listed in the specificity table may interfers with the
test and cause false results.

Specific Performance GCharacteristics

Typical performance data results obtained on the Hitachi 717 analyzer
are shown below?

Precision

The Negative, 200 ng/mL calibrator, 1000 ng/mL calibrator, Gontrot 1
and Caontrol 2 were assayed, and the following results were obtained:

Qualitative
\ Within-run {(n=20) Run-to-run (n=17}
Mean + SD Mean = SD
Calibrator (mA/min) | % CV {mA/min) % CV
Q 147 14 08 147207 s
200 238 +1.2 05 23508 03
1000 340 + 2.1 08 332+15 05

Semiquantitative

Within-run (n=20) Run-to-run (n=17)
Mean = SD Mean + SD
Control {(ng/mLy % CV {ng/mi) % CV
Control 1- | 1657 £14 09 16t +£22 14
Controt2 | 284 +12 08 | 264+33 3 SJ
Sensitivity

Sensitivity, defined as the jowest concentration that can be
differentiated from the negative urine callbrator with 5%
confidence, is 25 ng/mL

Accuracy

One hundred and four clinical urine specimens were tested with a
commercially available EIA assay and DRI Barhiiurate Assay. There was
100% agreement between the two methods. Seventy-eight samples were
positive and twenty-two were negative by both assays In addition, all
seventy-eight positive samples were confirmed pesitive by the GC/MS
method

Specificily

Various potentiaily imerfering substances were tested for cross-reactivity
with the assay. The compounds listed in the table below produced a
result approximately equivalent to the cutoff calibrator

Concentration
GCompound Teste
{ng/mL)
Alphenal 250
Amobarbital 200
Aprobarbital 200
Barbital 1500
Butabarbital 250
Butalbital 300
Butethal 300
Diaflybarhbitat 800
Pentobarbital 500
Phenobarbital 600
Secobarbital 200
Talbutal 60
Thiopental 800

The compounds listed in the table below produced a negative result
relative to the cutoff calibrator.

Goncentration |

Compound Tested

{ug/ml)
Acetaminophen 1000
Acetylsalicylic acid 1000
d-Amphetamine 1000
Benzaylecgoning 1000
Caffeine 100
Codeine 1000
I&iﬂydroxphenytoin {HPPH}) 500
eperidine 1000
Methadone 1000
Methagualone 1000
Morphine 1000
Oxazepam 500
Phencyclidine 1000
Phenytoirt (DPH) 500
Propoxyphene 1000
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DRI® Opiate Assay

Catalog No.: 0135 (100 mL Kit)
0136 (500 mL Kif)

Intended Use

The DRI® Opiate Assay is intended for the guaiitative and semiquantitative
determination of opiates In human urine.

The assay provides only a preliminary analytical test resulf. A more
specific alternative chemical method must be used in order to obtain a
confirmed analytical result. Gas chromatography/mass spectromelry
{GCIMS) is the preferred confirmatoty method.’? Glinical consideration
and professional judgment should be applied to any drug of abuse test

result, particularly when preliminary positive results are used.

Summary and Explanation of the Test

Opiate compounds, such as morphine and codeine, are naturally
pcourring alkaloids of opium and are widely used as analgesics. Although drug
abusers may abuse morphine and codeine, another opiate compound, heroin,
is synthesized from morphine and is the most commonly abused opiate. Whan
ingested or injected, heroin is metabolized to the molecule, 6-Monoacetyl
morphine, which is hydrolyzed back to moarphine. Opiates are rapidly
metabalized by the body and excreted in urine, aliowing immuncassays to
detect recent use of morphine, codeine, and/or heroin.

The DR! Opiate Assay is & homogeneaus enzyme immunoassay® using
ready-to-use liquid reagents. The assay uses monoclonal antibodies that detect
opiates in urine, The assay is based on the competition between an enzyme
glucose-6-phosphate dehydrogenase (GEPDH) tabeled drug and the free drug
from the urine sample for a fixed amount of specific antibedy binding sites, In
the absence of free drug from the sample, the specific antibody binds the
drug-labeled GEPDH and the enzyme activily is inhibited. This phenomenon
creates a direct refationsnip between drug concentration in uring and
the enzyme activity. The enzyms GBPDH activity is determined
spectrophotometrically at 340 nm by measuring iis ability to convert
nicotinamide adenine dinuclectide (NAD) to NADH

Reagents

Antibody/Substrate Reagent. Contains manoclonal anti-morphine antibody,
glucose-6-phosphate (G6P), and nicotinamide adenine dinuclectide {NAD} in
Tris buffer with sodium azide as a preservative.

Enzyme Conjugate Reagent. Contains morphine labeled with
glucose-6-phosphate dehydrogenase {GBPDH) in Tris buffer with sodium azide
as a preservaiive.

Additional Materials Required (sold separately):
Catalog No. 1684 DRI Negative Caiibrator, 10 mL
1388 DRI Negative Calibrator, 25 mL
1588 DRI MultiDrug Calibrator 1, 10 mL
1589 DRI MuitiDrug Calibrator 1, 25 mL.
1591 DRI MultiDrug Calibrater 2, 10 mL
1592 DRI MultiDrug Calibrator 2, 25 mi
1594 DRI MultiDrug Calibrator 3, 10 mL
1595 DRI MultiDrug Calibrator 3, 25 mL
1597 DRI MultiDrug Caliprator 4, 10 mbL
1598 DRI MultiDrug Calibrator 4, 25 mL
1599 DRI MultiDrug Urine Control 1, 10 mL
1553 DRI MultiDrug Urine Control 1, 25 mL
1600 DRI MultiDrig Urine Caritrol 2, 10 mL
1555 DRI MultiDrug Urine Control 2, 256 mL.
1609 DRI Opiate Calibrator 1, 25 mb
0034 DRI Lew Urine Calibrator, 5 mL
1610 DRI Opiate Calibrator 3, 25 mL
0036 DRI High Urine Calibrator, 5 mL
0210 DR! Level 1 Urine Control, 5 mL.
0208 DRI Lavel 2 Urine Contrel, 5 mL

Precautions and Warnings

1 This test is for in vitro diaghostic use only. The reagents are harmful if
swallowed

2. Reagents used in the assay companents contain sodium azide, which may
react with jead or copper plumbing to form potentially explosive metal
azides. When disposing of such reagents, always flush with a large volume
of water to prevent azide build-up.

2 Do not use the reagents beyond their expiration dates.

Far In Vitro Diagnostic Use
Reagent Preparation and Storage

The reagents are ready for use. No reagent preparation required. Ali assay
components, when stored at 2-8°C, are stable unitil the expiration date indicated
on the label

Specimen Gollection and Handling

Collect urine specimens in plastic o glass containers. Testing of fresh urine
specimens is suggested.

The Mandatory Guidefines for Fedaral Workpiace Drug Testing Programs, Final
Guidelines recommends that specimens that do not recaive an initial test within
7 days of arrival in the faberatery should be placed into secure refrigeration units.

Samples within a pH range of 3 to 11 are suitable for testing with this assay

An effort should be made to keep pipetted samples free of grass debpris. It is
recommended that highly turbid specimens be centrifuged before analysis.
Adulteration of the urine sample may cause eroneous results. If adulteration is
suspected, obtain ancther sampte and forward both specimens to the laboratory
for testing.

Handle all urine specimens as if they were potentially infectious.

Assay Procedure

Analyzers capable of tnaintaining a constant temperature, pipetting samples,
rixing reagents, measuring enzymatic rates at 340 nm and timing the reaction
accurately can be used to perform this assay.

Before performing the ass&y, refer to the analyzer-specific protocoi sheet, which
contains parameters and/or additional instructions for use.

