
STATE OF TEXAS § 

§ 

COUNTY OF FORT BEND § 

AGREEMENT FOR DRUG TESTING SERVICES AND ONSITE SCREENING PRODUCTS 
PURSUANT TO RFP 16-043 

THIS AGREEMENT is made and entered into by and between Fort Bend County, 

(hereinafter " County" }, a body corporate and polit ic under the laws of the State of Texas, and 

Redwood Toxicology Lab, Inc. (hereinafter "Contractor"), a company authorized to conduct 

business in the State of Texas. 

WIT NE SS ETH 

WHEREAS, County desires that Contractor provide Drug Testing Services and Onsite 

Screening Products services for the County's Juvenile Probation Department (hereinafter 

"Services") pursuant to RFP 16-043; and 

WHEREAS, Contractor represents that it is qualified and desires to perform such 

services. 

NOW, THEREFORE, in consideration of the mutual covenants and conditions set forth 

below, the parties agree as follows: 

AGREEMENT 

Section 1. Scope of Services 

Contractor shall render Services in accordance with Exhibi t A to this Agreement. 

Section 2. Personnel 

A. Contractor represents that it presently has, or is able to obtain, adequate qualified 
personnel in its employment for the timely performance of the Scope of Services 

required under this Agreement and that Contractor shall furnish and maintain, at its 
own expense, adequate and sufficient personnel to perform the Scope of Services when 
and as required and withou t delays. 

B. All employees of Contractor shall have such knowledge and experience as will enable 
them to perform the duties assigned to them. Any employee of Contractor who, in the 
opinion of County, is incompetent or by his conduct becomes detrimental to the project 
sha ll, upon request of County, immediately be removed from association with the 
project. 
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Section 3. Compensation and Payment 

A. Contractor's fees shall be calculated at the rates set forth in the attached Exhibit A. The 
Maximum Compensation for the performance of Services within the Scope of Services 
described in Exhibit A shall not exceed $300,00.00. In no case sha ll the amount paid by 
County under this Agreement exceed the Maximum Compensation without an approved 
change order. 

B. All performance of the Scope of Services by Contractor including any changes in the 
Scope of Services and revision of work satisfactorily performed will be performed only 
when approved in advance and authorized by County. 

C. County will pay Contractor based on the following procedures: Upon completion of the 
tasks identified in the Scope of Services, Contractor shall submit to County two (2) 
original copies of invoices showing the amounts due for services performed in a form 
acceptable to County. County shall review such invoices and approve them with in 30 
calendar days with such modifications as are consistent with this Agreement and 
forward same to the Auditor for processing. County shal l pay each such approved 
invoice within thirty (30) calendar days. County reserves the right to withhold payment 
pending verification of satisfactory work performed. 

Section 4. limit of Appropriation 

A. Contractor clearly understands and agrees, such understanding and agreement be ing of 
the absolute essence of this Agreement, that County shall have available the total 
maximum sum of $300,00.00, specifically allocated to fully discharge any and all 
liabilities County may incur. 

B. Contractor does further understand and agree, said understanding and agreement also 
being of the absolute essence of this Agreement, that the tota l maximum compensation 
that Contractor may become entitled to and the total maximum sum that County may 
become liable to pay to Contractor shall not under any conditions, circumstances, or 
interpretations thereof exceed $300,00.00. 

Section 5. Term 

The term of this Agreement shall begin Apri l 1, 2016 through March 31, 2017 and is 
renewable annually under the same te rms, conditions and pricing each April 1 for four (4) years 
(through March 31, 2021) if mutually agreeable by both parties; however any renewals are 
subject to the availability of funds to be appropriated in the Juvenile Probation budget. 

Section 6. Modifications and Waivers 

A. The parties may not amend or waive this Agreement, except by a written agreement 
executed by both parties. 

Page 2 of 10 



B. No failure or delay in exercising any right or remedy or requiring the satisfaction of any 
condition under this Agreement, and no course of dealing between the parties, operates 
as a waiver or estoppel of any right, remedy, or condition. 

C. The rights and remedies of the parties set forth in th is Agreement are not exclusive of, 
but are cumulative to, any rights or remed ies now or subsequently existing at law, in 
equity, or by statute. 

Section 7. Terminat ion 

A. Termination for Convenience: Either Party may terminate th is Agreement at any time 

upon thirty (30) days written notice. 

B. Termination for Default 

l. County may terminate the whole or any part of this Agreement for cause in 
the following circumstances: 

a. If Contractor fai ls to perform services within the time specified in the 
Scope of Services or any extension thereof granted by the County in 
writing; 

b. If Contractor materially breaches any of the covenants or terms and 
conditions set forth in this Agreement or fails to perform any of the 
other provisions of th is Agreement or so fails to make progress as to 
endanger performance of this Agreement in accordance with its 
terms, and in any of these circumstances does not cure such breach 
or failure to County's reasonable satisfaction within a period of ten 
(10) calendar days after receipt of notice from County specifying such 
breach or failure . 

2. If, after termination, it is determined for any reason whatsoever that 
Contractor was not in default, or County determines that the default was 
excusable, services may continue in accordance with the terms and 
conditions of this Agreement or the Parties may treat the termination as a 
termination for conven ience as described in Section 7A. 

C. Upon termination of this Agreement, County shall compensate Contractor in accordance 
with Section 3, above, for those services which were provided under this Agreement 
prior to its termination and which have not been previously invoiced to County. 
Contractor's final invoice for said services will be presented to and paid by County in the 
same manner set forth in Section 3 above. 

D. If County terminates this Agreement as provided in this Section, no fees of any type, 
other than fees due and payable at the Termination Date, shall thereafter be paid to 
Contractor. 
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Section 8. Ownership and Reuse of Documents 

All documents, data, reports, research, graphic presentation materials, etc., developed 
by Contractor as a part of its work under this Agreement, shall become the property of County 

upon completion of this Agreement, or in the event of termination or cancellation thereof, at 
the time of payment under Section 3 for work performed. Contractor shall promptly furnish all 
such data and materi al to County on request. 

Sect ion 9. Inspection of Books and Records 

Contractor will permit County, or any duly authorized agent of County, to inspect and 
examine the books and records of Contractor for the purpose of verifying the amount of work 
performed under the Scope of Services. County's right to inspect survives the termination of 
this Agreement for a period of four years. 

Sect ion 10. Insurance 

A. Prior to commencement of the Services, Contractor shall furnish County with properly 
executed certificates of insurance which sha ll evidence all insurance required and 

provide that such insurance shal l not be canceled, except on 30 days' prior written 
notice to County. Contractor sha ll provide certified copies of insurance endorsements 
and/or policies if requested by County. Contractor shall maintain such insurance 
coverage from the t ime Services commence unti l Services are completed and provide 
replacement certificates, pol icies and/or endorsements for any such insurance expiring 
prior to completion of Services. Contractor shall obtain such insurance written on an 
Occurrence form from such companies having Bests rating of A/V II or better, licensed or 
approved to transact business in the State of Texas, and shall obtain such insurance of 
the following types and minimum limits: 

1. Workers Compensation in accordance with the laws of the State of Texas. 
Substitutes to genuine Workers' Compensation Insurance will not be 
allowed. 

2. Employers' Liability insurance with limits of not less than $1,000,000 per 
injury by accident, $1,000,000 per injury by disease, and $1,000,000 per 
bodily injury by disease. 

3. Commercial general liability insurance with a limit of not less than 
$1,000,000 each occurrence and $2,000,000 in the annual aggregate. 
Policy shall cover liability for bodily injury, personal injury, and property 
damage and products/completed operations arising our of the business 
operations of the pol icyholder. 

4. Business Automobile Liability coverage applying to owned, non-owned 
and hired automobiles with limits not less than $1,000,000 each 
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occurrence combined single limit for Bodily Injury and Property Damage 

combined. 

B. County and the members of Commissioners Court shall be named as additional insured 
to all required coverage except for Workers' Compensation and Professional Liability (if 

required). All Liability policies wri t ten on behalf of Contractor sha ll contain a waiver of 

subrogation in favor of County and members of Commissioners Court . 

C. If required coverage is written on a claims-made basis, Contractor warrants that any 

retroactive date app licable to coverage under the policy precedes the effective date of 

the Contract and that continuous coverage will be maintained or an extended discovery 
period will be exercised for a period of 2 years beginning from the time the work under 

this Contract is completed. 

D. Contractor sha ll not commence any portion of the work under this Contract until it has 

obtained the insurance required herein and cert ificates of such insurance have been 

filed with and approved by Fort Bend County. 

E. No cancellation of or changes to the cert ificates, or the policies, may be made without 

thirty (30) days prior, written notification to Fort Bend County. 

F. Approval of the insurance by Fort Bend County shall not relieve or decrease the liability 
of the Contractor. 

Section 11. Indemnity 

CONTRACTOR SHALL INDEMNIFY AND DEFEND COUNTY AGAINST ALL LOSSES, 
LIABILITIES, CLAIMS, CAUSES OF ACTION, AND OTHER EXPENSES, INCLUDING REASONABLE 
ATIORNEYS FEES, ARISING FROM ACTIVITIES OF CONTRACTOR, ITS AGENTS, SERVANTS OR 

EMPLOYEES, PERFORMED UNDER THIS AGREEMENT THAT RESULT FROM THE NEGLIGENT 

ACT, ERROR, OR OMISSION OF CONTRACTOR OR ANY OF CONTRACTOR'S AGENTS, SERVANTS 

OR EMPLOYEES. 

Section 12. Confidential and Proprietary Information 

A. Contractor acknowledges that it and its employees or agents may, in the course of 
performing their responsibilities under this Agreement, be exposed to or acquire 
information that is confidentia l to County. Any and all information of any form obtained 
by Contractor or its employees or agents from County in the performance of thi s 
Agreement shall be deemed to be confidentia l information of County ("Confidentia l 
Information"). Any reports or other documents or items (including software) that result 
from the use of the Confident ial Information by Contractor shall be treated with respect 
to confidentia lity in the same manner as the Confidential Information. Confidential 
Information shall be deemed not to include information that (a) is or becomes (other 
than by disclosure by Contractor) publ icly known or is conta ined in a publ icly available 
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document; (b) is rightfully in Contractor's possession without the obligation of 
nondisclosure prior to the time of its disclosure under this Agreement; or (c) is 
independently developed by employees or agents of Contractor who can be shown to 
have had no access to the Confidential Information. 

B. Contractor agrees to hold Confidential Information in strict confidence, using at least 
the same degree of care that Contractor uses in maintaining the confidentiality of its 
own confidential information, and not to copy, reproduce, sell, assign, license, market, 
transfer or otherwise dispose of, give, or disclose Confidential Information to third 
parties or use Confidential Information for any purposes whatsoever other than the 
provision of Services to County hereunder, and to advise each of its employees and 
agents of their obligations to keep Confidential Information confidential. Contractor 
shall use its best efforts to assist County in identifying and preventing any unauthorized 
use or disclosure of any Confidential Information. Without limita tion of the foregoing, 
Contractor shall advise County immediately in the event Contractor learns or has reason 
to believe that any person who has had access to Confidential Information has violated 
or intends to violate the terms of th is Agreement and Contractor will at its expense 
cooperate with County in seeking injunctive or other equitable relief in the name of 
County or Contractor against any such person. Contractor agrees that, except as 
directed by County, Contractor will not at any time during or after the term of this 
Agreement disclose, directly or indirectly, any Confidential Information to any person, 
and that upon termination of this Agreement or at County's request, Contractor wi ll 
promptly turn over to County all documents, papers, and other matter in Contractor's 
possession which embody Confidential Information. 

C. Contractor acknowledges that a breach of this Section, including disclosure of any 
Confidential Information, or disclosure of other information that, at law or in equity, 
ought to remain confidentia l, will give r ise to irreparable injury to County that is 
inadequately compensable in damages. Accordingly, County may seek and obtain 
injunctive relief against the breach or threatened breach of the foregoing undertakings, 
in addition to any other legal remedies that may be avai lable. Contractor acknowledges 
and agrees that the covenants contained herein are necessary for the protection of the 
legitimate business interest of County and are reasonable in scope and content. 

D. Contractor in providing all services hereunder agrees to abide by the provisions of any 
applicable Federal or State Data Privacy Act. 

E. Contractor expressly acknowledges that County is subject to the Texas Public 
Information Act, TEX. GOV'T CODE ANN. §§ 552.001 et seq., as amended, and 
notwithstanding any provision in the Agreement to the contrary, County will make any 
information related to the Agreement, or otherwise, available to third parties in 
accordance with the Texas Public Information Act. Any proprietary or confidential 
information marked as such provided to County by Consultant shal l not be disclosed to 
any third party, except as directed by the Texas Attorney General in response to a 
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request fo r such under t he Texas Public Information Act, which provides for notice to 
the owner of such marked information and the opportunity for the owner of such 
information to notify the Attorney General of the reasons why such information should 
not be disclosed. The terms and conditions of the Agreement are not proprietary or 

confidential information. 

Section 13. Independent Contractor 

A. In the performance of work or services hereunder, Contractor shal l be deemed an 
independent contractor, and any of its agents, employees, officers, or volunteers 
performing work required hereunder shall be deemed solely as employees of contractor 
or, where permitted, of its subcontractors. 

B. Contractor and its agents, employees, officers, or volunteers shall not, by performing 
work pursuant to this Agreement, be deemed to be employees, agents, or servants of 
County and shall not be entitled to any of the privileges or benefits of Cou nty 
employment. 

Section 14. Notices 

A. Each party giving any notice or making any request, demand, or other communication 
(each, a "Notice") pursuant to this Agreemen t shall do so in writing and shall use one of 
the fo llowing methods of delivery, each of which, for purposes of this Agreement, is a 
writing: personal delivery, registered or certified mail (in each case, return receipt 
requested and postage prepaid), or nationally recognized overnight courier (with all fees 
prepaid). 

B. Each party giving a Notice shall address the Notice to the receiving party at the address 
listed below or to another address designated by a party in a Notice pursuant to this 
Section: 

County: 

With a copy to : 

Fort Bend County 
Attn : County Judge 
401 Jackson Street 
Richmond, Texas 77469 

Fort Bend County 
ATIN: Chief Probation Officer 
122 Golfview Dr. 
Richmond, TX 77469 
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Contractor: Redwood Toxicology Laboratory, Inc. 
3650 Westwind Blvd . 
Santa Rosa, CA 95403-1053 

C. Notice is effective only if the party giving or making the Notice has complied with 
subsections 15(A) and 15(8) and if the addressee has received the Notice. A Notice is 
deemed received as follows : 

1. If the Notice is delivered in person, or sent by registered or certified mail or a 
nationally recognized overnight courier, upon receipt as indicated by the 
date on the signed receipt. 

2. If the addressee rejects or otherwise refuses to accept the Notice, or if the 
Notice cannot be delivered because of a change in address for which no 
Notice was given, then upon the rejection, refusal, or inability to deliver. 

Section 15. Compliance with Laws 

Contractor shall comply with all federa l, state, and local laws, statutes, ordinances, rules 
and regu la tions, and the orders and decrees of any courts or administrative bodies or tribunals 
in any matter affecting the performance of thi s Agreement, including, without limitation, 
Worker's Compensation laws, minimum and maximum sa lary and wage statutes and 
regulations, licensing laws and regulations. When required by County, Contractor shall furnish 
County with certification of compliance with said laws, statutes, ordinances, rules, regulations, 
orders, and decrees above specified. 

Section 16. Performance Warranty 

A. Contractor warrants to County that Contractor has the skill and knowledge ord inarily 
possessed by well-informed members of its trade or profession practicing in the greater 
Houston metropolitan area and Contractor will apply that skill and knowledge with care 
and diligence to ensure that the Services provided hereunder will be performed and 
del ivered in accordance with the highest professional standards. 

B. Contractor warrants to County that the Services will be free from material errors and 
will materially conform to all requirements and specifications contained in the attached 
Exhibit A. 

Section 17. Assignment and Delegation 

A. Neither party may assign any of its rights under this Agreement, except with the prior 
written consent of the other party. That party shall not unreasonably withhold its 
consent. All assignments of rights are prohibited under th is subsection without first 
obtaining written consent, whether they are voluntarily or involuntarily, by merger, 
consolidation, dissolution, operation of law, or any other manner. 
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B. Neither party may delegate any performance under this Agreement. 

C. Any purported assignment of rights or delegation of performance in violation of this 

Section is void. 