Quality Control and Calibration

Good laboratory practice suggests the use of control specimens to ensure
proper assay performance. Use contrels near the cutoff calibratorto validate the
calibration, Gontrol resuits must fall within established ranges as determined by
your laboratory. If resuits fall outside of established ranges, assay results are
invalid

Qualitative analysis

For qualitative analysis of samples, use the 300 ng/mL or 2000 ng/mL calibrator
as a cutoff level for distinguishing “positive” from "megative” samples The DRI®
Opiate Low Urine Calibrator contains 300 ng/mL morphine. The DRI® MuitiDrug
Calibrater 2 cantaing 2000 ng/ml morphine.

Semiquantitative analysis
For semiquantitative analysis, use &l calibrators.

Results and Expected Values

Qualitative results

A sample that exhibits a change in absorbance {AA) value equal to or greater than
the value obtained with the cutoff calibrator ie considerad positive Asample that
exhibits 2 change in absorbance (a4) value lower than the value obtained with
the cutoff cajfibrator is considered negative.

Semiquantitative results

A rough estimate of drug concentration in the samples can be obtained by
running a standard curve with all caliprators and guantitating sampies off the
standard curve Refer tothe analyzer-specific protocel sheets.

Limitations

1. Apositive result from this assay indicates only the presence of oplates and
does not necessarily correlate with the extent of physiclogical and
psychoicgical effects. ’

2. A positive result by this assay shoutd be confirmed by anather

nonimminclogical method such as GC, TLC or GC/MS.

Tha test is designed for use with hurnan urine only.

It is possible that other substances and/or facters (eg, technical or

procedural) not listed in the specificity table may interfere with the test and

cause false results

nw



Specific Performance Characteristics

Typical performance rasults obtained on the Hitachi 717 analyzer are shown
below?

Precision

The fellowing tables summarize the precision resulis obtained by festing the
300 ng/mL calibrator, 2000 ng/ml calibrator, and their respective low and high
controls.

Qualitative

Within-run Precision|  Total Precision

Mean = SD ]%CV

—
Low Cantral (225 ng/mL) 37422
Gutoif 40123

Using the 303 ng/mL
cutoff calibrator

Mean + SD

06 37428 a7
08 401 £32 0
0.6 429 3.0 il

High Control {375 ng/mb} 421+ 24

Using the 2000 ng/mL Within-run Precision | Total Pracisionj

cutoff calibrator “iean = 5D | % CV | Mean = SD l pryy
Low Control (225 ng/mL) 45826 06 458+ 38 08
Cutaft 48632 07 ABG + 4.3 08
High Contral (375 ng/mb) 507 £31 06 | 507x42 08

Semiquantitative

Using the 300 ng/mL Within-run Precision Total Precision
cutoff calibrator
Mean £ SD | % CV | Mean £ SD \ % CV
Low Control (225 ng/ml) | 226+ 601 27 | 228= 82 36
Cutoff . 303+ B1 27 303+ 94 31
High Control {3758 ngfmb) 379 =181 40 372+ 159 4.2

Using the 2000 ng/mkt. Within-run Precision|  Total Precision

cutoff calibrator
Mean = 8D |% OV | Mean = sD | % CV
Low Contrel {1500 ng/mb}| 1513 = 428 28 |4513z 544 36
Gutoff o008+ 647| 32 [200B= B3.&| 42
High Control {2500 ng/ml)] 2517 = ag.0| 3.5 12517 = 124.4 4.8
Sensitivity
Sensitivity, defined as the lowest concentraiion that can be

differentiated from the negative urine with 95% confidence, is
& ng/mL for the 300 ng/mL ocutoff assay and 26 ng/mb for tha
200 ng/mL cutoff assay.

Accuracy

One hundred and seventy-nine ciimical urina specimens were tested using the
300 ng/mL as a cutoff calibrator and analyzed by GC/MS. Ninety-ona samples
were positive, eighty-cne were negative, and seven were false positive using the
300 ng/mL cutoff calibrater. One hundred and sixty-three clinical urine
specimens were tested using the 2000 ng/mlL as a cutoff cafibrator and
analyzed by GG/MS. Eighty=nine were positive, seventy were negative, and four
ware false positive using the 2000 ng/ml. cutof calibrator,

DRI Opiate DRI Opiate
Qualitative Assay Qualitative Assay
300 ng/mL 2000 ng/mk
+ + -

GC/MS ) GC/MS a7

Interference from endogenous and exogenous substances wers
investigated . No interference was observed when urine samples were spiked
with the following compounds up to the concentrations indicatsd.

Compotnd Concentration  Compound Concentration
Agetarninophen 100pg/mb  Glucose | 3gfdL
Acetone 1000mg/dL  Hemoglebin 300mg/dl
Ascorbic acid 1500mg/dl  HSA 00 mg/dL
Aspirin 100pg/mL  lbuprofen 100 pg/mt
Catfeine joDpg/mL  Onalic acid o0mg/dL
Creatinine 500 mg/dL Riboflavin 7 5mg/dL
Ethanol 196  Sodium Chloride 15g/dL
Galactose f0mg/dlL  Urea Bg/dL
Specificity

The specificity of the assay was svaluated using 300 ng/mL and 2000 ng/mlL as
cutosf caliprators The following tables summarize the results

The compounds irs the table below produced a resuit approximately equivalent
1o the cutoff caliprator.

300 na/mL Cutoff 2000 ng/ml Cutoft

Cormpound Concentration Concentration

tng/mL) ng/mlL}
g-Monoacety! Morphine 380 2500
Codeina 180 1200
Dinydrocodeine £RQ 5500
Heroin 350 3000
Hydrocodane 1700 11000
Hydremomphone 4000 11000
Lavorphanol 14000 87000
Morphine 300 2000
Morphine—S-Gluc:umnida B0 5000
Movphine-s-elucuronide 300 1800
QOxycodona 16000 100000
Oxymorphene 40000 300000

| Ranttidne 500000 2000000 |

Concentration of compounds that produced a negative result with both the
300 ng/ml. and 2000 ng/mt. cutoff calibrators:

Conceniration Concentration
Compound {ng/mL} Compound {ng/ml)
Acstaminophen 500000 imipramine 100000
Acetyisalicylic acid 500000 Maprotiline 100000
Amittiptyline 100000 Meperidine 20000
Amphetarning, 1000000 Methadone 500000
Benzoyiecgonine 1000000 Metronidgazaia 000000
Caffeine 10000 Nalbuphine 1000000
Carbamazepine 500000 Naloxone 100000
Chlorpromazine 10000 Naltrexone 3000000
Clomipramine 100000 Normorphine 100000
Cyclazocine 35000 Nortriptyline 100000
Desipramine 100000 Oxazepam 250000
Dextramethorphan 300000 Phencyclidine 1000000
Doxepine 100000 Phencbarbital 1000000
Ephedrine 1000000 Secobarbital 4000000
Fentanyl 100000 Talwin 100000
Fluoxetine 100000 Thebaine 2000
Fluphenazine 100000 Thioridazine 100000
[puprafen 500000 Tramadol 100000
References
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DRI® Ethyl Alcohol Assay
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~atalog No.: 0037 (106 mL Kit)
0038 {500 mL Kity

intended Use

The DRI® £thy! Aicohol Assay is intended for the quantitative determination of
alcohol in human urine serum or plasma

Summary and Explanation of the Test

In addition to beverages, ethyl alcohol (gthane! or aicohol) can also be found
in high concentrations in a variety of products such as mouthwashes,
colognes, candies and medicinal preparations When alcohol is ingested, it
will permeate all tissues of the body within one hour About 95% of the alcohol

is metabolized in the lver. and the rerainder is excreted unchanged

Alcohol intoxication can lead to birth defects {eg, fetal alcohol
syndrome), loss of alertness, stupor, coma ant death Determination of ethyl
alcohol concentration is commonly used for measuring legal impairment,
investigating forensic evidence diagnesing and/or treating aleohol
dependency, as well as detecting alcoho! poisoning