Section 18. Applicable Law 

The laws of the State of Texas govern all disputes arising out of or relating to this 
Agreement. The parties hereto acknowledge that venue is proper in Fort Bend County, Texas, 
for all legal actions or proceedings arising out of or relating to this Agreement and waive the 
right to sue or be sued elsewhere. Nothing in the Agreement shall be construed to waive the 
County's sovereign immunity. 

Section 19. Successors and Assigns 

County and Contractor bind themselves and their successors, executors, administrators 
and assigns to the other party of th is Agreement and to the successors, executors, 
administrators and assigns of the other party, in respect to all covenants of thi s Agreement. 

Section 20. Third Party Beneficiaries 
This Agreement does not confer any enforceable rights or remedies upon any person 

other than the parties. 

Section 21. Severabil ity 

If any provision of this Agreement is determined to be invalid, illega l, or unenforceable, 
the remaining provisions remain in full force, if the essentia l terms and cond itions of th is 
Agreement for each party remain valid, binding, and enforceable. 

Section 22. Publicity 

Contact with citizens of Fort Bend County, media outlets, or governmental agencies shall 
be the sole responsib ility of County. Under no circumstances whatsoever, sha ll Contractor 
release any material or information developed or received in the performance of the Services 
hereunder without the express written permission of County, except where required to do so 
by law. 

Section 23. Captions 

The section captions used in this Agreement are for convenience of reference only and 
do not affect the interpretation or construction of this Agreement . 

Section 24. Conflict 

In the event there is a conflict between this Agreement and the att ached exhibit, this 
Agreement controls . 
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IN WITNESS W HEREOF, the parties hereto have signed or have caused t heir respective 
names to be signed to multiple counterparts to be effective on t he ~ day of 
~v 2016. 

REDWOOD TOXICOLOGY LAB, INC. 

Albert Berge r 

ATIEST: President 

Title 

AUDITOR'S CERTIFICATE 

I hereby cert ify that funds are available in the amount of $ ]~ COOt~ccomplish 
I 

and pay the obligation of fort Bend County un~?t . ti 
~ .. 1-~ 

Robert Edward Sturdivant, County Auditor 

Exhibit A: Scope of Services 

MTR i:lagrecments\20 16 agreements\purchasmglrl 6-043.resp.rcdwood tox1cology #2 (revised)\rfp 16-043 redwood.docx 
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EXHIBIT A 
Scope of Service 



Fort Bend County 
Purchasing Department 

RFP No. 16-043 for Drug Testing Services and Onsite Screening Products 
for Fort Bend County Juvenile Probation 
Due Date: January 21, 2016, 1:30 p.m. 

QREDWOOD 
TOXICOLOGY 

_ LAB ORATORY .. 

<Cl Alere 2011 . All rights reserved. 

COPY - DRUG TESTING SERVICES 



Fort Bend County Purchasing Department 

RFP No. 16-043 

Drug Testing Services and Onsite Screening Products 
for Fort Bend County Juvenile Probation 

Bid Opening Date: January 21, 2016 
Bid Opening Time: 1:30 PM 

Vendor: Redwood Toxicology Laboratory 

Contact: Gina Mazzocco 

Bid Manager - Business Development 
Redwood Toxicology Laboratory, Inc. 
3650 Westwind Blvd. 
Santa Rosa, CA 95403 
Toll Free: {800) 255-2159 x34304 
Direct: {707) 570-4304 
Fax: {707) 676-9221 
Email: gmazzocco@redwoodtoxicology.com 



REDWOOD 
TOX ICOLOGY 
LABORATORY. 

Executive Summary 

Confidence in testing. 

Redwood Toxicology Laboratory, Inc. (RTL) understands that the Fort Bend County Juvenile Probation 
Department (JPD) seeks a qualified toxicology laboratory to detect and report illicit drug use for the 
purpose of juvenile offender management. We understand that the JPD relies upon urinalysis results in 
order to take action against their probationers; as such, the laboratory must be able to process specimens 
in a timely fashion, using methods that are dependable, and with quality control measures in place to 
ensure that the results are consistently accurate and precise. We understand that cost effectiveness is 
also an important consideration. 

HOW REDWOOD TOXICOLOGY LABORATORY MEETS THESE NEEDS 

Qualifications and Experience: The JPD needs a licensed and experienced laboratory with professional, 
qualified personnel in order to uphold the highest standards in drug testing. RTL holds multiple federal­
and state-level certifications, validating our adherence to scientific standards and our qualification to 
perform testing. Further, as an industry leader that has provided drugs of abuse testing services since 
1994, RTL not only has the necessary qualifications, but also name recognition and a strong track record 
providing accurate, legally defensible results for reputable public and private criminal justice agencies 
across the nation. 

Accuracy and Defensibility: The JPD needs a laboratory that will process specimens in a way that is 
forensically and scientifically supported, and that will be able to back up their results in a court of law. 
RTL processes specimens in accordance with federal and state guidelines, maintains strict chain of 
custody and participates in external proficiency t esting programs. 

Timeliness: The JPD requires services from a laboratory large enough to effectively and efficient ly handle 
timely test process ing. RTL is the la rgest single location laboratory in the nation; we currently process 
over 90,000 specimens per week, which translates into over 4.5 million specimens annually. Our lab is 
continually making improvements to handle more specimens and, simultaneously, to improve our 
turnaround time. As such, the JPD can expect RTL to handle the anticipated volume of specimens with 
deftness throughout the life of the contract. 

Cost Effectiveness: Public agencies constantly have to consider cost within the restriction of a budget. 
One of Rn's missions is to provide public agencies with the most cost effective options for their drug 
testing needs to allow for the most comprehensive program available, leading to a stronger, healthier 
community. We have attempted to provide pricing that will enable the JPD to make the most of our 
products and services. 

ADDITIONAL BENEFITS OF USING REDWOOD TOXICOLOGY LABORATORY 

Technology Resources: RTL offers ToxAccess, our proprietary web-based collections and results 
management system, which includes features that would allow the JPD to gain more control of and utility 
out of their drug testing program, if desired. This system has the potential to house both lab and device 
results, and also includes options for pulling statistical reports. 



REDWOOD 
TOXICOLOGY 
LABORATORY. 

Confidence in testing. 

Synthetic Drug Testing: RTL is at the forefront of the industry in developing laboratory tests for the 
detection of synthetic cannabinoids (K2/Spice) and designer stimulants (Bath Sa lts). We will be able to 
provide the JPD with advanced testing options for t hese kinds of drugs, which often prove elusive or go 

unchecked. 

REDWOOD TOXICOLOGY LABORATORY PRIMARY CONTACTS 

Bid Proposal and Initial Contract Execution: 

Gina Mazzocco, Bid Manager - Business Development 
Direct: (707) 570-4304 I Toll-Free: (800) 255-2159 x34304 

Email: gmazzocco@redwoodtoxicology.com 

Gina will be responsible for answering any questions about RTL's bid proposal, negotiating an awarded 
contract, and communicating with necessary departments to transition the business from award to start 
date. 

Contract Administration 

Krist in Champion, Contract Specialist 
Direct: (707) 570-4317 I Toll-Free: (800) 255-2159 x34317 

Email: kchampion@redwoodtoxicology.com 

Krist in will be responsible for ongoing contract administration, including actions such as amendments, 
renewals, and price changes. 

Account Management 

Ty Hollenbeck, Account Manager 
Direct: (707) 570-4426 I Toll-Free: (800) 255-2159 x34426 

Email: t hollenbeck@redwoodtoxicology.com 

Ty will be the JPD's primary contract for daily account activities. Ty will be responsible for ongoing 
account management, including updates to desired laboratory panels and supply order placement. She 
will also handle issues as t hey arise and escalate t o the proper department for resolution. 

Erin Jackson, Sales Manager 
Direct: (707) 570-4418 I Toll-Free: (800) 255-2159 x34418 

Emai l: kchampion@redwoodtoxicology.com 

Erin oversees and supervises sales activity. She will help facilitate and mediate problem resolut ion for 
any significant issues t hat may arise over the life of the County's account. 



QREDWOOD 
TOXICO LOGY 

_ LABORATORY .. 

Understanding Requirements 

Confidence in testing. 

To ensure that we have met all requirements for the proposed products and services, what follows are 
t he specifications as taken directly from the RFP. The specifications from the RFP are in black; RTL's 
responses to each requirement are written in green. 

11.0 DRUG TESTING SERVICES REQUIREMENTS: 

11.1 The laboratory shall confirm screened positives for all designated drugs, including alcohol, at a 
minimum by Gas Chromatography/Mass Spectrometry (GC/MS). 

RTL performs confirmations on presumptive positive urine specimens using either gas 
chromatography/mass spectrometry (GC-MS), liquid chromatography/tandem mass spectrometry (LC­
MS/MS), or gas chromatogra phy-flame ionization detection (GC-FID), depending on the drug class. 

LC-MS/MS confirmation method is more sensitive and specific than GC-MS, and increases compound 
identification specificity through the use of two mass spectrometers, versus a single one for GC/MS 
methods. In Volume 73, No. 228, page 71868 of the Federal Register, the Department of Health & Human 
Services indicates that LC-MS/MS methodologies have proven to be reliable to test specimens, and 
produce forensically and scientifically supportable results. Moreover, LC-MS/MS results have proven to be 
defensible in courts of law across the country. 

GC-FID confirmation is utilized only for alcohol (ethanol ) confirmation. 

Please note that RTL does not provide confirmations on specimens contained in a rapid test device not 
provided by RTL or an Alere affiliate. 

11.2 The laboratory shall provide at a minimum GC/MS confirmation for at least the following drugs: 
Marijuana, Cocaine, PCP, Amphetamines, Methamphetamines, Benzodiazepine, Barbiturates, and 
Opiates. The laboratory shall provide a list of other drugs it can conduct analysis on and confirmation, 
including Steroids. 

RTL will provide GC-MS or LC-MS/MS confirmation for the drugs listed above. Other popular drugs we can 
test for the County include, in alphabetical order: 

• Alcohol metabolites {see EtG/EtS below) • Ketamine 

• Ambien (Zolpidem) • Kratom 

• Buprenorphine • LSD 

• Designer Stimulants {Bath Salts) • Methadone 

• Dextromethorphan • Oxycodone 

• Ecstasy • Propoxyphene 

• Fentanyl • Steroids 

• GHB • Synthetic Cannabinoids (K2/Spice) 

• Heroin metabolite • Tramadol 



QRE DWO OD 
TOXICO LOGY 

_ LABO RATORY .. 

• Tricyclic Antidepressants 

Confidence in testing. 

RTL also has a Comprehensive Panel testing for over 600 brand name prescription drugs and illicit drugs. 
Should the County have interest in any drug tests not shown above, please contact your RTL sales 

representative regarding availability. 

11.3 The laboratory must be able to provide a liquid Chromatography/ Mass Spectrometry/ Mass 
Spectrometry (LC/MS/MS) confirmation for Ethyl glucuronide (EtG). 

RTL provides alcohol metabolite testing using an enzyme immunoassay (EIA) screen for Ethyl Glucuronide 
(EtG) and confirming presumptive positives for both EtG and Ethyl Sulfate (EtS), a second specific 
metabolite or biomarker of ethanol, using LC-MS/MS. RTL tests and reports EtS in conjunction with EtG to 
confirm recent ethanol ingestion or exposure, offering greater sensitivity and accuracy than either 
biomarker alone. 

Please see our Pricing Schedule for EtG and EtG/EtS test options. 

11.4 The turnaround time for reporting specimen screenings/confirmations to Fort Bend County should 
be 72 hours following receipt of the specimen by the lab. 

For standard urine panels, negative results are reported within twenty-four (24) hours after receipt of the 
specimen in the laboratory. For confirmation of positives by GC-MS, LC-MS/MS or GC-FID, an additional 
forty-eight (48) to seventy-two (72) hours may be necessary. 

For specialty urine tests such as Synthetic Cannabinoids (K2/Spice) or Designer Stimulants (Bath Salts), 
results will be reported within seventy-two {72) to ninety-six (96) hours after receipt of the specimen in 
the laboratory. 

11.5 The cost per specimen GC/ MS confirmation shall be indicated. 

Unfortunately, RTL wi ll only offer confirmation at a price per drug confirmed. Please see the Pricing 
Schedule for details. 

11.6 Chain-of-Custody forms, Chain-of-Custody Pouches with urine lab cups for specimens shall be 
provided at no cost to Fort Bend County. 

RTL provides all necessary supplies to perform urine alcohol and drug testing. This includes all chain of 
custody supplies, including COC forms, bottles, labels, and security seals, as well as shipping supplies. 

11.7 Shipping cost shall be included in t he per specimen price. 

RTL will provide the County with free inbound shipping of specimens to our laboratory via FedEx or UPS 
overn ight delivery. We respectfully request that the County send as many specimens as possible in one 
package to help keep shipping costs down, and to limit pickups when possible (e.g. twice weekly instead 
of daily) to amass more specimens per shipment. If the County's turnaround requirement is more flexible, 
we can also offer prepaid USPS individual specimen shipping boxes as an option. These options will all be 
at no cost to the County. 
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11.8 The laboratory must provide cost schedule for all expenses related to providing expert witness 
testimony. The "requesting agency" or "individual" seeking expert testimony shall pay for expert witness 
testimony. Juvenile Probation will be allowed one request for expert testimony at no cost to Fort Bend 
County. 

RTL will provide Juvenile Probation one request for expert testimony at no cost. Subsequent expert 
testimony requests will be charged at the fees outlined on the Pricing Schedule. 

11.9 The laboratory must be able to provide drug-screening supplies to Juvenile Probation to conduct at 
least 11,500 on-site single drug screens annually. 

If awarded, RTL will provide supplies sufficient to conduct at least 11,500 single drug screens annually. 
Please note, we can split t his into standing mont hly or quarterly shipments in order to lessen the impact 
on County inventory storage facilities. 

11.10 Laboratory must provide reference accounts where the services offered were similar to the services 
requested in this solicitation. Intent is to show company experience in receiving contracts for and delivery 
of services similar to the ones proposed, as well as to demonstrate experience in applying the respective 
services to the criminal justice setting in general (Probation and Parole, in particular). Information shou ld 
include name, address, telephone number, and the title of person to contact for inquiry as to offender's 
experience and performance. 

Please see the "References" section for this information. 
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~IF CENTERS FOR MEDICARE &:MEDICAID SERVICES ~ 
~ CLINICAL LABORATORY IMPROVEMENT AMENDMENTS ~ 

. ~ IABORAl'ORYNAMEAND ADc::FIC<TB OF COMPLL<NCE CUA ID NUMDl!R ~ 

~ REDWOOD TOXICOLOGY LABORATORY,INC EFFE~";:-i68 ~ 
3650 WESTWIND BL VD 
SANTA ROSA, CA 95403-1066 10/14/2014 

LABORATORY DIRECTOR EXPIRATION DATE 

MARK DE MEO MD DIRECTOR 10/13/2016 

358 Certs2_ 100714 

If you currcndy hold a CertiScate of Compliance or Certificate of Ac:cred1tation, below is a list of the laboratory 
spcclaldcs/subspcclaltics you arc certified to perform and their effective datci 

LAB CEKDFICAUON CCODE> 
TOXICOLOGY (340) 

EFFECTJyE DATE 

10/14/1994 
LAB CEJmFICATION CCODE> EFFECTIVE DATE 
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Certificate of Accreditation 

The Substance Abuse and Mental Health 

Services Administration 
certifies that 

Redwood Toxicology Laboratory 
Santa Rosa, CA 

NLCP Laboratory Number: 0658 

has successfully completed the requirements 

of the National Laboratory Certification Program for urine laboratories in accordance 

with the Mandatory Guidelines for Federal Workplace Drug Testing Programs. 

Effective OctobPr 12, 2012 

Director 
Substancc Alruse and M"nul Health Services Adminislralion Ccnt•r for Substance Abuse Prevention 
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In accordance with the provisions of Chapier 3, Division 2 of the Busin~s and Professions Code, 
the persons named below fir~ hereby issued a license auth~rJfing ope~at_ion of a clinical laboratory 

at the .fndj!=ated address or Other sit~(s) Of:!'f!l~;With the.depaf1ment. 
1 ... • __ ,_ •. !: ' . -· ;. '1.. 

REDWOOD TOXICOLOGY LABOIV-TQRY, l~.C. 
. '.· 3~50 WE~TWJND BOULEVA~D .:. ··-.: . 