Gas chromatography techniques and several enzymatic methods are
availabie for determination of ethyl alcohol ! ¢ These techniques either require
specimen pretreatment or require incubation perfods ranging from 10 to 60
minutes *

DRI Ethyl Alcohol Assay is a liquid, ready-to-use, Kinetic method based on
the high specificity of alcohol dehydrogenase (ADH) for ethyl aleohol 1n the
presence of ADH and nicotinamide adenine dinucleotide (NAD), ethyl
aicohol is readily oxidized to acetaldehyde and NADH The enzymatic
reaction can be monitored spectrophotometrically at 340 nm

ADH
Ethyl Alcoho! + NAD «——» NADH + Acetaldehyde

aterials Provided
Buffer Reagent (A): Contains Tris buffer with sodium azide as preservative

Enzyme Reagent (E): Contains aicohol dehydrogenase (ADH) and NAD in
Phosphate buffer with stabilizer and sodium azide as a preservative

Additional Material Required (sold separa tely):

DRI® Ethyl Alcohol Calibrators and Controls:

Catalog No: 0317 Ethyl Alcahal Negative Cafibrator, Sml
1405 Ethyl Alcohat Negative Calibrator, 25 mL
0239 Ethyl Alcohol 5¢ mg/dL Control, 5mL
0241 Ethy! Alcohol 100 mg/dL Calibrator, 5 mb
1406 Fityl Alcohal 100 mg/dL Catibrator, 25 mL
0243 Ethyl Alcohol 300 mg/dL Control, 5mL

Precautions and Warnings

1. This test is for in vitro diagnestic use only The components are harmful if
swallowed

2 Reagents used in the assay components contain sodium azide, which may

react with lead or copper plumbing to form potentially explosive metal

azides, When disposing of such reagents, atways flush with a large volume

of water to prevent azide build-up.

Do not use the reagents beyond their expiration dates

& Do not leave either calibrators or controls uncapped longer than
necessary Store tightly capped inside a refrigerator whenever paossible to
preveni evaportation of alcohol

5 Increased levels of lactic acid and lactic dehydrogenase (LDH} in
postmortern samples may cause elevated ethyl alcohol resuits

(7S]

Reagent Preparation and Storage

The reagents are ready for use No reagent preparation is required All assay
«omponents, when stared properly at 2-8°C are stable until the expiration
ite indicated on the label

Specimen Collection and Handling

Serum plasma and urine can be used for this assay. Anticoagulants such as
E£DTA, cltrate, flucride/oxalate and heparin can be used for collection of plasma
samples Coliect urine specimens in clean glass or plastic containers Do not

For In Vitro Diagnostic Use

use alcohol as a disinfectant when collecting or storing blood specimens
Testing fresh urine specimens is suggested Samples within a pH range of 3 to
11 are suitable for testing with this assay An effort should be made to keep
pipetted samples free of gross debris. It is recommended that highly turbid
specimens be centrifuged befare analysis. Adulteration of the urine sample
may cause erroneous results If adulteration is suspected, ebtain another
sample and forward both specimens to the laboratory for testing

The Mandatory Guldelines for Federal Workplace Drug Testing Frograms
recommends that specimens that do not receive an initial test within 7 days of
arrival at the laboratory should be placed into secure refrigeration units *

Handie all urine specimens as if they were potentially infectious.

Assay Procedure

Before performing the assay, refer to the analyzer-specific protocol sheet,
which contains parameters and/or additional instructions for use

Instruments

Analyzers capable of maintaining a constant temperature, pipetting sampies,
mixing reagents, measuring enzymatic rates at 340 nm and timing the reaction
accurately can be used to perform this assay

Quality Control and Calibration

Good laboratory practices suggest the use of controls to ensure proper assay
performance Both 50 mg/dL and 300 mg/dL gthyl alcchol controls are
available from Microgenics. Establish the acceptable control ranges for your
own laboratory. Both negative and 100 mg/dL alcohol calibrators should be
used to calibrate the assay. Controls should be used at least once a day to
validate the assay performance

Results

The rate of alcohol metabolism and excretion vary amaong
individuals and are dependent upon factors such as gender, age, body weight,
stomach content, concurrent use of medication and health condition The BRI
Ethyl Alcohol Assay can accurately quantitate alcohol concentrations within a
range of 10 mg/dL (0 01%6) to 600 mg/dL {0 6%)

The !egal definition of intoxication varies. The following table is
recommended as a general guideline for the significance of blood
(serum and/or plasma) alcohol level:®

Blood Alcchol Level Sporadic Drinkers Chronic Drinkers
100 mg/dLor 0.1% Legally intoxicated Minimal signs
200-250mg/di or Alertness toss. Effort needed to

0.2-0.25% jethargic maintain control
300-350 mg/dL or Stupor to coma Drowsy and slow
0.3-0.35%

> 500 mg/dL or Death possible Coma

»0.5%

Urine alcohol concentrations are often used to estimate blood aicoho!
concentrations During the elimination phase the urine/blond alcoholiratioof 13
provides a valid estimate in most cases &

Limitations

1 legal alcohe! intoxication levels vary The test result should be interpreted
in light of clinical signs and symptoms.

2. Ethyl alcohol is volatile Precautions suggested in the Specimen Collection
and Handiing section are required to srevent alcohol evaporation from
calibrators, controls and samples.

3. The test is designed for use with human urine, serurn and plasma only

4. Increased jevels of lactic acid and LDH in postmortem samples may cause
elevated ethyt alcohol results

Typlical Performance Characteristics

The following typical performance data were generated with a Hitachi 7
clinica! chemistry analyzer



Precision

Within-run and run-to-run precision were evaluated with the following resulis:

Within-Run Precision

Mean = 3D
Sample n {mg/dL) %LV

50 mg/di. 12 486+ 13 27
100 mgfdl | 12 1003712 i2
300 mg/dl. | 12 290.2 + 1.9 &

Run-to-Run Precision

Mean = 5D
Sample n {mg/dL) %CV

50 mg/dL 10 507 +45 45
250 rmg/dL 10 253.7 £ 6.7 2.6

Sensitivity

Sensitivity, defined as the lowest concentration that can be differentiated from
the negative sample, is 10 mg/dL (or 0 01 %)

Linearity

The assay is finear up to a concentration of 600 mg/dL. Samples with an
alcohol concentration greater than 600 mg/dL can be diluted with the negative
calibrator. Repeat the assay and multiply the resuit with the dilution factor to
ohtain the trile concentration

Specificity

Grossly hemotyzed (800 mg/dL hemoglobin) icteric (30 mg/dL bilizubin) and
lipemic (1000 mg/dL triglycerides) samples were found to have no
interference with the assay. Various structually related organic compounds
were tested for cross-reactivity in the assay  The follawing table summarizes
the results:

Cormpound Level Tested {mg/dL) | % Cross Reactivity
Acetaldehyde 2000 0
Acetone 2000 0
n-Butanol 2000 17
Ethyiene Glycol 200¢ 0
isopropanol 2000 1]
Methanal 2000 0
n-Propano! 2000 107
Correlalion

One hundred and twenty-five clinical specimens were assayed for ethyl
alcohol coneentration by both DRI Ethyl Alcohol Assay fy) and a commercially
available ethyl alcohol assay (x). A linear regression equation of
y =1 02x + 2 05 and a correlation coefficient () of 0 9B2 were chtained
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DRI® General Oxidant-Detect® Test
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Cataiog No.: 10009358 (2 x 50d ml Kit}
1000997} General Oridant-Tatect Calibrater Kit (2 x 25 mi}
1 D00ST? Gemeral Cricart-Detact Gontrot Kit {2 25 mL)

intended Use

The DRI® General Oxidant-Datect® Test is intendad tor the
detection of unne aduligration by oxidizing compaunds.

Summary and Explanation of the Test

A complete unne drug of abuse testing program normally
involves spacimen collection, iniflat screening with an
immunoassay, tollowed by a confirmation test, such as
gas chromatography/mass spectrametry (GC/MS), for the
positive sampies.' Many drug users will attempt fo evade
detection by adulterating the specimen \n order to produce
false negaiive resufts during the Initlal Immiunoassay screening.
Adutteration methods include diiution  with  waler,
substitution with a drug tree liquid, addition ot readily available
household materials {e.g., vinegar, baking soda, liquid dram
opener, detergent, ete.} or tampering with certain chemicals
{8.g., Urine-Ald, which contains glutaraldehyde or Klear, which
contams potassium nitrita). Additionally, drug users may alter
their urine pH tacidity or alkalinity) to factiitate faster drug
{e.q.phencyclidine, amphatamines) elimination.

Several methods have been used to detect unne adulteratior.
These methods include measunng the temperature, pH,
spaciflc gravity and creatinine concentration of the sample.
Fresh normal uring should have the tollowing typical
charactenstics: temperatura between 22.5-37.7°C or
90.5-00.8°F. pH within 4.7-7.8,2% specific gravity within a
range ot 1.003-1.035 g/mi245 and creatining concentration ot
80-200 mo/dL. 58 tf any of the urine parameters are putside the
specified rangs, there is reason to pelisve that the urne
sampie has bean adulterated.

Several oxidizing adulterants are being sold with a claim to
clear all positive drug test results. The most commonly used
oxidizing adulteranis are Nitrite {Klear™), Chromate {Urinse
Luck™), lodine, Bleach and Horse Radish Peroxiasa/H,0,
{Stealth™). When adged to urine, thera 1s no significant change
to the appearance, pH, spacific gravity or creatinine
eoncentration, Mariiuana samgples adulterated with axidants
gan praduge a positive result, during mitlat screening by
immunoassy, notably the mariiuana metabolite (THG).
Mowever, they can not e confinmed by GC/MS,Be

For In Vitro Diagnostic Use

The General Oxidant-Detect Test can be pertormed on any
autemated climcat chemistry analyzer 1o detect oxidants. The
method |s based on the reaction between the substrate
Tetramethylbenzidine (TMB} and the oxidant in the sample
producing color that can be measured at 660 nm.

Material Provided

General Oxidant-Detect Reagent: Contains 2 x 500 mL ot
3,34,5,5 tetramethylbenzidine in an acidic solution.

Additional Materiais Required {sold separatelyl:

General Oxidant-Detect Calibrator Kit: Contans 1 x 25 mL
ot negative calibrator and 1 x 26 ml.. of 200 pg/mL nitrite i an
agueaus soiution.

General Oxidant-Detect Control Kit: Contains 1 x 25 mi. of
Negative Control (100 pg/ml nitrite) and 1 % 25 ml of Positive
Control (200 pg/mi. nitrite] In an aqueous solution,

Precautions and Warning

1. This tast is tor in vitro diagnostic uss onty. Tha reagents are
harmtul i swallowed.

9. The reagent contains an acidic solution. Wear suitable
protective clothing, ploves and eye/face protection.

4. Do not use the reagent, calibrators and controls bevond
the expiration date.

Reagent Preparation and Storage

The reagent, callbrators and controls are ready tor use. No
preparation 15 required. All assay components, when storad
properly, are stable untlt the expiration date indicated on the
label, The Gensral Oxidant-Delect reagent, calibrators and
controls should be stored at 2-8°C.

Specimen Collection and Handling

Collect urine specimens in plastic or glass contamers. Fresh
unne specimens should be used. “The Mandatory Guidelines
tor Federal Workplace Drug Testing Pragrams: Final Guidelines:
Notice” recommends that spacimens that do not receiva an
initial tast within 7 days of arrival at the taboratory shauld be
placed into sacure reffigeration units. Repeated treezing and
thawing of the sample should be avoided.

Handle all uning specimens as it they were potentially
nfectious.”

Assay Procedure

Analyzers capable of mantaining a constant temperature,
pipetiing samples, mixing reagents, measuring absorbance at
660 Am and timing the reaction accurately can be vsed to
pertorm this assay.

Betore pertorrming the assay, refer to the analyzer-specific
proincol sheet, which contans parameters and/or addliticnal
instructions tor use.

Quality Control and Calibration

Good Iaboratory practice suggests the use ot controi
specimens to validate the sallbration and to ensure proper
assay performance. The 100 po/ml. and 300 pg/mi Nitrite
Controls are available tfrom Microgenics tor this purpose.
Ensure that control results are within established ranges.
Recalibrate the system whan new reagents are used or when
the control values @re cutside established ranges.

Use the Negative and 200 pg/mb Calibrators to generate the
callbration curve.

Results

A linear calitration Is generated to calibrate the assay. Most
slinical chemistry analyzers have built-in software that can
calculale the oxidant concentrations automatically with no
additional requirement ot data manipiation.

Expected Values

Some oxidants such as nitrite may be generated in the human
body and excreted into urine through an enzymatic oxtdation
by the enzyme Nitric Oxide Synthase (NOS). However, most
pitrite tormed 1s oxidized to nitrate. Theratore, nitrate

goncentration in human urine from NOS activity 1s much greater

than the nitrite concentration, Moshage et. al? conducted a
study with healthy volunteers and reported an average unne
concentration of 61 po/ml for nitrate ang 0.2 pg/mil tor mitrite,

Patiants with unnary tract intection or pathological conditions
may have urine nltrite as high as 100-150 pg/mL.* Urine
sampies to which Klear was added were tound to contain
hatween 1900 and 15,000 po/mL nitrite,™ Theretore, a usinary
nitrite concentration of 200 pg/ml. or greater 15 a scientifically
valid and tarensically delensible proot of adulteration ot tha
specimen with a pitrite-containing substanca.

Limitations

This assay 15 optimized tor the guantitative determinatior: of
oxidants such as nitrite, chromate and stealth oxidants in
human unne, Sodium azide may cause interterence with the
assay and should not be used as a presarvative tor the unne
sample.
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Typical Performance Characteristics

The toliowing typlcal periormanae data were generated with a
Hitachl 717 cllmical chemistry analyzes:'

Precigion

The within-run and total-run precision was avaluated usmg
modified NCOLS method with the tollowing results.

ﬁ _ Within-run Precision [n="120) Total Precisian in=120)
Calibrator oF tiean = 5D dean £ 50
Conlirol pg/mb} °% CV wgimL) % CV
100 pgimik 846+ 2.1 2.4 848227 3.2
200 pg/mL 1688.3 %29 1.5 4093 = 3.6 1.8
400 po/ml 42212 3.8 1.2 392,158 18
Sensitivity

Sansiivity, deflned as the lowast congentration of nitrite that
can be differentiated tram the negative calibrator with 95%
confidence, is 2.65pg/ml.

Specificily

Specitlclty 15 defined as the mimmum concentration of an
oxidant that produces a result greater than or equal to
200 pg/mt. nitrite, The tollowmng table provides a list of oxidants
and concentratlens that produce 8 positive result in the assay.

juxEmzﬁ

Goncentration

Chrorur 50 pg/mb

Bleach 2% i

todine 0.2% i
50 K/mL

_ Paroxidase

Interference

ntarterence of the following substances in unne was studied.
No interterance was chserved whan urne samples were
spiked with these substances up to the concentrations
indlcated.

Compound Concentration
Albumin 500 mg/dl
Ascorbic Acid 5 mg/dl
Creatimne 250 moidl-
Galactose 10 mg/dl.
Glucose 3000 mo/dl
Hemoglobin® 300 mg/dL
Riboflavin®* 7.5 mg/dL
Ure

,||,. a 6000 mo/dl

* Henoglobin ntederas in \he assoy at 106 mg/mlb inthe prasence ol
bleach and lodine,
g@iballavin interleres Inthe assav at 5 mglefLin the presencs of bieach.