. SANTA ROSA CA:~.?40'.$ \ t· '. 
.. ...... .:· .~ · ;;:··:~ .:~~.,-r· 

._ 'I • 

. : .. . . . . . •" ' :·; ... ~~\ 
OWNER(S): .:. : ::;: .. : · ·: :··~ ~ .~ -. ·,;;: .~~~,.· '-'· • . . ~.~ ·=·· • • v:o:. ... .,, . 
REDWOOD TOXICOLOGY LAB~RATORY1'N.<;:: : c:· .::;/· , ."~.'. .. ·:, '. .+~ ~} 
RTL HOLDINGS, INC. . , ... ·" · .· ·: • .. '~.· ". ! ··~!;" 
IVERNESSMEDICALINNOVATIONS, INC. · .. " >>_::··,'·,~.;_!}[ :·,, ·: . 
ROBERT MOUNT ·• •. i't.'· .::.,. ').;_:;-~~.: ;·~. 
ALBERT BERGER .. . ·~-· .' .....•. 
JOHN BRIGDEN .. :' ; .. , : 

·' 

oi.RECTOR(S): 
MARK I OE MEO MD 
RICHARD R WILBER MD 

Lab ID Number: CLF 000037.38 
Effective Date: February 26, 2015 
Valid Until: February 26, 2016 
CUA Number: 0500707588 

Beatrice R. O'Keefe, Divi 1 

Laboratory Field Services 
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TEXAS DEPARTMENT OF PUBLIC SAFETY 

STEVEN C. MCCRAW 
DIRECTOR 

DAVID G. BAKER 
CHERYL MacBRIDE 

DEPUTY DIRECTORS 

Dr. Mark J. DeMeo 

Crime Laboratory Service, QA MSC 0460 
P.O. Box4143 

Austin, Texas 78765-4143 
512-424-2105 

Fax: 512-424-5645 
e-mail: wil.young @dps.texas.gov 

DPS ACCREDITATION 

November 27, 2012 

Redwood Toxicology Laboratory, Inc. 
3650 Westwind Blvd. 

Santa Rosa, California 95403 

COMMISSION 
A. CYNTHIA LEON, CHAIR 

CARIN MARCY BARTH 
ADA BROWN 

ALLAN B. POLUNSKY 
JOHN STEEN 

RE: Application for DPS Accreditation under Title 37, Texas Administrative Code, Chapter 28, 
Subchapter I 

Dear Dr. Mark J. DeMeo: 

With some exceptions, Code of Criminal Procedure, Article 38.35, requires Department of 
Public Safety (DPS) accreditation as a predicate to the admission of the forensic analysis of 
physical evidence and expert testimony relating to the evidence in a criminal case. 

As the deslgnee of the Director of the Department of Public Safety, I have considered 
your application based on your national accreditation from SAMHSA and grant Full DPS 
Accreditation to Redwood Toxicology Laboratory, Inc. for the following disciplines: 

Toxicology · .·•· 

·. The foilowing limitations are imposed on these accredited disciplines: Forensic Urine 
Drug Testing. 

The term of SAMHSA accreditation is from 10/12/2012 to 10/12/2013 unless they have 
extended their accreditation as part of a routine renewal process. 

The term of DPS accreditation is from 11/27/2012 until such time that the accreditation 
from SAMHSA is no longer current. 

DPS Accreditation is contingent upon compliance with Title 37, Texas Administrative Code, 
Chapter 28, Subchapter I, including requirements of reporting correspondence, reports or 
communication between the laboratory and the accrediting body. DPS accreditation will be 
automatically rescinded at the same date and time as SAMHSA withdraws your laboratory 
accreditation. 

Yours Truly, 

#~ 
· D. Pat Jonnson 
Deputy Assistant Director, Crime Laboratory Service . 

i;::;.-_ ___ cc:··· sAMHSA - - ·--·---- ---- ---------~ .~----· -. -- -. - . . . 

: . 

COURTESY SERVICE PROTECTION 
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AMERI01N ASSOCIATION OF BIOANAlYSTS 
Pi<OFICIEf\~(~Y TESTING SE!<VICE 

aRl1ROITE OF 
IOOlON 

This cer1iftes rot 

Redwood Toxicology Laboratory 

Is a portic ipont in a continuous progrom 
of quality control tor taboro1orf testing. 



..•. 
:!~l!::; COLLEGE of AMERICAN 
!::;:;:: PATHOLOGISTS .... 

The College of American Pathologists recognizes 

Redwood Toxicology Laboratory 
71824-00-01 

As a laboratory demonstrating continuous improvement in quality through 

participation in 2014 CAP Surveys, EXCEL®. and/or Anatomic Pathology 

Education Programs. 

~Fe/If 
Gene N. Herbek, MD, FCAP 
President 
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Con1tdence •n testing 

Pricing Sched ule 

Fort Bend County Juvenile Probation 

RFP No. 16-043 for Drug Test ing Services 

Requested/Suggested Urine Laboratory Panels 

ROvnNE PANEL ·SUGGESTED PANELS 

• • .. • . . • 
Routine Panel Option 1: Eight Drug Standard Urine I.ab Panel · Screen Only 
Akollol (Ethanol), Amphoumil>tl/Meth•mpllet-. Borblturne, BenzocHaz•pines. Couln<, ..wfiuono. O!M>tos. PCP · 

R53 8 this h what Jw~n1-. '1obotion c.llftTntly r«e'lws 

Routine Panel Option 2: Eight Drug Standard with Oxycoclone • Screen Only 
Alcohol (Ethanol), Amphetomlnts/M<thamphetamtnes, Borblt..,.tos, Benzodloz<plnes, Coc•lnt, M•rl)uono, Oplatos, PCP 

TBD 9 • Oxycodone 

Routine Panel Option 3: Eight Drug Standard with EtG ·Screen Only 
Alcohol IEtNnoll Ampllet>minos/Methompllet- BorbituntH. Ben1odlazepinH. Cocolnt, M0tjiuono, O!>l>tos, PCP+ 

TBD 9 EtG 
Routine Panel Option 4: Eight Drug Standard with Buprenorphlne ·Screen Only 
Akollol (lthanol) Amphet>minos/Methomplletamlnos, Borbltum .. , Ben1odin•pin<S, Cocolno, Morjiu>N, Oplot•s. PCP+ 

TBD 9 Bupronorphlno 

Routine Panel Option 5: Eight Drug Standard with Oxycodone and EtG ·Screen Only 
Alcohol (Ethanot), Amphetamines/Methamphetamlnes. Biirbiturates, Benzodlazepk'les, COC1$ne, Mari;tlolM, Opiates, PCP 

TBD 10 + Oxycodone + EtG 

Routine Panel Option 6: Eight Drug Standard with Oxy, EtG and Bup · Screen Only 
Alcohol (Ethanol), Amphot>mines/M•thomp/let•minH, a..t>itwates, Benzodl>z•pW!H, Cocoln<, Morljuono, O!>l>tes, PCP 

TBD 11 • Oicycodone: + EtG • Bupfenorphlne 

CONFIRMATIONS .. .. . . . 
Various Confirmat ion: GC·MS or LC·M S/M S Ur ine I.ab Confirmation · cost per drug confirmed 

EtGOPTIONS .. .. • . ....... 
N/A 1 EtG Option 1: see "screen only" EtG built Into routine panel options above. 

EtG Option 1: Ethyl Glucuronlde (EtG)/Ethyl Sulfate · Confirmation Only (LC-MS/ MS) 

For uu with o fOCltine scrttn that lnc/u<tts frG In th< paMI (stt fOCltine panel options 13, 15or116 a~}. This 

647 1 confirmation could~ ouromarlc or r~qunrtd, but would~ chorgtd or IM ftt lndlcortd on this Une. 

EtG Option 2: Ethyl Glucuronide/Ethyl Sulfat e (EtG/EtS) Alcohol metabolite· Screened by EIA and 

positives automatically confirmed by LC/MS/MS at no additional charge 
647 1 EtG/ErS r.st - H rtqUnrtd 01 rim< of coll<ctlon as o ~"°"'" rur (nor lncluthd in o poMI/. 

Cou rt Testimony and Supplemental Fees 

ITEM CODE Description of Fee 
AFFD Affidavits 

INTP Written Interpretations 

CORT Telephonic Court Testimony 

In-Person Court Testimony . p<• hour. plus trov•I - llllST TCSTIMONY f/IU OF CHARGE 

FEDD< Short Shipment 

STAT STAT Testing (Priority) 

QNS Quantity Not Sufficient 

Specimen Retrieval - if you request Ji 1est 10 be perl0tmed ifter thf init..t test is t0mptete and resutu hi~ Wudy bttn returned 

PUU to you, thk fe~ wm be u~ssed 

PROB Problem Specimen 

ADS Accidental Delivery Specimen 

Collection & Shipping Supplies 

.. 

s 4.25 

s 4.75 

s 6.25 

s 6.25 

s 6.75 

s 8.75 

s 10.00 

.. 
N/ A 

s 10.00 

s 12.50 

PRICE PER 

OCCURRENCE 

s . 
s . 
s 
s 700.00 

s 
s 100.00 

s . 

s 
s 
s 

RTL provides all necessary urine specimen collection and shipping supplies t o i ts clients at no additional cost. For urine testing. these supplies 

include: 

·Urine specimen colleclion containers: 60 ml or 90ml bottles with lids and built-in temperature st rips. 

- Specimen baggies with absorbent material 

• Preprinted Chain of Custocly forms/labels & security seals 

• Pre-paid FedEx or UPS lab packs or pre-paid U.S. mailer boxes. 

Lab Supply Shipping and Handling: Outbound lab supply orders will be shipped at no charge for ground service delivery. Expedited shipping 

of supplies will be charged on an ·ar cost' basis. FOB Shipping Point. 

Specimen Shipment to RTL: Next day air service of Inbound specimens sent to RTL for testing is provided at no charge; however, we 

respectfully request that the County attempt to ship five (S) or more urine and/or oral fluids specimens i n each FedEx overnight shipment to 

help us keep shipping costs down. Any combination of urine and/or oral fluids devices may be shipped together via FedEx overnight service. 
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Pridng Schedule 
Fort Bend County Juvenile Probation 

RFP No. 16-043 for Drug Testing Services 

Other Available Urine Lab Panels 

Urine Lab Tests - Standard Drugs 
, .... , . • ' ' I Hf 

Varies 1 One Drug Standard Lab Panel - Screen Only 

Varies 4 Four Drug Standard Urine Lab Panel 

Varies 5 Five Drug Standard Urine Lab Panel 

Varies 6 Six Drug Standard Urine Lab Panel 

Varies 7 Seven Drug Standard Urine Lab Panel 
Varies 9 Nine Drug Standard Urine Lab Panel 
Varies 10 Ten Drug Standard Urine Lab Panel 

P69 1 Adulteration Panel • Creallnlne, pH & Specific Gravity 

Confidence in testing 

.. 
s 3.00 

s 3.90 

s 4.20 

s 4.60 

s S.00 

s 5.50 

s 5.75 

s 1.25 

Stondonl f1rv9s •ndud<: Alcohol (Erhonol), AmpMto~thomph<tomh>ts. Sorbilun>tts. tkruodiozrplnts, Cocolr><, Ecsrosy (M~, Morijuono (THC), Mtril<>dc>M, 

Ofllatts. PCP, PropoxyplltM. 

•All urines will be screened for crealinine levels al no additional charge. 

Urine Lab Tests - Specialty Drugs 

• • , . • . ...... .. 
5210 1 Ambien (Zolpldem) s 25.00 

092 1 Buprenorphine ·Screen Only s 5.00 
S292 1 Buprenorphlne • Confirmation Only s 12.50 
2267 1 Carisoprodol (Soma) • Screen Only s 8.00 
5271 Carisoprodol (Soma) • Confirmation Only s 15.00 
1273 1 Cotinine (Nicotine metabolite) - Screen Only s 5.00 

P80 21 Designer Stimulants (Bath Salts) • Expanded Panel s 30.00 
P81 3 Designer Stimulants (Bath Sall s)· Shon Panel (MDPV, Mephedrone, Methvlone) s 18.00 
1243 1 Dextromethorphan • Screen Only s 8.00 
5243 Dextromelhorphan • Confirmation Only s 15.00 
5504 1 Fentanyt s 40.00 
5503 1 GHB s 50.00 
094 1 Heroin metabolite (6-MAM) - Screen Only s 3.50 
5094 1 Heroin metabolite (6-MAM) · Confirmation Only s 12.50 
5501 1 Ketamine s 15.00 
1163 1 LSD ·Screen Only s 15.00 
098 1 Oxycodone · Screen Only s 5.00 
5098 1 Oxycodone • Confirmation Only s 12.50 
8474 30 Premium Synthetic Marijuana (K2/Splce) · LC-MS/MS Test s 45.00 
6473 19 Synthetic Marijuana (Kl/Spice)- Screened by EIA and confirmed by LC-MS/ MS s 18.00 
5550 Multi Steroid Testing s 65.00 
091 1 Tramadol · Screen Only s 8.00 
5212 1 Tramadol ·Confirmation Only s 15.00 
P40 Multi Comprehensive Panel (GC/ MS Confirmation for additional fee of $20.00 per drug) s 50.00 

Available Oral Fluid Lab Panels 

Oral Fluid Lab Tests ..... , . • • 11 • 111• • .. 
2101001 N/A Quantisal Oral Fluid Collection Device · must be purchased prior to use s 2.00 
Varies 1 Buprenorphine - add to a screen only panel s 1.00 
Varies 1 Buprenorphine • add to an automatic confirmation panel s 1.50 
F2S N/A Synthetic Canllabinoids s 18.00 
FSS 1 Tramadol s 30.00 
Varies 1 GC·MS or LC·MS/MS Oral Fluid lab Confirmation · cost per drug s 12.50 
Varies 6 Six Drug Standard Oral Fluid l ab Panel - Screen Only s 6.00 
V~ries 7 Seven Drug Standard Oral Fluid l ab Panel • Screen Only s 7.00 
V;mes 8 Eight Drug Standard Oral Fluid Lab Panel· Screen Only s 8.00 
Varies 9 Nine Drug Standard Oral Fluid l ab Panel • Screen Only s 9.00 
Varies 10 Ten Drug Standard Oral Fluid lab Panel· Screen Only s 10.00 
Varies 11 Eleven Drug Standard Oral Fluid Lab Panel - Screen Only s 11.00 

Srortdard dfllOJ lndudr: Alcohol (Ethanol/. AmpMtamlnn., Borbfturot tJ, kn1odiazrplnn. COcaiM. Morl}uono (THC}. MrchodoM; IMthamphrramiMs, Oplot·r$,. Oxyc.odoM. 
PCP. 
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Fort Bend County Purchasing Department 

RFP No. 16-043 

Drug Testing Services and Onsite Screening Products 
for Fort Bend County Juvenile Probation 

Bid Opening Date: January 21, 2016 
Bid Opening Time: 1:30 PM 

Vendor: Redwood Toxicology Laboratory 

Contact: Gina Mazzocco 
Bid Manager - Business Development 
Redwood Toxicology Laboratory, Inc. 
3650 Westwind Blvd. 
Santa Rosa, CA 95403 
Toll Free: (800} 255-2159 x34304 
Direct: (707) 570-4304 
Fax: (707} 676-9221 
Email: gmazzocco@redwoodtoxicology.com 
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Executive Summary 

Confidence in testing. 

Redwood Toxicology Laboratory, Inc. (RTL) understands that the Fort Bend County Juvenile Probation 
Department (JPD) seeks a qualified vendor to provide rapid test devices for the detection of illicit drug 
use for the purpose of juvenile offender management. We understand that the JPD relies upon rapid test 
devices to perform on-the-spot evaluations of their probationers; as such, the awarded vendor must be 
trusted to provide quality, accurate rapid test devices in a timely fashion. We understand that cost 
effectiveness is also an important consideration. 

HOW REDWOOD TOXICOLOGY LABORATORY MEETS THESE NEEDS 

Qualifications and Experience: The JPD needs an experienced vendor with professional, qualified 
personnel in order to uphold the highest standards in drug testing. Providing drugs of abuse testing 
devices since 1998, RTL not only has the necessary qualifications, but also name recognition and a strong 
t rack record providing accurate, legally defensible results for reputable public and private crimina l justice 
agencies across the nation. 

Quality and Accuracy: RTL's devices have been tested for accuracy and specificity, as are outlined in the 
product inserts provided with our devices. We have direct access to QA/QC personnel and are able to 
provide validity studies and other information as necessary to uphold the integrity of our devices. 

Timeliness: RTL sells over 10 million devices out of our on-location warehouse each year, and we ship 
through professional couriers to ensure trackable, timely delivery. Additionally, as a subsidiary of Alere, 
we have sister companies who may assist with inventory, should we experience any unforeseen 
depletion of our supply. The JPD can expect RTL to handle the anticipated volume of specimens with 
deftness throughout the life of the contract. 

Cost Effectiveness: Public agencies constantly have to consider cost within the restrict ion of a budget. 
One of RTL's missions is to provide public agencies with the most cost effective options for their drug 
testing needs to allow for the most comprehensive program available, leading to a stronger, healthier 
community. We have attempted to provide pricing that will enable the JPD to make the most of our 
products and services. 

ADDITIONAL BENEFITS OF USING REDWOOD TOXICOLOGY LABORATORY 

Technology Resources: RTL offers ToxAccess, our proprietary web-based collections and results 
management system, which includes features that would allow the JPD to gain more control of and utility 
out of their drug testing program, if desired. This system has the potential to house both lab and device 
results. 
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REDWOOD TOXICOLOGY LABORATORY PRIMARY CONTACTS 

Bid Proposal and Initial Contract Execution: 

Gina Mazzocco, Bid Manager - Business Development 
Direct: (707) 570-4304 I Toll-Free: (800) 255-2159 x34304 

Email: gmazzocco@redwoodtoxicology.com 

Gina will be responsible for answering any questions about RTL's bid proposal, negotiating an awarded 
contract, and communicating with necessary departments to transition the business from award to start 
date. 

Contract Administration 

Kristin Champion, Contract Specialist 
Direct: (707) 570-4317 I Toll-Free: (800) 255-2159 x34317 

Email: kchampion@redwoodtoxicology.com 

Kristin will be responsible for ongoing contract administration, including actions such as amendments, 
renewals, and price changes. 

Account Management 

Ty Hollenbeck, Account Manager 
Direct: (707) 570-4426 I Toll-Free: (800) 255-2159 x34426 

Email: thollenbeck@redwoodtoxicology.com 

Ty will be the JPD's primary contract for daily account activities. Ty will be responsible for ongoing 
account management, including device order placement. She will handle issues as they arise and escalate 
to the proper department for resolution. 

Erin Jackson, Sales Manager 
Direct: (707) 570-4418 I Toll-Free: (800) 255-2159 x34418 

Email: kchampion@redwoodtoxicology.com 

Erin oversees and supervises sales activity. She will help facilitate and mediate problem resolution for 
any significant issues that may arise over the life of the County's account. 
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To ensure that we have met all requirements for the proposed products and services, what follows are 
the specifications as taken directly from t he RFP. The specifications from the RFP are in black; RTL's 
responses to each requirement are written in green. 

13.0 ON-SITE SCREENING PRODUCTS REQUIREMENTS: 

13.1 Urinalysis screening procedures, as indicated in the manufacturer's package Insert, should require no 
t iming steps and should not indicate the necessity of a timer (stop watch or any other timing devices). 

Results for the Reditest• Panel-Dip device are available in five (5) minutes. Any visible line, even a faint 
line, in the test region indicates a negative result. The test may be interpreted for negative results as soon 
as all test lines appear for each drug on the device. This may occur in fewer than five (5) minutes. 
However, a timing device is required to ensure that five (5) minutes has passed before reading final 
results. Results will be stable for up to one (1) hour. Please refer to the Package Inserts located in the bid 
response package for detailed instructions on correct product usage. 

13.2 Urinalysis screening results should be capable of being photocopied to provide a permanent record. 

The Reditest Panel-Dip device is flat, allowing for ease of photocopying. 

13.3 Urinalysis screening product should provide results in approximately five (5) minutes or less. 

Results for the Reditest• Panel-Dip device are available in five (5) minutes. 

13.4 Urinalysis screening product should be able to be conveniently used on the spot, at any location, and 
in the presence of the client, patient, or offender. 

RTL's Reditest Panel-Dip devices are portable for use in any location. Beakers or bottles will be provided at 
no additional fee to allow for specimen collection. For added flexibility, RTL recommends the iScreen"" 
iCup• all inclusive on-site device. Please see the "Pricing Schedule" for additional information. 

13.5 Urinalysis screening product shall not requ ire electricity, special plumbing, calibration, or laboratory 
environment. 

RTL's on-site screening devices do not require electricity, special plumbing, calibration or laboratory 
environment/equ ipment. The devices are self-contained (stand-alone) and not instrument based. 

13.6 Urinalysis screening product shall meet the current SAMHSA or equal cut-off levels. Compliance with 
the current SAMHSA or equal cut-off levels must be outlined in the manufacturer's package insert. 

RTL's Reditest• Panel-Dip devices include the following drugs and cut-off level concentrations. Currently 
available configurations are provided on the HPricing Schedule." The Reditest• Panel-Dip devices may 
perform around, at, or below the currently established SAMHSA detection cut-off levels, depending on 
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the configurations chosen for utilization by the County. Compliance with SAMHSA cut-off levels are 
outlined in the Reditest panel dip package insert provided with this bid. 

Test Calibrator Cut-off 

Amphetamine (AMP 1,000) d-Amphetamine 1,000 ng/ml 

Amphetamine (AMP 300) d-Amphetamine 300 ng/ml 

Barbiturates (BAR) Secobarbital 300 ng/mL 

Benzodlazepines (BZO) Oxazepam 300 ng/ml 

Cocaine (COC 300) Benzoylecgonine 300 ng/ml 

Cocaine (COC 150) Benzoylecgonine 150 ng/ml 

Marijuana (THC) ll-nor-69-THC-9 COOH SO ng/ml 

Methadone (MTD) Methadone 300 ng/mL 

Methamphetamine (mAMP l,000) d-Methamphetamine 1,000 ng/ml 

Methamphetamine (mAMP 500) d-Methamphetamine 500 ng/ml 
Methylenedioxymethamphetamine 
(MOMA) Ecstasy d,I Methylenedioxymethamphetamine 500 ng/ml 

Opiate (OPI 300) Morphine 300 ng/ml 

Opiate (OPI 2,000) Morphine 2,000 ng/ml 

Oxycodone (OXY) Oxycodone 100 ng/ml 

Phencyclidine (PCP) Phencyclid ine 25 ng/mL 

Propoxyphene (PPX) Propoxyphene 300 ng/ml 

Tricyclic Antidepressants (TCA) Nortriptyline 1,000 ng/ml 

13.7 Manufacturer must provide F.D.A. approval for screening product. 

RTL's Reditest Panel-Dip device is FDA SlO(k) cleared to market. Please see the attached FDA SlO(k) 
Letters of Notification for this device included with this bid response. 

13.8 Urinalysis screening product must be available for pu rchase in single drug panels, as well as multiple 
drug panels. Currently Juvenile Probation uses 3750 6 panel COC/M AMP(fHC/OPI/ PCP/BZO, SOOD 5 
panel THC/COC/M-AMP/OPl/BZO, 200-300 1 panel One Step Synthetic Ca nnabinoid test and 2670 2 panel 
THC/COC. 

RTL has a wide suite of devices available to the County, in configurations ranging from single drug up to 
twelve (12) drugs per device. Please see the "Pricing Schedule" for available products and pricing. 

Please note that our Synthetic Cannabinoid dip is not FDA cleared-to-market; it is for forensic use only. To 
our knowledge, there is no FDA cleared-to-market Synthetic Cannabinoid dip available in the industry. 

13.9 Urinalysis screening product must be highly specific and reliable immunoassay that provides easy-to­
read, clearly distinguishable positive or negative results. 
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Confidence in testing. 

RTL's drugs of abuse screening devices are easy to read to aid in correct interpretation of results. To 
ensure quality, a control line Is included on each screening device. If two red lines appear on the device 
after administering the test, one in the control region (C), and one in the test region (T), the specimen is 
negative. The testing region must be snow-white to be considered positive. Each Package Insert Includes 
instructions for use. 

13.10 Supplier must be able to provide individual/multiple screening products for at least all of the 
following: Amphetamines; Barbiturates; Benzodiazepines; Cocaine; Marijuana {THC); Morphine, PCP, and 
Ethanol Alcohol. Vendor should demonstrate the ability to meet the department's supply demand with 
forty-eight hour notice, at any given t ime. 

RTL has configurations ranging from single {1) drug up to twelve (12) drugs per device, including all drugs 
noted above, with the exception of Ethanol Alcohol, which we only have available in a saliva device. We 
advise against testing for alcohol (ethanol) in a urine rapid test device for the following reasons: 

• There is no correlation between a blood alcohol level and the alcohol content in a random urine. 

• From a device technical perspective, urine alcohol tests have (at most) 12 months of shelf life 
from the date of manufacture. The presence of a urine alcohol test in combination with other 
drug tests will short-date the life of the entire product. 

• Urine alcohol tests are very susceptible to temperature extremes, particularly on the high side. If 
the t est is exposed to temperatures above 85 degrees F for a few days or to higher temperatures 
for a shorter period, the enzyme in the test deactivates and the test is rendered ineffective. 
Unfortunately, this means the color of the reagent pad will not change, so all urines, whether they 
contain alcohol or not, will show a negative result. Therefore, unless the end-user is sure the test 
has been contained in a controlled environment, negative results may not be correct. 

Please see the "Pricing Schedule" for available products and pricing. Product order will be placed w ithin 
forty-eight hours (excluding weekends and holidays), and usually will be sent same-day when the request 
is received from the County prior to 1:00 PM PST. Shipping to the County w i ll take 4-7 business days 
when shipped via ground service delivery. 

13.11 Urinalysis screening product must not require any daily routine maintenance or calibration 
procedure beyond quality control. 

RTL's on-site screening devices do not require any daily routine maintenance or calibration procedure 
beyond quality control. 

13.12 Supplier must provide reference accounts where the services offered were similar to the services 
requested in this solicitation. Intent is to show company experience in receiving contracts for and delivery 
of services similar to the ones proposed, as well as to demonstrate experience in applying the respective 
products to the criminal justice setting in general (Probation and Parole, in particular). Information should 
include name, address, telephone number, and the title of person to contact for inquiry as to offender's 
experience and performance. 

Please see our attached references. 
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Confidence in testing. 

13.13 Supplier must provide complete on-site training to Juvenile Probation personnel to include 
implementation, operations and troubleshooting, free of charge at a minimum of twice per year. 

RTL offers a variety of useful training resources to our clients: 

• Online training modules 
• Webinar training 
• On-location training 

The on line modules are PDF or Flash presentations that provide information about rapid test device usage 
and results interpretation, specimen labeling, and packaging of specimens for shipment. These online 
training modules may be accessed via our website, performed at your convenience, and revisited as many 
times as you like. We also offer on line training certification quizzes that your staff may take to ensure that 
they understand proper procedure and interpretation of rapid test devices. You may review these 
resources on our website at https://www.redwoodtoxicology.com/resourcesfscreening devices#training. 

Our webinar and on-location training options given by our trainer include a presentation on specimen 
collection, chain of custody procedures, specimen shipment to the lab, and reporting methods. A question 
and answer session will follow every presentation. Training supplies will be provided to training attendees 
with sample bottles, labels, and literature. 

These training resources are available to RTL's clients for no additional charge. 

13.14 Supplier must provide a complete per unit I per day test kit cost breakdown must be included. This 
per unit breakdown must include all costs associated with implementation, training services, materials 
and shipping. 

A complete price list of products requested pursuant to this RFP is provided on the document entitled 
"Pricing Schedule," as well as additional products available to the County. This includes our 
comprehensive product line and supply options. Training, supplies, and free ground shipping are included 
in these prices. Expedited shipping will be provided at cost to the County. 
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One Step Drug Screen Test Card 
Package Insert for Single and Multl Drug Screen Test Cards 

Instruction Sheet for testing of any combination of the following drugs: 
AMP/BAR/BZO/BUP/COC/THC/MTD/mA.MP/MOMAJMOP/OPl/OXY/PCP/PPXITCA 

A ~ one a/op =->Ing teal for Ille llmultoneou1, qu- ,.,_ of muliplo <*1'pl and d'ug rr»iabolt••., hcMnan uriw 

For ,,.olfhcalw pro/•uloN/1 Inducing f"OlouloN/1al pointofc.-11101. 

The On• Slop On19 Scrffn THI Cord lo o lol...t llow chtomo10grophlc: irrminonNy 1or 1he quoilolive 
dt1edon or nUoplo dNgt ond dnig ,,....boil" in urine 01 lhe -..inu c:ul-oll -.ollono 

THI C1lilHllOf Col-d 
AmDhet1mwte (AMP 1,000) ~ ......... 1,000 ntt1m1: 
Amphet1mine (AMP 300) """"-'""'""' JOO~ 

BaJ'tMtUrlltH (BAR) SKObatDhl JOO ng/mL 
hnzocbz:•pflH (BZO) Onz-m JOO -
Bup<e.....,ino (SUP) Sup,-•~ 10.,.rm.. 
Coc111n• ICOC 300) BenzoNcaontM JOO norm. 
Coc1i11(COC150 ) B•nz:OVlitCnNWtA 1501'1Qff'l't. 
-•n11(THC) 11.ncw-4 • THc.t COOH so-
Me..-11.<TO) Me1hodoM JOO -
Milth---1amne (mAMP 1 000) ...... 1 OOOna/<ri. 
~th1mph1t1rTW11 ' mAMP 500) d-Meth1mpt\Nl"l"IH\e 500 . ....... 
M1thyl-.1cuoxymeth1mpMt1mine (MOMA) 

d ,I Mttn)'ttMdlOtymethl~ltnnt 500 nglml Ec:t:tHY 
uowtl (OPI 300} M- JOO-
VDlfie 10PI 2,000) MO<pll.,. z.ooo-
""""""""' IOXY) ~· 100-
Ph1ncvettci1nt IPCPI PMl'K:Ydklina 25 ng/ml 
Ptopovvnntne {PPX) Propo'W'r\Pl.1nt JOOna/ni. 
Tnr:vc:m: AntJd••ssants (TCA) N~ 1,000 IV\TrN 

Configurations of the One Step Orvg Screen Test Cud can consl1t ot any combinaUon of the 
above listed drug 1natytu. This HSIY provides onty 1 preliminuy 1n1tytiQll tut result. A more 
s pecific 1tt1m1t1 ch.mJc-11 method must be used Jn Ofd1r to obtain 1 confirmed analytical resu•1.. 
G11 chrom1tographylmH1 spKtronMtry (GCIMS) It tht preferrtd confirmatory method. CUn le1I 
eonsldenitlon and p rotnslonal JudgrMnt should M applied to any drug of abuse tut resutt. 
partleuluty when preliminary positiw results are lndkattd.. 

SUMMARY 

The One Step Drug Ser.en Tttt Card It 1 r-.pid urine tc:rHnlng tHt thllt can bl pet1ormed without tht 
use of 1n lmtlument. TM Ifft utilu1 monocio~ antlbodin to stftedvety det.a 1teY1ttd lriets of 
1podll< drugs In urine. 