Accuracy and Correlation

Atotal of 83 sampies adulterated with oxidants ware tosted with
DRI General Oxdant-Detect Test and a commencally available
method as reference. Method compansion results showed
»>05% agreement with reterence method.
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DRI Gannabinoid Assay

talogNo.: 0185 {100 mL Kt}
186 (500 L Kit)

Intended Use

The DRI® Cannakinoid Assay is intended for the quaftative and semiquaniftative determination
of cannabinoids (THC) in hurman urine.

This assay pravides only a prefiminary analytical test result. Amore specific affernative
chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry {GC/MS) is the preferred con firmatory method.*?
Clinical consideration and professional, jueigment should be appiied to any drug of abuse test
result, particularly when preliminary positive results are used.

Summary and Explanation of the Test

The principal active agentin marijuana and/or hashish that produces hallucinogenic and ather
biclegical effects is generally accepted to be Ad-tetrahydrocannabinal {a%THG). A-THC is
rapidly absorbed and almost completely metabolized by Inhalation or through the
gastrointestinal tract. The major metabolites of A*-THG {i.. 11-nor-A°-THC-8-carboxylic acid)
becomes detectable in plasma, feces and urine within hours after exposure.® Passive
inhalation of marijuana smoke can result in an elevation of urine THC concentration as high
as 10-40 ng/mL.** In chronic users, THC may accumuiate in fatly tissue faster than it can be
axcreted This leads 1o longer getection times in urine far chronic users than for occasicnal
users.

The DRI THC Assay is a homogeneous enzyme immunoassay using ready-to-use liquid
reagents 8 The assay uses specific monoclonal antibody which can detect the major
metabalite of A>-THC in urine. The assay is based on the competition of a drug labeled with
enzyms, glusose-6-phosphate dehydrogenase (GSPDH), and the drug from the urine sample
for a fixed amount of spacific antibady binding sites. In the absence of drug from the sample.
the speclfic antibody binds the drug labeled with GBPDH and the enzyme aciivity is inhibited.
This phenormenon creates a direct velationship between the drug concentration in uring and
the anzyme activity. The GBPDH activily is determined spectrophotometrically at

340 nm by measuring its ability to convert nicotinamide adenine dinuclectide (NAD) to NADH.

Reagents

Antibody/Substrate Reagent. Centains mouse moneclonal anti-A%THC antibodies, giucose-
&-phosphate (GEP), and micotinamide adenine dinucteotide (NAD) in Tris buffer with sodivm
azide as a preservative.

izyme Conjugate Reagent. Contains AL-THC labeled with glucose-6-phosphate
.ehydrogenase (GEPDH) In Tris buffer with sodium azide as a preservative.

Additional Materiais Required {sold separaiely):

1664 DR} Negative Calibrator, 10 mL.

1368 DRI Negative Calibrator, 25 mbL

0235 DRITHC 20 ng/mL Calibrator, 5mL
1397 DRITHG 20 ng/mL Calibrator, 25 mL
0042 DRI THC 50 ng/ml Calibrator, 5§ ml.
1308 DRI THG 50 ng/mL Calibrator, 25 mb
0044 DRITHC 100 ng/mL Calibrator, 5 mL
1889 DRI THC 100 ng/mi. Galibrator, 25 ml.
G206 DRI THC 200 ng/mL Calibrater, 5 mL
12400 DRI THG 200 ng/mb Calibrator, 25 mL

Catalog Ne

0170
1401

168
1402
0214
1403
0212
1404

DRI THC 40 ng/mt_ Control, 5ml.
DRI THC 40 ng/smlL Control, 25 ml.
DRI THC 60 ng/mL Control, 5 mL
DRI THG 60 ng/mL Contral, 25 mL
DRITHC 75 ng/mlL Control SmL
DRI THE 75 ng/mt. Control, 25 mL
DRI THC 125 ng/mL Contrel, 5 mL
DRI THC 125 ng/mt Contrel, 25 mL

Precautions and Warnings

1. This test is for in vitre diagnostic use cnly. The reagents are harmiul i swallowed.

2. The assay compehents contaln sodium azide, which may react with lead or copper
plumbing to form potentially expiosive metal azides. When disposing of such reagents
aiways flush with a large volume of water to prevent azida build-up.

3 Donot use the reagents beyond thelr expiration dates.

Reagent Preparation and Storage

The reagents are ready for use. No reagent preparation is required. All assay components
when stored propetly at 2-8°C, are stable until the expiration date indicated on the Tabel.

Specimen Gollection and Handling

sllect urine specimens in plastic or glass containers Testing of fresh urine specimens is
Jogested

The Mandatory Guidelines for Federal Workplace Drug Testing Programs: Final Guidelines:
Notice recommends that specimens that do not receive an inifial test within 7 days of arrival
in the Izboratory should be placed info secLre refrigeration units 2

For In Vitro Diagnostic Use
Samples within a pH of 3 1o 11 are suitable for testing with this assay.

An effort should be made to keep pipetied samples free of gress debris. Itis recommended
that highly turbid specimens ba centrifuged before analysis. Adulteration of the urine sampie
may cause erroneous results. if aduiteraticn is suspected, obtain another sample and forward
both specimens to the laboratory for testing

Handle all urine specimens as if they were potentially infectious.
Assay Procedure

Clinical chemistry analyzers capable of maintaining a constant
temperature, pipetting samples, mixing reagents, measuring
enzymatic rates at 340 nm and timing ihe reaction accurately can be used to perform this
assay, Before performing the assay, refer to the analyzer-specific protocol sheet, which
contains parameters and/or additional instructions for use.

Quality Conirol and Calibration

Good laboratory practice suggests the use of coniral specimens tc ensure proper assay
perfommance. Use controls near ‘the cutoff calibrator to validate the calibration. Gentrot restits
must fall within the established range. f results fall outside of the established range, assay
results are invalid.

Qualitative analysis

For gualitative analysis of samples, use the 20 ng/mL, 50 ng/mL, or
100 ng/mL 1 4-nar-A3-THC-8-carboxylic acid calibrators as cutoffs, The DRI® THG Callbraters
are used as cutct raferences for distinguishing “positive” fram “negative” samples.

Semiquantifative analysis
For semiquantitative analysis, use all calibrators

Results and Expected Values

Qualitative results

A sample that exhibits 2 change in absorbance {AA) value equal o or greater than that
abtained with the chosen cutoff calibrator is considered positive A sample that exhibits a
change in zbsorbance {(AA4) value |ower than that obtained with the chosen cutoff calibrator is
considered negative

Semiquantitative resufts
A rough estimate of drug concentration in the samples can be abtained by running a standard
curve with all calibrators and gquantitating sarmples off the standard curve.

Limitations

1 A positive result from this assay indicates only the presence of THG metabolites and
does not necessarily correlate with the extent of physiclegical and psychological
effects.

2. A positive result by this assay should be confirmed by another nenimmunoiogical
methed such as GC or GG/MS.

3. The lest is designed for use with human urine only.

4  ltis possible ihat other sulbstances and/or factors {e.g., technical or procedural} not
listed above may interfere with the test and czusa false results

Specific Performance Characteristics

Typical performance data results obtained on & Hitachi 717 analyzer ars shown below” The
results obtained in your laboratory may differ from these data,

Precision

Within-run and run-to-run precision were evaluated using the negative and all the calibrator
levels The following results were cbserved:

Within-run (n=20) Run-to-run {n=12)
Calibrator Mean = 8D Mezn + 85D

or Contral [mA/min) % CV {mA/min) % CV
Negative 28728 10 28728 180
20 ng/mlL 317+28 no 31922 07
50ng/mL 38735 a4 38B£38 10
100 ng/mL 447+ 40 0o 44954 12
200 ng/mL 47224 05 473+38 08

Accuracy

Five hundred and ninety-twa clinical urine specimens were collested and tested with this
assay a commercial EIA assay, and a GC/MS technique for cannabinoid. A 15 ng/mL
cutatf was used for GC/MS The DRI Cannabinoid Assay showed a 100% correlation with
GC/MS technigua when 2 50 ng/mL cutoff celibrator was used. Six GC/MS positive
samples were quantitated as borderine neyative by the assay when a 100 ng/ml. cutotf
callbrator was used The assay alsc showed good correlation with 2 commerciat EIA assay.




Sensifivity

Sensitivity, defined as tha lowest concentration of THC analyie ihai can be
difterentiated from ihe negative urine calibraior with 95% confidence is 10 ng/mL

Specificily
vious THC metabolites and potentially interfering substances wera tested for cross-
ctivity with the assay. The fallowing iable summarizes the resulis obtained at the
_ncentrations tested for each potential cross-reactant when a 50 ng/mL cuioff calibrator

is used. For cross-reactivity information with tha 20 ng/mt or 100 ng/mL cutoft
calibrators, contact Microgenics Custemer Technical Support

Tabled Structuraily related compounds that produce a positive result at the listed
concentrations.

Concentration
Tested
Compound {ng/mL}
11-Hydroxy-A*-THC 100
1-11-Nor-A-THC-COOH 100
1-11-Nor-A3-THC-COOH 50
8-i3-Hydroxy-AS-THC 100
8.f~11-Hydroxy-aS-THC 50
AS-THC 50
Cannzbinol 100

Table? Structurally unrelated compounds that produce a nagative result at the listed

concentraticns
Caoncentration
Tested

Compound {ng/mlL)

Acetaminophen 1.000,000
Acetylsalicylic acid 1,000 00
Amcbarbital 1 000,0G0
Amphetamine 4,000 D03
Benzoylecgoning 1,000,000
Caffeine 100,000
Cannabidicl 10,000
Cocaine 200,000
Caodeina 1,000,800
Dextromethorphan 1,000,000
Meparidine 1 000,000
Methadone 1,000,000
Methamphetamina 1.000.000
Marghine 200 000
d-11-Nor-As-THC-COOH 100
Oxazepam 500,000
Phencyclidina 1.000,000
Phencharbital 1,000,000
Propoxyphene 1 000,600
Secobarbital 1,000,000
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_DRI° Gocaine Metabolite Assay

italog No.: 0055 (100 mL Kii)
0058 {500 mL Kit}
Intended Use

The DRI® Cocaine Meiabolite assay is iniended for the qualitative and
semmiquantitative determination of benzoylecgenine (cocaine metabolite) in
human urine.

This assay provides only a preliminary analytical test result, A more
specific alternative chemical method must he used in order to obtain a
confirmed analytical result. Gas chromatography/mass spectromelry
{GCIMS) is the preferred confirmatory method.’? Clinical consideration
and professional judgment should be applied to any druyg of abuse test
result, particuwlarly when preliminary positive results are used.

Summary and Explanation of the Test

Cocaine is a very common illicit drug. When ingested, it is rapidly metabolized
and excreted into Urine as benzoylecgonine (the major metabolite of cocaine)
within four hours. Detection of benzoylecganine in urine indicates use of
cocaine.

The DRI Cocaine Metabolite Assay is a homogeneous enzyme immunoassay
using ready-to-use liquid reagents * The assay uses a specific antibody, which
can detect benzoylecgenine in urine. The assay is based on the competition of
an enzyms glucose-6-phosphate dehydrogenase {GBPDH} labeled drug and
the drug from the urine sample for a fixed amount of specific antibody binding
sites. In the absence of drug from the sample, the specific antibody binds to
the drug labeled with G6PDH and the enzyme activity is inhibited. This
phenomenon creates a direct relationship between the drug concentration in
the urine and the enzyme activity. The enzyme GBPDH activity is determined
~ectrophotometrically at 340 nm by measuring its ability to convert
cotinamide adenine dinucleotide (NAD) to NADH.

Reagents

Antibody/Substrate  Reagent. Contains mouse monoclonal
anti-benzoylecgonine antibody, glucose-6~phosphate (GEF), and ricotinamide
adenine dinuclectide (NAD) in Tris buffer with sodium azide as preservative.
Enzyme Conjugate Reagent. Contains benzoylecgonine analog labeled with
glucose-6-phosphate dehydrogenase (GBPDH) in HEPES buffer with sodium
azide as preservative.

Additional Materials Required (soid separately):

Catalog No. 1864 DRI Negative Calibrator, 10 mL
1388 DRI Negative Calibrator, 25 mL
1588 DRI MultiDrug Calibrator 1, 10 mL
1589 DRI MuitiDrug Calibrator 1, 256 mL
1501 DRI MultiDrug Calibrator 2, 10 mL
1582 DRI MultiDrug Calibrator 2, 256 mL,
1594 DRI MultiDrug Calibrator 3, 10 mL
1595 DRI MultiDrug Calibrator 3, 26 mL
1597 DRI MultiDrug Calibrator 4, 10 mL
1598 DRI MultiDrug Galibrator 4, 25 mL
1599 DRI MuitiDrug Urine Control 1, 10 mL
1553 DRI MuliDrug Urine Control 1, 25 mL
1600 DRI MuliiDrug Urine Gontrol 2, 10 mbL
1555 DRI MultiDrug Urine Control 2, 26 mL

Precautions and Warnings

1. Tnis test is for in vitro dlagnostic use orly The components are harmfui if
swallowed

2. Reagents used in the assay cornpaonents contain sodium azide, which may
react with lead or copper plumbing to form potentially explosive metal
azides When disposing of such reagents, aiways flush with a large volume
of water to prevent azide build-up.

3. Do not use the reagents beyond their expiration dates

For In Vitro Diagnostic Use
Reagent Preparation and Storage

The reagents are ready for use. No reagent preparation is
required. All assay components, when stored properly at
9-8°C, are stable until the expiration date indicated on the label.

Specimen Collection and Handling

Collect wrine specimens in plastic or glass containers Testing of fresh urina
specimens is suggested.

The Mandatory Guidelines for Federal Workplace Drug Testing Programs, Final
Guidelines recommends that specimens that do not receive an initial test within
7 days of arrival in the laboratory should be placed into secure refrigeration
units.

Samples within a pH range of 3 to 11 are suitable for testing with this assay.

An effort should be made to keep pipetted samples free of gross debris; it is
recommended that highly turbid specimens be centrifuged before analysis.
Adulteration of the urine sample may cause erroneous resuits. if adulteration is
suspected, obtain another sample and forward both specimens to the
taboratory for testing.

Handle all urine specimens as if they were potentially infectious.

Assay Procedure

Avalyzers capable of maintaining a constant temperature, pipetiing samples,
mixing reagents, measuring enzymatic rates at 340 nm and timing the reaction
accurately can be used to perform this assay.

Before performing the assay, refer to the analyzer-specific protocol sheet,
which contains parameters and/or additional instructions for use.

Quality Control and Calibration

Good laboratery praclice suggests the use of control
specimens to ensure proper  assay perfarmance. Use
controls near the cutoff calibrator to valldate the calibration. Control results
must fall within the established range. If results fall outside of the established
range, assay results are invalid

Qualitative analysis
For qualitative analysis of samples, use the 300 ng/mL calibrater as a cutoff
level. The DRI® MuktiDrug Urine Calibrator 2, which contains 300 ng/mL
benzoylecgonine, is used as a cutoff reference for distinguishing "positive™ and
“negative” samples.

Semiguantiiative analysis
For semiquantitative analysis, use all calibrators.