AMPHETAMINE (A.MP 1,000) 

Arr¢e1omln• Is • S<hedulo II "°"~- subslanco ovollable by "'"atpClon (Dexedrin.e) ond Is ello 
av•l•blie on th• ilk:M market. Amphetamines are • daH of po1Mt sympa1homlmetlc agents ~th 
therapeutic appllcadons. They a re chemlcaly related to the human body's nat ural c.techolamnes.: 
tpinephrine and norepinephrine. Acute higher doses .. ad to enhanced stimubition of the c.ntral nervous 
system and Induce llUPhOri• . ... rtnen.. reduced 1ppebt1. and 1 HnM of lncttased energy and power. 
C1td~ res.pottM• to ~1mnes lndJde lncrelSld blood prnture and cerdec errhythrrin. 
Mot• acute r.aponses produc. anxtery, s-r-.noi1, h-IMnadons, ind paychok: beh1-Aof. The effects ot 
Amphetamnec generaly t.1' 2""" hours folo'Mng use Ind the drug hH 1 halt-ife of .._,2, hours In the 
body. About 30% of Amphettmnet ere exeteted In the urine In unchanged form. Wlh th• remllinder 11 
hydro~led 1nd d1arrin1ted derivadves. 
The One Step 0Ng Ser.en Tes-1 C1rd .,..... 1 p<MJlive rnul1 'When Arr.,i't•tan'lnft In urine exCffd 
1,000 og/rT(.. This lo the hlslo<lcol wMring M-<>K lor pooiho ,.,..._. Ml by 1he SutJolenc• Al>uM 
lll1d Montal Health SeNl<ff Adfrinillrotion (SAMHSA, USA). ' 

AMPHETAMINE (AMP 300) 

The One Step Drug ScrMn T111 Card ylelds 1 potifye rnul Mltn Amphetamines In urtne exceed 300 
ng/ml. SffAMPHETAMINE (AMP 1,000) lorlhe""""""'Y· 

BARBITURATES (BARI 
Barbiturates are central nervous aystem depruunts. They are used ther11>1uticaly 11 1td1tives, 
hypnoks, ond a- 8Wbil\K•1" ere - alwoys taU<I O<.ily .. cepeuln °' lablt10. The 
tfftctl rtsen"tie lhol4 of intoxadon Mth ek::ohol. Chronic UM of batbrturat• Inds IO looterence end 
phyoicol dtpendtnco. 
Short acting 81rt>lluro1ff 1alten at 400 mglday lor 2-3 monl/IS con p<od..., a dnk:oly slgnill<an1 dtgrH 
of phr"cal deptndtnce. ~raw.I 1ymptonw exper1enc:::ed during periods o f drug 1bst1Mnc1 can be 
aevere enough to cause duth. 
Onty 1 smll •mount l)Ms than 5") of mos:t Batbituratn at• Hc:reted un.llwed In th• urine. 
The 8PPf'Ox'tm1tt dttedon linw lnita '°' Batbituntff ere. 

Short acting (•.;. ~ 100 1111 PO (om) 4.S days 
Lonv •ding (e.g. Pllenoborbital) 4001111 PO (orol) 7 days ' 

The One Step Drug ScrH n Test Card yfeldt 1 Polhiv• resutt W'hen the Barbitu ... tes In urin1 ex~ 300 
ng/n'L. Al p<HOnt, lhe Substonco Abuse and Mental Hoallh SerAces Adrrinls~etion (SAMHSA) doff not 
have a reconvnended ac:rffl"ling cut.()ff fol Battiturete positive apte:imens. 

BENZODIAZEPINES (BZO) 

S.nzocfazepinn ere medications th-11 •• frequentty prnenbed tor the symptomric treatment of anxiety 
Ind llffp cfisOtdert. They ptoduc. th41ir etfectt vf1 tptcik: recepCors lnYoMng 1 nturochttricol caled 
gamma amlnobutync 1dd (GABA). B.cause tl"Y 1r1 safer and moft t ft'•ctfve, Btnzodiaupinn hlV• 
replaced barbie'-'"•IH In the trelll'Mnt of both MX.lel'f and In'°"""•· BtnzodlaztplnH are aMo UMd as 
MdelivM before ..,,. s<qlc:ol ond medic:al p<ocedurM. ond lor 1he 000~ of Mizwe - ond 
- "'lhdrewol. 
Rlllc ol physlc:ol dtpo,....._ lncre- K Benzodltlleplnu 010 token t0guloflv (•.;.. dolly) lor mo<• !hen 
a few months, 11pedaly at higher thtln "°""81 dos•. Stoppfng abruptty can bring on such •ymptoma 11 
ttout>M lleeplng, g11lrolnt..Unat upMt. feeing unwd, toss ot appebte. sweeting, tremblng. w11kneH. 
•m:Jeey and chanQH In perception, 

ONf 1n<O --Oas 1han 1~) of"-' ---., ..... - ...,.._in 1he urine,..-"' 1he 
_.,...,., ... .._ lo "°'*"'"'ed dn.ig. The-.., period !Of 1he Benzocbzepl,_ in urine II ~7 cloys. 
The On• Step ONg Sel'ffn T111 Card yMktt 1 poe;itive reauft '#hen the S.nzociaz:tplnn In l.rine 
exceed 300 ngfrrL. At present. the Substance Abuse and Mental Htaflh Sel'Yk:e$ Admlnlstradon 
(SAMHSA) don not h1vt 1 reconvnendtd acr11nlng cut~ff for Barbiturate poslttve speeimens. 

BUPRENORPHINE (BUP) 
BupreMfPhlne le 1 potent anMgetk often uMd In the u .. trrwnt of opiokl adclclon.. The drug tt lotd 
undtt th• tredt names Subt.llell "' . BUPfMIX"'. T ·~"' and Suboxon• "'. ~ contain 
Bup<enorphlne HCI olone or In combnolion ..;th Noloxone HCL The111pouticaly , Bup<enorphlne Is used 
11 • aubl.titution tr11tment for opla'd addicts. Subclrtution trHtmlnt ts 1 tonn of mtdlcat cert ottered to 
opltto eddlCU (pri1T111!ly heroin lddiCll) based on • slrrilor or ldentlcal 1u0otance 10 tho drug normolly 
UMd. In subldtudon therapy. Buprenorphine it u ettKCN• n Methadone but dernoMtr1tn a lower lev~ 
or pllysk:ol d~. Conc:ontrolons of ~" Bup<enorphlne and Nott>up<"'10fphlne in urine may be 
lffs than 1 ~ after lhe<epoutic: edninillnldon, bu1 can ronge up to 20 ~ in abuM lilu-.10 
The plasma hel lie ol Bup<enorphlne ls 2~ houts. 10 While complote olninrion ol o single doH of !he 
drug can tlkt .. long 11 e days, th• wfndow of detection for the parent drug Jn urine Is thought to bt 
1ppro1hnatety 3 days. 
Subltanlial abuM of Buprenorphine has also been reported Wi m1ny countries "tlltiert nrious Jomw ot the 
drug ere ov-. The dnig hM been diverted ~om logitimt1• <haMOls lhrough !hell. dodo< shol)plng, 
ond hudulenl p<Meriptiooo. ond boon •bu»d Yio inVovonous, Slblngual lntr.,,.... ond Inhalation 
routn. 
The Ont Step Orog SerHn Tes1 Card yietdl a poei1ive rnul whtn the Buprenorphine In...;.,. exceeds 
1 O ng/mL Al preHnl, the Substance Abuse and Mtnlal Health Services Administration (SAMHSA} does 
not have 1 r~ $C1t1nlng cut-on fot' BuPf•norphln• pos.ttWe aptdmens. 

COCAINE (COC 300) 

Cocolne Is • polon1 control,,.,...,.,. syslom Slimulont ond a local OllHlh01ic. lnlllaly, K b<lnga eboul 
txtr1me energy and resdusMaa '#11ii .. gredualy rHufting In tremors. over••Miwity and """''"'· In 
large amountl. ~ne CIUSH ftvtt, unrespontfvtnHI. ditficu~ In bfHthlflO •nd unconsdousness. 
Cocelne Is often ""..edninlstered by nasat lnhefadon, Intravenous lnjtcdon 1nd free-best 1motdng. II Is 
excreted In urtne In 1 ahort imt pc1mlrity as Benioytec:oorine.11 Be~. 1 majcN' mttabolte of 
cocaine, has e Jongef bio1oQ1<01 hell-II• {~ ho\lfw) lhan cocaine {O.S-1.S hours), end can ge..,oty be 
deltd.ld IOf 2~1 houri aft.91 coe.int ex-poaw-1.1 

The One Step Drug sc,.1n Tell Card yields 1 positive reaul wtltn the cocaine rnttlbolte W. urine 
tll:Cffdl 300 nglml. This Is the historic-It sa-Hniog cut-off fot' poaftive specimen. M l by the Subatanc:::e 
Abuse and Mental Health S.McH AdITTnlsttation (SAMHSA, USA). ' 

COCAINE (COC 150) 
Tho COC-150 One Slap Cocoine THI Strip ytolds o positlv• -ult ""9n 1he coc:elnt meeabol1e in urine 
OXCHds 150 nghnl.. SH COCAINE (COC 300) I« 1he lunwTIOfY. 
Thi Is the suogHted ICtHnlng COJl.ott lor l)Ofltiv• 1podmons NI by 1he Subalan<e AbuH end Menlol 
HHl1h S&MUI Administration (SAMHSA. USA) . • 

MARIJUANA (TMCI 
THC (A'-«trohydrocannablnoO Is 1he po1maty edlv• lngredienl in cannabis (IMll)UeM). W--ed °' 
O<.ily edrrinlstOfed, THC produces euphoric •"-· Usero have lmpOlfed Ilion 1onn memory ond -
.. .,ning. TMy mey etso Hperitnce u.nslent :r.tod• of contutk>n and anxl1ty, Long-ltrm, r•tivttv 

~=::= ~ ~~~1:~1~:~~~~do~~~;~~:~:=: ::,:::~,~~~.a::~~r:!.~ 
of urlnw'y met1boltn 1r-. found >Mthln hours of exposure and remllin de~ for ~ 10 days 1fter 
amoldng. The main ,,....bot!• uaeted in ..- lo 11..,.,.-.1'~-hydrO<OMeblnol-9-rbor;k add (A' ­
THC-COOH). 

The On• Step Drug Scrffn Test Card yMkts a positive rnul ~ d'Mt concentration or THC-COOH In 
urine exceeds 50 ng/ni... Thi:s 11 the 1uogesttd scrHniog cut-off lo< positive specirn1n1 set by the 
Subatanct Abul• and Menl_, Healh Services Admlnl1U.tion (SAMHSA, USA). • 

METHADONE (MTO) 

Meth_ ls a nercodc enalg..ie p<ncribed lor 1he -ol- to IOYOre poin and I« !he 
~•almonl ol oplelo dtpondt,_ ()lt<oln. lltcodln, P- Morphine). The pNtmo<ology of Orel 
Methldone It very different from IV Methadone. Otal Methedone ii patfafi stoled In th• Iver for lat« 
uae. IV Metnedone ac:ll mor• fk• hero4n. In mo&t 11.illl you mull go to 1 pain dlnlc or • Meth.clone 
melntenance clnlc to be prnc:ribtd MtthedoM. 
Me1hedoM Is a long adi<1(I poln ,....., producing •K- lhet 1as1 wom IWOlv• to 1ony.ighl hours. 
ldfflly, Molhedone hff 1he elem wom 1he p< ... u_ of oblolning lleclal h«oln, ~om 1he dang.,. ol 
lnjlcbon, Ind from the •motional roltr coaster that moat opiates produce. Methadone, ff tlk•n for '°"O 
pariodt and 1t large dotn, can '9ad to a verr tong -Mthdra~ period. Tht >Mthd,.wa• from Methadone 
at• more prolonged and troublesome than those provoked ~ heroin cesution, yet the substitution and 
phased rtmov• of mtlhadone ii .n ac:oeptablia method of dttoXfficl:tion fof patients wlld therapists.' 
Th• One Step Drug ScrHn Tut Catd yWds a po&ifve rMUI wMn the MetNdonl"" um. uctldl 300 
ng/ml. 1'J. preMnl, the Subetono. - ond Mental HNlh SOIVlcn Administf1111on (SAMHSAJ doff not 
have a rKOITWnlfldld acr11ning CUl-otf for methadone polfttvt &pedmtns. 

METHAMPHETAMINE (mAMP 1,000) 
~1oen-. .......... dn.ig .... ~---syst-inlhebraln. 

_,..,.__ Is°'""" reloled <hotric:olr .. ~ but ... - - syslem - "' 
~ ... ur-. ---lo,,_ ... 9ogol - end has a Ngh polrial lot 
- end depondence. The dn.ig - be - .... tr;e<ted . .. inhaled. - """- - lead .. 
enhanced - ol 1he - natVOW system end lnduoo euphoria. ~. r-~·· end I 
-ollna•--end-.Cerdov--lo~lndudtlna-­
"' ..... ond c:ordlac; anl1y1hrri-. Mo<e - - produce anxloly, polllnOia, -.. ~ 
boha-AO<, endwWfUl/tf,dep<_end_ 
The eW- of ~ne geMroly Int 2~ hours end lh• dnig hn • haHle d 11-24 hours in 1he 
body. Methamphetamne ta ercreled "1 urine as a~mfnt: and oxkll.ld Ind deamlnattd d1rtvativ ... 
However, 10-20% of Mteha01)het1mlne ts excreted unchanged. Thus, the prnence of the parent 
compound in urine lndic.ates MelhampMuvrine use. Methamphetamlne it generaly dtltc:tabM In the 
urine for ~ days, depending on u~no pH lwal. 
Thi On• Step Drug Scn1n Tts:t Card )ields a ,,.,..WV• rnutl ¥men the M~ne In uriM 
uc:oeds 1.000 og/rT(.. 

METiiAMPHETAMINE (mAMP 600) 
Th• On• S11p Drug ScrHn Tut Card yields 1 positive resuk when tht concentration of 
melhe~ne in urlne ueeeds 500 og/rT(.. SH METHAMPHETAMINE (mAMP 1.000) lor 1he 
sunmiwy. Thlo lo 1he suggMled scrffring CUl-<>W lor poal1ive lf'Odmens Ml by 1he Suba-AbuM and 
Mental Health Servl<es - (SAMHSA. USA).' 

METiiYLENEDIOXY.METHAMPHETAMINE (MOMA) ECSTASY 
~ (ecstasy) lo • ~ dn.ig lrsl 1ynlhelized in 1914 by • Germon dn.ig 

_.,..,., lot ... ~- ol -,.• ,...,.. - ta1ca ... '*"" tequenlly '"""" - •lleds. such • 
- n-...de ,_ end .......ing. MOMA lo na1 dNr1r • '*1Uent. alhough l '-· in c:orrmon""" 
~drugs. o~lo""--sw-<nond'-'1-. MOMA-~­
porceptual <h"'V'S.., !he lorm "'-MnSiMy 10 '9hl ~in lorusing, end tu..d,,;,;.,, in somo 
...... 11• mo<htrism of ec:lion lo thought 10 be .ta reio-ollhe-•-· MOMA rr-.y eloo 
.-. doporrint, alhough 1he gonoc-oi opinion Is 1h01 !No Is • -.,., eftod of 1he dn.ig (l'ic:l>oll and 
~. 1U90). The ..-porv.- ..... "'MOMA, -..mg in wu..Jy .. pooplo v.l>o-a·­
-ol ... dNg. - .. p<oduce. c:londq "'"" jlrws. 
Th• Ont Step Drug Sen1n Tut Card y&etdt 1 polfdve r..ul ~ ~~11mlne 

In urine txClMdl 500 nglrrL. 

OPIATE (OPI 300) 
Opiate refera to any drug th•t ft derNld lrom the opium poppy, lnduding th• natu,.I products, mcwphlne 
and-.. end 1he HfT'Hynlhotic drugs IU<h .. h«oln. Opioid lo """" g_.., relenlng to •nv drug 
!he• -°" 1he opioid.-. 
Opldd enalgeok:o c:ompriN a mge - "'--- poln by dep<...ing 1he ........ -system. Larve doses ol mo<ptino can p<oduoo hlgllOf 1oiot1lf1CO levels, physlological depondency in usars. 
lll1d moy loed to 5Ubatanee abuse. Morphine Is exaeted urvnetabolzed, end Is olso 1he majOf m01abolc 
p<oduct a( codeine ond heroin. Morphine ls d01odablo in urine !Of ......i days oft., en opleto dose.' 
The One SWp Drug Sc.rMn Tut Card yJelds 1 positive result when lhe conc::entradon of opiate uc:etdl 
1he 300 ng/n'L M-<>fl lwal. 

OPIATE (Opt 2,000) 
The Ont SIOp Dtug Scrffn Tut Cord yt-. o ,,..,..,. -* v.llen tho rnorp1ine in urine ox- 2.000 

nghrt. TNs ls 1he .._sod ~ - ""poolille..,...,,.,. Ml by 1he SubslwlOO - ond -----(SAMHSA. USA). ' S.. Ofllale CoPI 300)"" ...........,.,. 
OXYCODONE (OXY) 

Oxycodone lo a ~ opioid """ a - olm lorily IO -... The dn.ig Is menutac:tured by 
modifying th4belne. on - found in 1he opium poPl"f. Oxycocfone, lko el op1010 ogonlsls, ,,...,- poln 
roltl by odlng on opioid ,_,,.... in 1he lplnol ccnj, broln, end pooalbly dlrodly In lho ollecled -
Olrycodone lo p<Kc:ribed lor 1he , ... , "'modero1• to high poln undel 1he woa.«nown phermeeeuti<al 
.- names ol ~. Tytoxe. P.,_ane and Percocete. WNle Tyiox, Pereodan and Percoeel 



contafn ontt small do.ff of oxycodone hydrod'lk>ride contiMd oMt.h other enetgelict such at 
aeetarftnophtn or upbin, OxyConlin COM11t1 sotety of oxycodont hydrochk>ride ln e lime-<e .. ase form. 
Oxyc:odont It known IO mt.-IZt by dtmtthytolion Into oxymo<phont end noroxycodont. In • 2'-houf 
urine, JUI~ oft slnglt, 5mg O<ol dose It ""'"ed .. u. IM primary- being-~ dnJG 
(1:1-19%). OOIMOltd drug (7-:ml) tnd conjugoted ~ (1:1-U~)'. Tht "'-or dtttdiofl 
for oxycodoM In urlnt Is txptded 10 bt olrritol IO lhlll of - oPolds such u -i>tino. 
TM On• Step On.19 Scretn Tut Card yWds 1 positive rMuft when the COO<*fttration of oxyc:odoM In 
urine t1c .. d• 100 ngtm.._ At present, 1M Sut>M1nce Abust 1nd Mem.I Hea•h StrvlcH Admlnlltrldon 
(SAMHSA) -· not hoYt a rtCOtTmtndtd IClttnlng aA-ott for oxyc- potltlvt optctmtns. 
PHENCYCUDINE (PCP) 
Phtnq'Cldlne, eko kno¥rm .. PCP or A., O\tJl 51 • hdJdnogen th.II wn l'nt metktetd M 1 surglcel 
anesthetk In th• 1950'1. II was rtmov9d ft-om tht mwket btc:IUM paitenta rec:eiYing k beceme dttrloul 
and txptirltnctd haludn1Uon1. 
Phenc;yc:ldlnt ii used In powd..,, capsu ... ind tebMt form. Tht powder ls either snort9d 0t 1mok9d after 
ming ~ """' rnorijuona or vogtblblt mtlttr. Phencycldint Is ....i commonly odrrinlst1<ed by inhalolion 
but can bt UHd inb'IVenously, ~. tnd Of"lly. AJltr low-. IM user lhklb end ocu SYoilly 
end tltpOfltncto mood IWingo ~om IUphorto to dtprMalon. S.....,..rlous bthoYlor io ono of IM 
devastating effects of Phtncycldne. 
PCP can be found In urine \Mlhln • to IS hours afttf UM and wl1 retnllin In urint for 7 to 14 days , 
dtiMndino on factors such •• metabolc rate. UHf'I age , weight, activity, and diet.• Phenc:yeldint ts 
ucrtltd In IM urine non undl•ngod drug ('~ to 19%) and conjugllled --.. (25~ lo JO'llJ.' 
Thi OM Step Drug Scrffn THI Cud y6elds I PolldYt raull wntn tht pMncycldint MY.t tn Uttnt 
octtdl 25 nghri.. This Is I/It suggnled octffnl~ M-oW for posftfvt optclmtns '" by the Sublla,_ 
Abult end Mtntol Htallh s.,.,,.., Mtnlnlstration (SM4HSA. usA). 

PROPOXYPHENE (PPX) 

Propo><yphtno (PPJQ lo o '*"°"' ~ 00!-.-.nd bHrlng llNdlnl lirnlorily lo mtlhldono. Al on 
~ ~-bt l«n!0-7~ --• oroloodlino.0.-'" .... ofh .-c:orrrnon 
tnnd - ...... dNQ. - 50-100 "'Cl of~ nopoylM end~ "'Cl of -.rrinophtn. 
Poole ,,._,.. - or propoll'/llllon .. - ...,, 1 to 2 11o1n - doM. 1n lhl .... or 
ovenloH. propoxypt.11 ,_ conctnlnrliono con reectl l9ilconlty l'igllOf ltvots. 
In h<.mans, ~ It molabolztd by N-<I~ 10 jleld norpropo>rfpheno. Norp'opoxyphont hn 
• krGtr hllMfo (30 10 311 houri) INln portnt ~ (6 10 12 lloln). Th• ..........inon or 
~-WOh-ed-rr-.ybtltfvtltmpor10illolo<-ta>daty, 
The On• Step Drug Scrffn Ttst Cud yit6dl • pot4Yt rM~ wMn lht concentretion of Propoqoph«te 
or Norpropozyphent In urine exCMda 300 ngln'C... A1 pttMnt. tht Subltence Abuse and MtntaJ Ht9Jth 
Strvk:n Adrrinlstra11on (SAMHSA) does noc have 1 recommended 1cre1nlng cut..otf k>t propoxyphtM 
posiffvt specimens. 

TRJCYCUC ANTIDEPRESSANTS (TCA) 
TCA (Trlcyclo Anddtprouanll) trt _,1y UMd for IM lrHlmtnt of dtprKllvl cho<dtfw. TCA 
ovenf-. ..,, r....a In P<Olound otnlnll norvo.. oyottm dtproulon, ct-xlcity tnd -rvlc 
tff'tctl. TCA OY9fdOM II tM mo.t corrvnon cauae of dHth trom prtseripCH>n drugs. TCAI ere taken oraly 
or somttlmet by lnJICllon. TCAs art metaboiad In tht lv.r. Both TCAa and their metabol1H are 
excreted In 1.#ln• moldy ln lht form of met.aboitu for up IO itn days. 
Tht One Sl•P Drug Scretn Test Cud yt.kk • posit.Vt r..ul when tht conctntration of Tric:ydc 
AntidtprMunts WI utlnt exceeds 1,000 nglml.... A1 pteMnt, tht Sobltance Abus.t end ~ntal Hli•lh 
Sorvk»s Mtnlristrwlion (SAMHSA) does no1 hevo • rtcOmmtndod SClffning cuk>W for propoxypheno 
prnj1iv1 opocimtno. 