Results and Expected Values

Qualitative results

A sample that exhibits a change in absarbance {AA} value equal to or greater
than the value obtained with the cutoff calibrator is considered positive. A
sample that exhibits a change in absorbance {AA) value lower than the value
abtained with the cutoff calibrator is considered negative

Semigquantitative results

When a rough estimate of cocaine metabolites concentration is required, a
calibration curve can be established with alt callbrators. The concentration of
the sample can be estimated by quantitation off the calibration curve. When the
sample concentration is greater than the highest calibrator, it may be difuted
and retested

Limitations

1 A positive result from this assay indicates only the presence of cocaine
metabolites and does not necessarily correlate with the extent of physi-
ological and psycholegical effects.

2 A positive result by this assay should be confirmed by an other
nonimmunological method such as GC or GC/MS.



3. The test is designed for use with human urine onfy

4 It is possible that other substances and/or factors
{eg, technical or pracedural) not listed in the specificity table may interfere
with the test and cause false results.

~necific Performance Characteristics
ecision

The Negative, 225 ng/mL, 300 ng/mL, 375 ng/mL were assayed with a Hitachi
717 analyzer. The following rasuits were obtained:

Within-run Run-te-run
(n=20) {n=20)

Calibrator | Mean = SD Mean = SD

or Control {mA/min) | % CV {mA/min} % GV
Negative 302 £20 o7 302+38 13
225 ng/ml | 34125 07 342 £ 39 11
300 ng/mL | 354 £ 34 09 354 + 4.9 14
375ng/mlL | 37424 08 374 51 14

Accuracy

Two hundred and nine clinical specimens were tested with both DRI Cocaine
Metabolite Assay and a commercially available cocaine metabolite assay. One
hundred and four were tested positive and one hundred and five were tested
negative by both assays. in addition, all positive specimens were confirmed
by GC/MS to contain cocaine metabolites

Sensitivity

Sensitivity, defined as the lowest concentration that can be differentiated from
the negative urine calibrator with 95% confidence, is 40 ng/mL.
Specificily

Benzoylecgonine, cocaine and other compounds that are concurrently present

in the urine were tested for cross- reactivity in the assay The following table

_summarizes the results obtained at the concentrations tested for each potential
oss-reactant.

Concentration
Tested

Compound {ug/mL) Result

Benzoylecgoning 0.3 positive

Cocaine 50 positive
Ecgonine 100 positive

Acetaminophen oo negative
Acetylsaficylic acid 1000 negative
Amphstamine 1000 negative
Amobarbital 1600 negative
Benzocaine 1600 negative
Catfeine 100 negative
Chlorpromazing 500 negative
Codeine 1000 negative
Dextromethorphan 100 negative
Ecgonine Methyl Ester 100 negative
Lidogaine 1000 negative
Meperidine 1000 negative
Methadone 1000 negative
Morphine 200 negative
Oxazepam 100 negative
Phencyclidine 1000 negative
Phenobarbital 1000 negative
Promethazine 100 negative
Propoxyphene 10C0 negative
Secobarbital 1000 negative
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DRI° Creatinine-Detect” Tt

talog No.: 1797 (500 mL Kit)
100108 Creatinine-Detect Calitrator Kit (2 x 28 mlL)
100110 Cregtinne-Detectleval 1 Confroi Kt 2x 25 ml)
100141 Cremtinine-Deiact Level 2 Cortrol Kit £ x 25 mt)

Intended Use

The DRI® Creatinine-Detect® Test is intended for the quantitative determination
of creatinine in human urine for the detection of urine adulteration by dilution or
substitution with nen-urine solution.

Summary and Explanation of the Test

A complete urine drug of abuse testing program normally
involves specimen colection, initial screening with an
immunoassay, followed by a confirmation test, such as gas chromatography/
rnass spectrometry {GG/MS), for positive samples ' Many drug users attempt
to evade detection by adulterating their specimen in order to produce false
negative results during the initial Immunoassay screening. Adulteration meth-
ods inelude dilution with water, substitution with a drug free liquid, addition of
readily available household materials (2.g , vinegar, haking soda, liquid drain
opensr, detergent, etc.) or tampering with certain chernicals (& g., Urine-Aid,
which contains glttaraldehyde or Klear, which contains potassium nitrite),

Several methods have been used o detect urine adulteration. These methods
include measuring the temperature, pH, specific gravity and creatinine con-
centration of the sample. Fresh normal urine should have the following typical
characteristics: temperature between 32.5-37.7°C or 80 5-88.8°F pH within
4.7-7 8,23 specific gravity within a range of 1 003-1 035 g/mL?45 and creatinine
concentration of 80-200 mg/dL.5® If any of these urine parameters is outside
the specified range, there should be reason to believe that the urine sample
has been adulterated.

reatinine is secreted from muscle Into urine daily In the

sence of renal disease, rate of creatinine clearance in an individual is rela-
tively constant. Dilution of urine with water or any cther non-urine sofution can
resultin a lower creatinine concentration.

DRI Creatinine-Detect Test can ba performed on automated clinical chemistry
analyzers te measure creatinine concentration, This method is based on the
Jaffe reaction,'® whereby creatinine concentration is determined
colorimetrically using alkaline picrate to form a reddish Janovski complex ac-
cording o the following equation:

NaOH

Creatinine + Pictic Acid  —  Janovski Complex (Red)

The color intensity is directly proportional ta the creatinine
concentration and is measured spectrophotometrically at 505 nm.

Reagents

Creatinine-Detect Reagent 1: Contains 500 mL of sodium hydroxide in an
aqueous solutien

Creatinine-Detect Reagent 2: Contains 500 mL of pictic acid in an aqueous
solution.

Additional Materials Required (scld separately):

Creatinine-Detect Calibrator Kit: Contains 1x 25 mL of 5.0 mg/dL creatinine
and 1 x 25 mL of 20 0 mg/dL creatinine in an aqusous solution.
Creatinine-Detect Level 1 Control Kit: Contains 1 x 25 mL of Negative Controh
(3 0 mg/dL creatinine) and 1 x 25 ml_of Posftive Control (7.5 mg/dL creatining)
in an aquecus solution

Creatinine-Detect Level 2 Control Kit: Contains 1 x 25 mlL of Negative
Control (15 0 mg/dL creatinine) and 1x 25 mL of Positive Control (25.0 mg/dL
creatining) in an aqueous sclution

“eagent Preparation and Storage

1he reagents are ready foruse Noreagent preparation is required. All assay
components, when siored praperly, are stable until the expiration date
indicated on the labal. The Creatinine-Detect Reagents should be stored at
racm termperature while the calibrators and controls should be stored at 2-8°C.

For In Vitro Diagnostic Use
Precautions and Warning

1 This test Is for in vitro diagnostic use only, The reagents are harmful if
swallowed.

2 Reagent 1 cortains sodium hydroxide, which is caustic. Reagent 2
contains picric acid, which may cause local or generalized allergic reaction
Wear suitable protective clathing, gloves, and eye/face protection

3. Do not use the reagents beyond thelr expiration dates.

Specimen Collection and Handling

Collect urine specimens in plastic or giass containers. Fresh utine specimens
should be used. “The Mandatory Guidelines for Federal Workplace Drug Test-
ing Programs: Final Guidelines: Nofice™ recommends that specimens that do
not receive an initial test within 7 days of arrival at the laboratory should be
placed into secure refrigeration units. Handle all urine specimens as if they
were potentially infectious,"!

Instruments

Analyzers capable of maintaining a constant temperature, pipetting samples,
mixing reagents, measuring absorbance at 505 nm and timing the reaction
accurately can be used to perform this assay.

Assay Procedure

Clinical chemistry analyzers with the specified characteristics are suitable for
performing this assay. Refer to the specific application instructions and the
specific parameters used for each analyzer before performing the assay.