PRINCIPLE 
The Ont S1ep Drug ScrHn Tut Card Is an lmmJnoeney bl.Md on EM prindplt of conipeWY1 
binding. 0Ngt wlllch rr-.y bt pr- In the urint ljllCirntn _,..,.., oglllnsl Mr rnpocivt dNg 
COf1iugott for binding oltn on lhtir optcllc .... body. 
During lff•ng. • urine optclmtn rrjgnltn _.i by ctpilarj tdiofl. A drug, ff prMtnt In IM urine 
•~mtn ~ hi cut-orf ~nntlon, ""41 not Hluratt the binding lffn of its •!Mdftc antibody. The 
1nlfbody ¥t111 lhtn rt1C1 with lht drug1)f'01tin confug1tt and 1 vlslbte cok>rtd Int wil lhow up In th• '"l 
Int region of th• IJMdk drug strip. Tht prnence of dr\IQ 1bovt the CU1-otf cc>nel'nllltion wt• allturate ell 
lht blndong WI or IM onllbody. Thtrtforo, tht oolored Int 1ot1notr0tmIn1M ltlt lno region. 

~~~~~==:=:::.":e:-~-=-b~~=·~ 
region bealuse or th• abc...-e• of drug competition. 
To serve IS a procedu11I conb'·ot, 1 cokK9d line wil 1lways 1ppe1r 11 th• control Int region, Indicating 
that Pfoptf volume of specimen has been lddtd and membrane v.tddng hat occurred. 

REAGENTS 

PRECAUTIONS 
FOf hHlhcar1 pro~ lnduding pro....,onet. et point of care th•. 
FOf ti~ dagnostk us• onty. Do not use efter the explrelion date. 
Thi test cwd 1houtd 1ernein In lh• 111'9d pouch unbl un. 
Al apedmens ahould bt con.idered potentiely huatdout end henchd In 1he same m11nner u 1n 
lnltctouotgtnt. 
Tht used lost canl should bt cbcorded occording lo fodO. stalt end toe.I rogulationo. 

STORAGE AND STABILITY 

SPECIMEN COLLECTION AND PREPARATION 

II~ TM urine specimen must bt collect.ct In • dtaniCOntalntt. Urine coltcted al 1ny dme of lht day 
mty bt UMd. U~nt opocimtno uhtblting vtslblo prtclpitotn should bo conlrffllged. II-. or allowod to 
Nttte lo obUiin • c:Mat specimen for telbng. 

€J.t441,,f§.lii.IEJ.f§ 
Urine 1ptdmens mey be .stored at 2.a·c fot up to 41 hours prior to tndng. For prok>nged atcnge, 
a~mens may be frozen and 1t0t.cf btk>w .20·c. Frozen spedmtns should bt lhaw.d and mixed well 
btfort lt&ting, 

Ont Sltp Drug S crMn TUI Card 
Package Insert 

MATERIALS 

ltMMHi ti:n&ffi@I 

Materials Required But Not Provided 

Spoamtn coltdlon­
Th7* 
Exttmal controla 

DIRECTIONS FOR USE 
Alow the tut e11rd, urine apecimtn, andlor controls lo 1qullibratt to room temperature (15-30-C} 
prior lo testing. 
1. Rtmo¥• the tnt c.rd from the •••led pouch and ust h 11 aoon a ~ Rtmovt the c.p from 

.... end of .... lo•I canl. 1 ........ "'' 1trip(1) or lht IHI cord Vtr1icdy in .... urine ·-for •I 
teast 10-15 s~. Immerse th• tes1 card to at least the t.wl of the wavy linn on tht strip(s). 
but not above the 1rrow(1} on the test card. Set th• Illustration bttow. 

2. Replace ~P and place th• tHt cent on 1 non-.blorbent flat 1urlace. Stert the Umer and wait tor 1ht 
colored IOI(•) to IPP"W. The rnub 5ho4Ad be reed et 5 mnutn. Do noc Interpret the r...ub titer &O 
mnutes. 

Note: Thl1 lllu1tratlon s hows 
a 5·drug test card 

OO •Ol.t.Ll OWU S'U 
ro nMC1o"' ~nc 111:.u 

INTERPRETATION OF RESULTS 
(P1tno rtltr lo IM ibll'olion obovt) 

¥§ § NEGATIVE 

~B P OSITIVE 

¥Q D INVALID 

NEGATIVE:* Two flnts appear. A colored Hnt appnrs In Utt Control reg~n (C) and• cotored llnt 
appnrs In th• Test reg ion en. This ntgaltve rnutl means that tM coneentratllont: in lht uMt , ..,... 
art be4ow the dffjgna ted cut-otf litY•" for a partkutar drug teated. 

'NOTE: Tht 1hadt of lht colored lntS(I) In lht Test region (T) moy VtfY. The rnull should bt 
consid1r*1 nega.W. \illtlenevtr d'ltrt is even a f8int Int:. 
POSITIVE: A colored Hnt eppean in the Control rtglon (C) and NO l ne appears In the Test region 
(T). Tht Po'lllv• r .. ua - ""' !ht drug -...nlnllion in .... urint .. ,,..,.. Is g<elltr !hon .... 
dnlgnated cut.ow for 1 1ptCitc drug. 

INVALID: No line appears In lh• Control reg ion (C). lnaurtclent spedmtn volume or lnwrred 
proctdural technlquff art tht mosl l kety rt norw for Conttot Int failure. Rtld the dlrtdiona again end 
r-11lhtltll...U.1 ntw ltlt .. n1. If IM rMul It obi lnvtld, contlld your,,.,,.,,..,.,. • . 

QUALITY CONTROL 
A procedurol conll'ol lo inctlldtd In IM ltll. A In• •Pl>t•ri~ In U.1 Control region (C) lo contldtred on 
lnltrnal procedural control. It connrns 1ufldent apechnen volume. edequate membfant wtddng and 
cooect PfOC9dural technique. 
Ccnol- ... ""'l<q:oltd...., .... lcfl. - ·.It_ lhlll ,_.end ntglfvt controls 
bt - .. good~ pndiot to arirm lht - ,..,.,..... end to v.nty- - porfornww:oo. 

LIMITATIONS 

1. Tht Ont Step Drug Screen Test Card providH ortly 1 quaait8dve, pr1lmlnary 1nel'f1lcel rteuk. A 
MCOndll'f onolylcol mtthod mutt bt UHd lo - • conlrmtd rMult. Gos clvomologrophy I mt11 
opoclromlll'y (Ge.MS) It !ht prtf.....i ccnlrmllory "*"'>d. ' " 

2. Thtft i. • pooalllilty lhlt lochnlcll or PfOC*lurof "'°"· " wol .. - lnttffttlng oubotoncel In IM 
uftnt eptdman nwy C9Ult erron.oua reeub. 

3. Adutlttanta, tuch u Weech 1nd/0< 11Um, 1tl urtne 1pedm9n1 m1y prodiuce err0ntout rttull 
rogtrdlno of IM anely1ic:al mtthod used. If edulltrllion Is tuoptded, IM ltst •hould bt rtptlltd with 

onolhtr '"" ..,.a.-. 
'- AP-. r-- not lndlcott lovol ollnloxlcalion, odrnlnillnllion ,_ 0<-in urine. 
5. A Nogttlvo rosull rr-.y nol .-sorily lndicalt drug-he urine. Ntglllve ,...,.. ctn bt ol>lolnod 

when drug It prntnl but btlow IM cuklft lovol of IM IHI. 
6 . Test dOtt not chdngulth between drugt of •but• •nd certain medic.dons. 

PERFORMANCE CHARACTERISTICS 

mmm 
A ~ con.-rbon was conducted using tht One Slep Drvg Scretn Tnt Caf'd Ind 
COJTWT*ctaly tv•ll•blo drug tepid lffll. TH•ng WH ptfformtd on 1pproxlmately 300 optclmtnt ,,., 
drug typo prtvioully coltded from oubjtclo pro11nling lor DNg S<:r11n Ttstlng. Prffurn¢vt pool111" 
r--• conftrmtd by GQMS. Tht followlng COfT'C)OUndl wore qu1n•fltd by GCIMS ond conlribulod 
lo IM lolll omount of dnrgo found In pr~t pooltlvt "'1nt """""' IHted. 

Tut C---.uftds ContrlHAM \o ttM Totala of OCIMS 

....... ~ .. -
BAA S.COb1tbltat, Butalbital. Phtnobatbll•, Pentob1rbltal 

azo Onz.epem. NOJdiaz:ll*'\. ~o'9m, 
o. ... ......;_... .... am 

81/P a.-
coc Stnx--
THC 11..nofoc.\ ~W'eh"",_,.,,n1bk'l~mmN11le ecid 

MTO M1thadone 

rMMP M ... ·-·-
MOMA dJ Me" --OPI Motphi'le COO.IM 

OXY ~one 

PCP Pti.......-.,. 
PPX PIO""""" ...... nt 

TCA -
Tht folowlng ...... lrt tobullled ~- ...... dlnlcol ttudl"; 

%Agrffmtnt wilh Commercla l KJt 

AMP ...... p 
BAA azo BUP" 

coc coc THC MTO 
1.000 300 300 150 

Po.«NeAgrMINnl t7'6 >- """ - IS'6 """ H'6 """ ..................... ...... ...... """ .,,. """ """' -~ >19" 

Tot.aiRMulll 118~ , .... .. ~ .... "" ...... .... >99% 

rMMP - MOMA OPI OPI OXY PCP PPX TCA 
I 000 500 300 2.000 

PoNNt> Agrffment 118'6 >- - ..... , .... te" H~ , .... "" Neg:aWt AgrMf'Mnt _,. - - ..... """ - , .... >tK ..... 
Tot.IRH1.1b 99% 87 .. - , .... ...... "" .... >tK .... 

• Commtrct1l ld1 unovtiltblt for BUP 
% AgrHmtnt wtlh OC/llS 

AMP AMP BAR azo BUI" coc coc 
THC MTD 

1,000 300 300 150 

P OMIW ADfllfNnt 97" 
,..,. .,,. 97'6 H~ H~ .. ~ oe" -N1g.We Agreamen1 IS" .... 118~ t5~ , .. ,. - >et~ 97~ .... 

TotalRHull te~ - 95~ te~ - 113~ .... ... ... - ....... 
MOMA 

OPt OPt OXY PU Pt>X TCA-
1,000 500 - 2000 

Poehlw --INnl - - - >- >- - >- ..... >-
HosOll ..... ___ nl ..... - .... "" - .. ... .,,, - .... 
TotmlR•""9 - ... - ml .... - .... .... .. .. 

Fortr ('O) clrical"""""" for ooc:ll dn.111-. Nn uolng toc:ll or Tht Ont Sl•p Dnlg Scrttn Tut C...d 
by on - -- II • Proflloionol Point of C•• lilt. 8•ed on GCIMS du , .... ..,.,.tor 
obta'ned 1tlltlsticaly " mllat P olftw1 AQreemtnt Ntig1Uve AgrHn.nt ind OvtfWI Agfffment rates u 
oalnod labotllory poroonntl. 
"Joloto: &UP - bosed on LC/MS dole. 00 Joloto: TCA wu blled on HPLC dota. 



lmmm 
A srudy was conduded •t thrH physk:lan omces by untrained operators using three dltterent lots or 
product to dtmonsrrMe th• ""'ttwl run, bttween run and beM«I ope<MOt predlion. An 'denbc:IU p11nrtt of 
cod«I apocimons. <orUlning ~ 81 IM -- of t 50'll ond 1 2$,. WI-oft loYel, WH lobolod, 
binded and tNted et Nd\ lilt . The rHOb tt• gryen btlow' 

AMPHETAMINE (AMP 1,000) 

.................. ... , Sb A SCt B SilO C 
conc, tro.Mml.' ... 

0 IS 15 0 15 0 15 0 
500 15 15 0 15 0 1• I 
7SO 15 13 2 ,, • ,, • 

I 250 15 I • • ,, • ,, 
1500 15 2 13 I ,. I ,. 

AMPHETAMINE (AMP 300) 

............... ... , S .. A sc:ee s .. c 
e<>nc. lna/"'4.) ... 

0 15 15 0 I D 15 0 
ISO .. ,. 0 15 0 .. 0 ,.,. 15 • • " I 11 • ,,. I• I ,. l 12 D 1• 

'"" .. D ,. D 15 D I• 

BARBITURATES (BAR) 

S.Coberbtt.11 ... , SlloA Site 8 saec 
conc. lngfml) ... 

0 15 15 0 15 0 15 0 
ISO 15 13 2 15 0 15 0 
22S 15 5 10 7 I 10 s 
375 15 2 13 5 10 5 10 
• SO 15 0 15 1 ,. 1 14 

BENZOOIAZ EPINES IBZOI 
Oxaz.•p.m ... , ,.. ... sos sue 

cone. ,.;. .... . .. 
0 1 15 0 15 D 15 0 

1•0 15 15 0 ,, , 13 
~. 

725 15 • • 7 . 13 , 
•1• 15 0 1• I ,. 3 ,, ... 15 0 15 0 1• 0 1• 

BUPRENO RPHINE IBUPl 
BupteMrphtne cone. ... , SHA Site B Site C ....... ... . 

0 15 15 0 15 0 .. n 
5 15 15 0 15 0 15 0 

15 15 I 7 10 5 • I 
I 5 15 D 15 I ,. 0 15 
15 15 0 15 0 1• 0 15 

COCAINE (COC 300) 

Benzo;it- ... , , .... su a SHC 
conc.fngfml) ... 

0 ,, ,.. 0 15 0 .. 0 , .. 15 ,. 1 15 0 I• I ,,. 15 • ,, • 10 • 7 
175 ,. D 1• D I n 1• ... 15 • 15 ,,- 1• I ,. 

"Note: One kw81id reaul was obtained. 
COCAINE coc 150) 

Benzoylecgonin.• ... , S .. A ShB Site C 
cono.(ngfml) ... . 

0 15 15 0 15 0 15 0 
75 15 15 0 ,. I 15 0 
112 15 13 2 7 • 15 0 
117 15 0 15 0 15 1 ,. 
225 15 0 15 0 15 0 15 

MARIJUANA (THC) 

11-no,-4 ·TJiC..1-COOH ... , ICe A scee S.•C 
cone ....... • •• 

0 15 .. 0 15 0 15 0 
25 15 15 0 15 0 " 1 

J7 5 15 • I " I • I 
112.5 15 2 13 0 15 0 15 
75 15 0 .. 0 .. 0 .. 

MElliAOONE (MTO) 

Methedont ... , Ste A Sile8 
conc. (ng/"'4.) ... 

0 .. .. 0 15 0 
! SO 15 12 3 15 0 
225 15 I 7 " I 
375 15 0 15 0 15 
•so 15 I " 0 15 

MElliAMPHETAMINE (mAMP 1,000) 
Meehemphetemlne .... SUA t:i.lte A 

cone. ·(nntmt ' ... 
0 15 .. D 15 0 

500 15 .. 0 " 1 
750 15 11 • 10 5 

l.2SO 15 • 7 • 11 
1,500 15 1 " 1 1• 

METHAMPHETAMINE (mAMP 600) 

M9'MmpheltinWM .... SOR _.. , __ .... ... 
0 .. 15 0 15 0 

2SO 15 15 0 15 0 
375 15 15 0 10 5 
825 15 1 " 0 15 
750 15 0 15 0 15 

MElliYLENEOIOXYMElliAMPHETAMINE (MOMA) ECSTASY 
MethyMnedMnrymeth- .... SUA sn. a 

•mph•t•mWM 

cone.'"""""' 
ske 

0 15 15 0 15 0 
250 .. 15 0 15 0 
37> .. 15 D 15 0 
82$ ,. I 0 • ,, 
750 15 0 15 0 i5 

OPIATE (OPI 300) 

Mo-· .... Sil1A sn. a 
conc. (ngfmll ... 

0 I• ,. 0 15 0 
150 15 13 2 13 2 
225 15 3 12 1 I 
375 15 0 ,. 0 ,. . .. 15 0 15 0 15 

OPIATE (OPI 2,000) 

MOIJ>hlne .... SOA Site B 
..,,...; ...... ... 

0 15 15 0 15 0 
1000 15 15 0 15 0 
1 500 .. 13 2 ,, • 
2500 15 • 11 1 " 3000 15 0 .. 0 15 

OXYCOOONE (OXY) 

"- ·- -A ... , 
--1-.1 .... 

0 15 15 0 15 0 .. 15 15 0 15 0 
75 .. " 1 l l 2 
125 .. 1 " 0 15 
1M 15 0 1• 0 15 

PHENCYCLIOINE (PCP) 

Ph1ncydldJn1 ... , SUA Site B 
conc.(ng/"'4.) ... 

D 1 15 D 15 D 

12.0 I 15 D 14 I 
11,. 1 ,, • 13 2 .,,. I • 5 ili 
3 • I • 11 0 i5 

SMC 

15 0 
15 0 
II 0 
I " 0 15 

!:.ile t: . 
1• 0 
13 2 
10 • 
I 9 
0 15 

&ile C 

15 0 
15 0 
15 0 
2 13 
0 15 

ShC . 
15 0 
15 0 
ff 0 -., • 
0 15 

llAe C 

1• 0 
15 0 
10 5 
I " 0 15 

Sit1C 

- . 
15 0 

" 1 
7 • 
2 13 
2 13 

... c .. 0 .. 0 ,, • 
0 .. 
0 15 

sn. c 

15 0 
14 I 
ID 5 
I " D 15 

PROPOXYPHENE (PPX) 

PllonqdldN .... S..A S.e B SbC 
...,., Cnol"'4.I ... . 

0 15 15 0 15 0 15 0 
ISO 15 15 0 .. 0 " 1 
225 15 10 5 • 1 1 • 
375 15 0 15 0 .. 1 " •SO 15 0 15 0 15 0 11 

TRJCYCUC ANTIDEPRESSANTS (TCA) 

No<tlplylno n por Silo .. SlleB Site C 
cone. (ng/ml) ah - + - . . 

0 15 15 0 15 0 15 0 
500 15 15 0 15 0 15 0 
750 15 ,. 1 ,, • ,. 1 

1 15 I 7 2 13 8 9 
I 500 15 1 14 0 15 1 14 

tll1i!U'itffil.fif\Mlf, 
A~" urino pool wn opikod ,..,., dnlgs ol c:oncotlVdonl htod. The ruub ara 1unvnoriztd below • 

°""'--- NM' 1,000 AMP300 ""' "'0 .-•-
... c-o lO "' lO D lO D 

c .. - 30 30 30 • -..- • ,. _,.,. 30 .. ,, 3 ,, l ,, 
30 12 " 

,, 1 • 11 .. 
•2S•e...ot'f 30 2 20 . 20 22 • 2S ..... .,...... 30 D lO D lO > 20 D 30 

°"'8C-.- coc 300 COC150 THC MTO 
Cut-off a ........ 

°"""'"" 30 30 30 30 

"""""' 30 lO 30 30 "' 0 

-2'-"'CWoft' 30 30 0 12 11 25 • • 30 . 20 " .. 20 ,, .. 
•2$" Cut•fl 30 0 30 23 1 20 . 21 
·~C...011 30 • 30 30 D 30 0 

°""'.,._........ - MOMA 
QI>! 1)pt 

1000 000 300 >000 
Cw.«Rwoe 

... c.tH« 30 .. 0 30 • 30 30 • "' ..... c ..... 30 "" 0 30 0 lO 30 D lO 

·25 ... CIA-Oft lO lO 0 Z'I 7 21 • 25 -. "' Cut..., 30 18 12 ,, ,. 17 ,, 17 ,, 1> 

·~ ... Cue-oft 30 20 :n .. 20 "' 
-~ 

30 D lO 30 30 "' 30 

°"'8Con<onh- OXY PCP PPX TCA 

eut~R--

... c-o 30 30 30 30 0 

..... """". 30 30 .., 
"' 30 0 

'"25"'CuM" lO 30 .. ,, 2' 22 • c-• lO " 1• " " 17 •• 12 " .,. .. lO • 24 • 24 :n 2l 

30 .. ft -... -. 
Drug Conc.nhlion Cut-... -... .. .. D 

to .. " 
~ .. .. ,. 1• .. ID 30 

.25 .. ft to )I SI 
~Cukff ID .. 

The lolo'Mng table hla !ho conconnlon of compounds (fllllll'L) lhtl •rt detoetad pooiliY• In urine by 
One Steo Orua ScrHn Test card et 5 rrinutn. 

eom-.n<1 
MPHHAMINE 1 fAMP 

et.amine ..... -
• nl•rnwM 
Pn~1AMIN1! JOO ... ,.,... ....... -

.-MnAl 



... ""' n ... ,,., 100 ... 1 
1 
1 . 

~~ .-
1 ,.. 
1 

B 

""" _,,. .. JOO 
1 .. 

..... __ 
""' BLUIMfbtfal 75 

2)<00 

1!l0 .. -.. .,,. 
-· ""' iPMnob1 100 

IN•S 
'.lWaJenam 

1 .. 1 ..... 1 . . 1 

aie11am 1 ·-· 1 ... 1 

"' . 1 .... • nira:e11em . OfllleD•m , 
A ~-- ... em 1$0 
Mldu 1 <M 

NlrazeNm 
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One Step Synthetic Cannabinoids 
Drug Screen Test 
FOR FORENSIC USE Ol L V 

INTENDED USE 

The One Step Synthetic Cannab1noids Drug Sctccn Test is • lateral Oow 
immunoassay for the specific, qualitative detection of synthctic cannabinoids 
metabolites in human urioe at a cut-off level of 30ng/mL The syothctic caooabinoids 
detected by the test include. but are not limited to. the metabolites of JWH-018 and 
JWH..073. This assay is inlendcd for forensic use only. 

This assay provida only a preliminary rau/L C.Ueful considualion and 
professional judgmmt must be applied to uny drug of abuse lest result, particularly 
in wuluating a preliminary /H)sitive result Jn ordu fJJ obtain u conjinrKd 
analytical resul4 a more sp«ific altonale clremkal method is nuded. liquid 
Clrromatograplry/Mass Sp«tromdry (LC/MS) is tire prefe"ed confirmation 
met/rod. 

SUMMARY A D EXPLANATION 

Synthttic Cannabis is a family of compounds that when consumed mimics the 
effects of Marijuana. It is also known by the brand names of J<2 and Spice, both of 
which have largely become uadcrnark$ used to refer 10 any synthetic cannabinoids 
product. Studies suggest that synthctic cannabinoid intoxication is associated with 
acute psychosis. and the worsening of previously stable psychotic disorders among 
vulnerable individunls such as those with a family history of mental illness. JWH-018 
and JWM..073 arc the primary synthetic cannabinoid rcceptor egonists responsible for 
!he euphoric and psychoactive effects that imitate Mariiuana and arc among !he 
numerous compounds found m "herbal" incense or smoke blends. Most popular 
herbal smoking products arc marketed under the brand names of K-2, K-3, Spice, 
Genie, Black Mombo, Pot-pouri, BU27., Pulse, Hush, Mystery, Eanhquake, Ocean 
Blue. Stinger, Yucatan Fire. as well as many others. 

TEST PRI CIPLE 

The One Step Synthetic Cannabinoids Drug Screen Test ,. based on the principle of 
competitive immunochcmical reaction between a chemically labeled drug (drug­
protein conjugate) and the drug or drug metabolites which may be present in the urine 
san1ple for the lunited aruibody binding sites. The test contains a nitrocellulose 
membrane strip pre-.:oated with drug-protein conjugate m the test region and a pad 
containing colored antibody-colloidal gold conjugate. D..-ing the test, the urine 
sample migrates upward and rehydrates the anul>ody-colloidal gold conjugate. The 
mixture then migrates along the membrane chromatographically by the capillary 
action to the immobilized drug-protein band on the test reg>on. When drug is absent 
m the unne, the colored anubody-colloidal gold coniugate and 1mmob1lizcd drug­
protem bind speci6celly to form a visible line in the test region. When dmg is present 
in the urine, it will compete with drug-protein for the limited anubody sites. The line 
on the test region will become less intense with inaeasmg drug concentration. When 
• sufficient conccntn1tion of drug is present 10 the unne. it will 61l the limited 
antJbody binding sites. Tlus will prevent attachment of the colored an1Jl>ody-col101dal 
gold conjugate 10 the drug-protein on the test region. Therefore. the presence of the 
line on the test regJon indicates a negative result for the drug and the absence of the 
test line on the test region incbcates a prehmmary positive resul t for the drug. 

A visible line generated by a different antigeJ>'antibody reaction is also present at the 
control region of the test strip. Tius line should always appear, regardless of the 
presence of drugs or metabol11es in the unoe sample Tlus means that a negative 
urine sample wtll produce both test line and contr0l linc, and a positive urine sample 
will generate only contrOI line The presence of contrOI line serves as a buih· m 