Quality Control and Calibration

Use the 5 0 and 20 0 mg/dL Creatinine Calibrators to calibrate the test. Good
laboratory practice suggests the use of control spacimens to validate the
calibration and to ensure proper assay performance, Creatinine Gontrols 3.0
and 7.5 mg/dL (Level 1), and 15.0 and 25.0 mg/dL (Level 2) are avallable from
Microgenics for this purpose. The Level 1 and Level 2 controls are designed for
use with the 5.0 mg/dL and 20 0 mg/dL cut-off levels respectively. Ensure that
control results are within the established range. Recalibrate the system when
new reagents are used or when the control values are cutside the
established range

Results and Data Interpretation

A linear calibration curve is generated to calibrate the assay. The sample
creatinine concentration is extrapolated from the calibration curve using the
absorbance value of the sample Most clinical chemistry analyzers have built-
in curve-fit software that can calculate the creatinine concentration values auto-
matically with no additional requirement of data manipulation. The 5.0 mg/dL
calibratar is usad to determine if the urine sample is substituted and the
20 0 mg/dL. calibrator is used to determine if the sample is diluted.

Expected Values

Creatinine concentration in normal Urine samples range from 80-200 mg/dL.
Urine samples with < 20 mg/dL creatinine are considered to be adulterated.
Adulteration of urine by substitution of urine sample with non-urine solution will
give creatinine concentration <5 mg/dL

Limitations

This assay is optimized for the quantitative determination of creatinine in human
urine for adulteration purpeses only

Typical Performance Characteristics

The following typical performance data were generated with a Hitachi 717
clinical chemistry analyzer:



Precision

The within-run and total precision was evaluated with three levels of creatinine
controls with the foflowing results:

Within-run
ma/ml 3.0 7.5 15.0 25.0
n 1200 1200 1200 1200
X 30 75 149 250
sb 01 a2 G3 05
oV 24 2.1 1.7 2.0
Total run
rmgfmt 3.0 7.5 15.0 25.0
n 1200 1200 120.0 1200
X 30 75 149 25.0
01 02 03 08
9oV 3.5 2.4 2.1 2.5

Interference by Endogenous Substances

Interfarence of endogenous substances in urine was studied Nointerference
was observed when urine samples were spiked with endogenous substances
up to the concentration indicated.

Compound Concentration
Albumin 500 mg/dL
Ascorbic Acid 20 mg/mL
Galactose 10 mg/dL
Glucose 3000 mg/dL
Hemoglobin 300 mg/dl
Ribofiavin 7.5 mg/dL
Urea 6000 mg/dh

Linearily

Serial dilutions of & 350 mg/dL creatinine urine sample were made to prepare

175,87 5, 43.8, 21 9,10 9 and 5 5 mg/dL creatinine solutions These diluted

solutions wers assayed with the fest. A correlation of 1.00 was obtained when

- "ha observed creatinine concentration of each solution was plotted against its
rresponding expected creatinine concentration

Sensitivity

Sensitivity, defined as the lowest creatinine concentration that can be
differentiated from creatinine-free solution with 85% confidence, is 0.21 mg/dL.

Accuracy and Correlation

Recently proposed guidelines (Federal Reglster Vol. 66, No. 160) suggested
using 5 0 and 20 0 mg/dL as cutoff calibrators to detect substitution and dilu-
tion of urine samples respectively. Therefore, one hundred and two urine samples
were tested Results using the old Cafibrator Kit, 0 and 20 mg/dL, (X} were
compared to results using the new Calibrator Kit, 5.0 and
20 0 mg/dL, {y). Correlation analysis yielded a linear regression
equation of y="1.01(x)- 0 02 and a correlation coefficient (nof 0 299.
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3 microgenics

Material Safety Data Sheet

Product: DRI® Phencyclidine Enzyme Immunoassay
Catalog #: 0160, 0161, 100101

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint - Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire.
Unusual fire and explosion hazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological propetties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absotb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page

Microgenics Corporation

46350 Eremont Blvd., Fremont, CA 84538 USA O Tel: (510) 978-5000 O Fax; (510) 979-5488
Technical/Customer Service {800) 232-3342




Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.

Doc: 10005186-1 Date: 2002 03



Material Safety Data Sheet

Product: DRI® Amphetamines Enzyme Immunoassay
Catalog #: 0017, 0018

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint - Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire.
Unusual fire and explosion hazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and cail
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician,
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page

Microgenics Corporation

46360 Fremont Blvd , Fremont, CA 94538 USA G Tel: (510) 979-5000 O Fax: (510} 979-5468
Technical/Customer Service (800) 232-3342




Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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Material Safety Data Sheet

Product: DRI® Ethyl Alcohol Assay
Catalog #: 0037, 0038

Description:
Antibody/Substrate Reagent Liguid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint - Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire.
Unusual fire and explosion hazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If itritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician. |

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate gener al mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page

Microgenics Corporation
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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Product: DRI® Cocaine Metabolite Enzyme Immunoassay
Catalog #: 0055, 0056

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion ard Reactivity Data:
Flashpoint - Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire.
Unusual fire and explosion hazard -~ None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and cali
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page

Microgenics Corporation
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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Material Safety Data Sheet

Product: DRI® Opiate Enzyme Immunoassay
Catalog #: 0135, 0136

Description:
Antibody/Substrate Reagent Liguid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint - Not determined.
Extingnishing media - Use extinguishing media approptiate for surrounding fire.
Unusual fire and explosion bazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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Material Safety Data Sheet

Product: DRI® Methadone Enzyme Immunoassay
Catalog #: 0596, 0597

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoiat - Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire.
Unusual fire and explosion hazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adeguate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution., Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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Materlal Safety Data Sheet

Product: DRI® Cannabinoid (THC) Enzyme Immunoassay
Catalog #: 0185,0186

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint - Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire,
Unusual fire and explosion hazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing, May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spifl and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.

Doc: 10005176-0 Date: 2000 09




23 MICTOgeENICS
AR
gt

Material Safety Data Sheet

Product: DRI® Benzodiazepine Enzyme Immunoassay
Catalog #: 0039, 0040

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint: Not determined.
Extinguishing media: Use extinguishing media appropriate for surrounding fire.
Unusual fire and explosion hazard: None
Reactivity: Stable. IHazardous polymerization will not occur.
Incompatibility: Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If'irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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Material Satety Data Sheet

Product: DRI® Barbiturate Enzyme Immunoassay
Catalog #: 0225, 0226

Description:
Antibody/Substrate Reagent Liquid
Enzyme Conjugate Reagent Liquid

Chemical Hazard/hazardous Ingredients: N/A

Fire, Explosion and Reactivity Data:
Flashpoint -~ Not determined.
Extinguishing media - Use extinguishing media appropriate for surrounding fire.
Unusual fire and expiosion hazard - None
Reactivity - Stable. Hazardous polymerization will not occur.
Incompatibility - Avoid copper or lead plumbing. May form potentially explosive metal
azides.

Health Hazards: HARMFUL IF SWALLOWED. The toxicological properties of this product
has not been determined.

First Aid:
Ingestion - wash out mouth with water, provided the person is conscious. Call physician.
Inhalation - remove to fresh air. If breathing becomes difficult, give oxygen and call
physician.
Skin contact - remove contaminated clothing and flush the contacted area with water and
wash thoroughly with soap and water. If irritation persists call physician.
Eye contact - flush with copious amounts of water for 15 minutes. Assure adequate flushing
by separating the eyelids with fingers. Call physician.

Spill and Leak Procedure: Wear appropriate protective equipment. Sweep up or absorb
material and place in a closed container. Ventilate and wash spill area. If material is disposed
of using plumbing always flush with a large volume of water to prevent azide build-up.
Disposal should be made in accordance with existing disposal practices employed for waste
at your institution. Observe all federal, state and local laws.

Special Protection Information: Provide adequate general mechanical and local exhaust
ventilation. Protect eyes and skin with safety glasses and gloves. Avoid contact with eyes
and skin. Do not breathe solution vapor.

Continued on next page
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Material Safety Data Sheet (cont.)

Special Storage Precautions:
Avoid high temperatures (200 °F).
Do not store with acids.
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