control. which demonstrates that the test 1s performed properly. 

REAGENTS & MATERIALS UPPLI ED 

• 2S individually wrapped test cards. Each card consists of a test strip in a plastic 
test strip bolder The test stnp contains a colloidal gold pad containing coated 
drug-targeted antibody and rabbit antibody It also contains a membrane coated 
with drug- protem CODJUgate m the test band and goat anu-rabbu antibody m the 
control band region. 

• One instruction sheet 

MATERIAL REQUIRED BUT OT PROVIDED 

• Timer 

• Specimen collection container 

• External poslllvo and negative controls 

WARNINGS AND PRECAl!TIONS 

• For Forensic Use Only 

• Urioe specimens and used cards may be potentially infectious. Proper handling and 
disposal methods should be estabhsbed. 

• This is a single use test. 

• Avoid cross-conUllTllnation of urine samples by using a new specimen collection 
container for each unnc sample 

• The test card should remain sealed in the fo il pouch untJI ready for use. 

• Do not use the test kit after the expiration date. 

STORAGE 

The One Step Synthetic Cannabinoids Drug Screen Test should be stored al 2-30°C 
(36-86°F) in the original sealed pouch. Do not frcett. Do not store and/or expose 
reagent kits 10 a temperature greater than 30°C 

SPECIMEN COLLECTIO A l> HANDLI G 

fresh urine does not require any special handling or prettutmcDL A clean. dry plastic 
or glass container may be used for specimen collCC1.ion. If the specimc.n will not be 
tested immediately after the collection, the specimen may be refiigerated at 2-8°C up 
to 3 days or frozen 11 -20°C for longer a period of time. Specimens that have been 
re6igerated must be equib'brated to room temperature prior to testing. Specimens 
previously frozen must be thawed and mixed thoroughly prior to testing. 

ote: Urine speciniens and all materials coming in contact with them should be 
handled and disposed as if capable of transmiuing infection. Avoid contact with skm 
by wearing gloves and proper labontory attire. 

ASSAY PROCEDURE FOR DRUG TEST 

Prepararion 

I. lf the specimen, conuol, or test cards have been stored at refrigerated 
temperatures, allow them to warm to room temperature before testing. 

2. Do not open test card pouch until ready to perform the test 

Toting 

I. Remove the card test from the scaled pouch. Write donor name or lD on the 
plastic. Remo>c the cap to expose the sarnplmg tips 

2. lmniersc !he sampling t.ip in10 the urine specimen for approximately 15 ro 30 
seconds. Do not a.llow specimen to come in contact with the plAstic l10using. 
Replace the cap over the sampling tip and then place the test card on e Oat 
surface. 

3. Read rcsulr. of drugs of abuse tesr. in S minutes. Do not interpret result after 6-0 
minutes. Refer to interpretation of results section. 

Drug screen card test 

¢ Control Region 

¢ Test Region 



l.NTERPRETATlON OF RESULTS 

Nqotivt (-): A colored line •ppcan at the control n:gion (C) and a colored line 
appears at a specific drug test n:gion (T). Tiie appearance of a control line and test 
hne indicates a negative test n:suh. The test Imes may have varying intensity either 
weaker or stronger in color than that of the control line. 

Positive (+): A colored line appears in the control region and no colon:d line appeors 
at a specific drug test region. The complete absence of a test line indicates a 
prclirru.nnry positive rcsuh lOr that particular drug. A preliminary posillvc res uh for a 
drug indicates that the conccntrauon of that drug in the wine IS at or above the cutoff 
level. 

lnv1Jid: No colored line appears in the control n:gion. If the control line does not 
form. the test n:sult is inconclusive and should be n:peatcd. 

NEGATIVE 
(·) 

POSITIVE 
(+) 

INVALID 

Q UALITY C ONTROL 

An internal procedural control is included in the test card. A line must form in the 
Control band region regardless of the presence or absence of drugs or metabolites. 
The pn:seocc of the line in the Control n:gion indicates that suflicic.nt sample volume 
has been used and that the reagents ore mignmng properly. If the line in the Control 
n:gion docs not fonn, the test is considen:d invalid and must be repeated. 

To ensun: proper kll performance, it is n:commcndcd that the One Step Synthetic 
Cannabinoids Drug Screen Test carch be tested using external controls with each new 
lot of product and each new shipment. Extm\31 controls are ovailoble from 
commercial sources. Additional testing may be necessary to comply with the 
requirements accrediting organizations and/or local, state, and/or federa l n:gulators. 

LIMITATIONS OF PROCEDURE 

• The assay is designed for use with hwnan urine only 

• A positive result with the test indicates only the presence of a drug/metabolite and 
does not indicale or measure tntoxicatfon. 

• There is o pos$ibolity that technical or procedural errors as well as other substnnces 
present in the unne sample moy interfere with the test and cause false n:sul ts See 
SPECIFICITY and INTERFERENCE for lists of substances that will produce 
positive results and those that do not interfere wuh test performance. 

• Ir adulteration is suspected. the test should be n:peatcd with a new sample. 

PERFO RMA CE CHARACTERISTICS 

A. Accuracy 

The accuracy of the One Step Syntheuc Cannabinoids Drug Screen Test w8$ 
evaluated in compwison to bquid chromatographyhandcm mass spcctromctry 
(LC/MS-MS). Eighty-seven (87) specimens, comprised of 43 negouve urine samples 
and 44 positive urine samples, were blinded and tested with the One Step Synthetic 
Connabinoids Drug Screen Test and compared to the LC/MS-MS result$. TI>e testing 
showed a >95% agrccmcnt between the two methods. 

B. Precision 

A study W8$ conducted in an effort to determine the pn:cision of the One Step 
Synthetic Cannab1001ds Drug Screen Tesl TeS\Jng wu conducted using three 
different lots of product to demonstrate the withm-run and between-run pn:clSlon 
The corre lation woth expected results for the solutions targeted 10 +/-50% of 1he 
cutoff wos > 99°!. aero" all lots. 

C. ptti fic.i ty 

Tiie specilic.ity for the One Step Syntheuc Connobmoods Drug Screen Tes! wos 
detennined by evaluaung the performance of assay when tested with various drugs, 
drug mctabohtes, and other compounds that arc hkely to be prcscnt m urine All 
compollllds wen: prepared in drug-free normal human urmc 

The following compound$ produce posit ive results when tested at levels grca1er than 
the concentrations losted below. 

Compound Cone. (nglml) 
30 JWH--0 I 8 Pentanoic acid 

JWH--0 I 8-N-4-hydroxypcntyl 
JWH--081-N-S- hydroxypcntyl 

AM-220 l-N-4-hydroxypcntyl 

RCS-4-N-S- Carboxypcntyl 

200 
1000 
1000 
250 

Compound C one. (nglml) 
JWH--073 Butanoic acid IS 
JWH--073-N-4- hydroxybutyl 300 
JWH-200-N-6-hydroxyUldole 300 
JWH-250-N-S-hydroxyUldole 300 

Lamotrigmc SO 

2 

D. INTERFERE CE 

Thc following compound$ were evaluated for potential pos1t1ve and/or negative 
interference with the One Step Synthetic Caonobinoids Drug Screen Test . All 
compollllds were dissolved in a Drug-free control solutions and tested with 0 1ie Step 
Synthetic Connabinoids Drug Scn:cn Test. An unohcrcd sample was used as a control 

No positive interference or negative interference was found for the following 

compollllds when tested at concentrations up to JOO µgfml. 

Acetaminophen 
Acetone 
Acetylsalicylic acid 
Alburrun 
Amitriptyline 
Amobarbitnl 
Ampbetaminc 
Ampicillin 
Ascorbic Acid 
Atropine Sulfate 
Benzocainc 
Benzoylecgonine HCL 
Bilirubin 
Bup-3-B-glucuronide 
Bupn:norphine 
Butalbital 
Caffeine 
Cannabidiol 
Caonobinol 
Chloroquine 
(+}Chlorpheniraminc 
(+/ -}Chlorpheniramine 
+I- CP 47,497 
Cocaine 
Codeine 
Cotinine 
Crcatine 
Dcha-8-tetrahydrocaonabinol 
Dcxbrompheniraminc 
Dcxtromethorphan 
0.XtrOSe 

E. Effect of Spccimt.n pH 

Diazcpam 
4-0imcthylaminoantipyrine 
Oiphenhydramine 
Dopamine 
Ecgonine HCL 
Ecgonine Methyl Ester 
EDOP 
Efavilenz 
Ephedrine 
(+/-}-Epinephrine 
Erythromycin 
Ethanol 
Furoscmide 
Glucose 
Hemoglobin 
H1ppuric acid 
Hydrocodone 
Hydromorphone 
HU-2 11 
Ibuprofen 
lmmipramine 
(+/-}-lsoproterenol 
I 1-hydroxy-delta-9-THC 
I l-nor-t.9-THC-9-COOH 
Ketamine 
Lansoprazole 
Lidocaine 
MDA 
MOMA 
Methadone 
Methamphetamine 

Morphine Sulfate 
Myoglobin 
Nalophine 
Niacioamide 
Nicotine 
Nortriptyline 
Omcprazole 
Oxalic Acid 
Oxycodone 
Oxymorphone 
Oxazcpam 
Pantopraz.ole 
Pcnicilhn-0 
Pentobarb11n I 
Pheniramine 
d-Propoxyphenc 
Phcncyclidinc 
Phcnylcphrinc 
Jl-Phenylethylantine 
Procaine 
Pscudocphedrine 
Quinidinc 
Ranitidine 
RiboDavin 
RSC-4-N-S-hydroxypcntyl 
Sccobarbital 
Sodiwn Chloride 
Sulindac 
Theophy ll in e 
Trimipramine 
Tyrarrune 
Urea 

Orug•frcc sample solutions were adjusted to pH 4-9 and tested using One Step 
Synthetic Cannabinoid$ Drug Scn:en Test . An unolten:d sample wos used as a control. 
The results demonstrate that varying ranges of spccimcn pH do not interfere with the 
performance of the test. 

F. Effect ofSpccimtn Specific Gravity 

Drug-free sample solutions were adjusted to spcc16c gravity I 000-1 030 and tested 
using One Step Synlhctic Cannab1noids Drug Scn:cn Test An uoahercd sample was 
used as a control The results demonstrate that varying ranges of specimen specific 
gravity do not interfen: with the perfonnance of the tesl 
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red it est. 
For forensic and research use only 

INTENDED USE 

The Rediteste is intended for use as a rapid 
method to detect the presence of alcohol in 
saliva for blood alcohol concentration (BAC) 
greater than 0.02%. It has b~en p~bli~hed that 
the concentration of alcohol in sahva 1s almost 
equal to that in blood.4 

The rapid test is intended for the 
semi-quantitation of ethyl alcohol in human 
saliva. To confirm the concentration of 
positive specimens, an alternate, 
non-enzymatic technology such as 
headspace gas chromatography should be 
used. 

EXPLANATION OF THE TEST 

Alcohol intoxication can lead to loss of alertness, 
coma, death and as well as birth defects. The 
BAC at which a person becomes impaired is 
variable. The United States Department of 
Transportation (DOT) has established a BAC of 
0.02% (0.02g/dl) as the cut-off level at which an 
individual is considered positive for the presence 
of alcohol. ,_3 

Determination of ethyl alcohol in blood and 
saliva is commonly used for measuring legal 
impairment, alcohol poisoning, etc. Gas . 
chromatography techniques and enzymatic 
methods are commercially available for the 
determination of ethyl alcohol in human fluids. 
ReditestlP> is designed as the screen tool to 
rapidly determine if the BAC level is higher than 
0.02% by testing saliva specimen. 

PRINCIPLE OF THE PROCEDURE 

Reditest® is based on the high specifity of 
alcohol oxidase (ALOx) for ethyl alcohol in the 
presence of peroxidase and enzyme substrate. 
such as tetramethylbenzidine (TMB) as shown 1n 
the following : 

EtOH +TMB ALOWI'eroxidasl' CH
3
CHO +Colored TMB 

The distinct color on reactive pad could be 
observed in less than 20 seconds after the tip 
was contacted with saliva samples with the ethyl 
alcohol concentration greater than 0.02%. It 
should be pointed out that other alcohols such 
as methyl, propanyl and allyl alcohol ~ould 
develop the similar color on the reactive pad. 
However, these alcohols are not normally 
present in saliva. 

MATERIALS PROVIDED 
1. Instructions for use 
2. Reditest® 

Each test contains these materials: 

T etramethylbenzidine (TMB) 
Alcohol oxidase (EC) 
Peroxidase(EC) 
Proteins 

MATERIALS REQUIRED BUT NOT 
PROVIDED 
1. Timer or clock 

PRECAUTIONS 
1. For forensic use only. 

0.12mg 
0.5 IU 
0.35 IU 
0.15mg 

2. Do not use the product beyond expiration 
date. 

3. Handle all specimens as potentially 
infectious. 

4. The product is sensitive to the presence of 
alcohol and moisture. After open the 
package, the test device should be used 
immediately. 

STORAGE CONDITIONS 
Store strips at room temperature between 2 ° and 
30 ° C (36 ° to 86 ° F). Do not use past the 
expiration date. 

SPECIMEN COLLECTION AND 
PREPARATION 
1. Nothing should be placed into the mouth of 

the subject for at least 1 O minutes prior to 
saliva collection. This includes food, drink, 
tobacco products or other materials. 

2. Saliva specimen can be collected in a 
sputum cup or a clean container, or dire~tly 

applied to the reaction pad of the test stnp. 
3. Avoid contact with skin by wearing gloves 

and proper laboratory attire. 

02 362 0002 REV 4 



QUALITY CONTROL 
Good laboratory Practice recommends the daily 
use of control material to validate the reliability of 
device. Commercially available controls that 
contain sodium azide or other preservatives that 
will inhibit the enzyme activity cannot be used 
with the Reditest9 . 

Rediteste may be qualitatively verified by using a 
test solution prepared by adding 1 O drops of 
ethanol alcohol into 8 oz of distilled water. This 
solution should show a distinct positive result. 

PROCEDURE 
1. Open the foil package and remove the test 

strip. 
2. Saturate the reactive pad by dipping the 

reaction pad into the saliva specimen 
collected in a sputum cup, or by applying 
saliva directly to the reaction pad. After 1 O 
seconds, shake off the excess saliva. 

3. Immediately start timer and at 2 minutes, 
compare the reactive pad with the provided 
colored chart. 
Results after more than 2 minutes may be not 
accurate 

INTERPRETATION OF RESULTS 
Negative: Almost no color change by comparing 
with the background. The negative result 
indicates that the Saliva Alcohol Concentration 
(SAC) is less than 0.02%. 
Positive: A distinct color developed all over the 
pad. The positive result indicates that the Saliva 
Alcohol Concentration is 0.02% or higher. 
Invalid: The test should be considered invalid If 
only the edge of the reactive pad turned color 
that might be ascribed to insufficient sampling. 
The subject should be re-tested. 

LIMITATION OF PROCEDURE 
Reditest9 is designed for use with human saliva 
only. A positive result indicates only the 
presence of alcohol and does not indicate or 
measure intoxication. 
There is a possibility that technical or procedural 
errors as well other substances in certain foods 
and medicines may interfere with the test and 
cause false results. Please ref er to the 
Interference section for list of substances that 
will interfere the test results. 

EXPECTED RESULTS 
Reditest9 is a semi-quantitative assay. It 
identifies alcohol in human saliva at a 
concentration of 0.02% or higher. 

PERFORMANCE CHARACTERISTICS 
A. Accuracy 

The following data were obtained based on 86 
clinical saliva samples. 

GC(+) 
(>0.02%8AC) GC(-) 

Reditest<lt Test(+) 37 5• 

Reditest<1t Test(·) 1 43 

97.4% 89.6% 93% 

Sensitivity Specifitv Ao reement 

· The alcohol concentration was between 0.009-0.0169/dL 

B. Detection Limit 

Detection limit at least at 1 Omg/dl (0.01 g/dl) 

C. Interference 

The following substances may interfere with the 
Reditest®: 

Strong oxidizers 
Tannie acid 
Mercaptans 
Bilirubin 

Ascorbic acid 
Polyphenolic compounds 
Uric acid 
Oxalic acid 

These compounds are not normally present in 
sufficient amount in saliva to interfere with the 
test. However, the precautious step must be 
taken so that these materials are not introduced 
into the mouth during the 10 minutes test period 
proceeding to the test. 

REFERENCES; 
1. National highway traffic safety administration NHTSA), DOT, 

Federal Register. 59:147, August 1994, pp 22382-90 
2. Bergemeyer, H.U., et.al, Methods of Enzyme Analysis, :f'1 ed. 

Vol. II, 1983, p143 
3. Jones A.W., Clin. Exp. Pharmacol. Physiol. Vol. 6, 1979, pp 

53-59 
4. McCall K.E.L. , et.al, Clin. See. Vol. 56, 1979, pp 283-286 

02 362 0002 REV 4 



NUY 1 3 2006 

SlO(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance with 
the requirements of SMDA 1990 and 21 CFR 807 .92. 

The Assigned 51 O(k) number is 

Submitter: 

INNOV ACON Laboratories, Inc. 
4106 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

June 16, 2006 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

Innovacon® Spectrum II Test Card 

K061718 . 

lnnovacon® Spectrum II Test Card with Integrated Cups (Innovacon 014 Cup or E-Z Action 
Multi-Drug Test Cup and lnnovacon 022 Cup or E-Z Start Multi-Drug Test Cup) 

Common Name: 

Multi-drug Multi-line lateral flow immunochromatographic test for the simultaneous and 
qualitative detection of Amphetamine, Cocaine, Marijuana, Benzodiazepines, Tricyclic 
Antidepressants, Barbiturates, Morphine, Pbencyclidine, Oxycodone, Propoxypbene, 
Methadone, Opiate, Methamphetamine, Buprenorphine and Methylenedioxymethamphetamine 
m unne. 



Regulation Name: 

Amphetamine, Cocaine, Marijuana, Benzodiazepines, Tricyclic Antidepressants, Barbiturates, 
Morphine, Phencyclidine, Oxycodone, Propoxyphene, Methadone, Opiate, 
Methylenedioxymethamphetamine, Buprenorphine and Methamphetamine test systems. 

Product Code: 

LDJ, 010, DJC, DKZ, DJG, LCM, JXM, DJR, DIS, LFG, LAF, JXN 

Classification Number: 

21 CFR § 862.3870, 21 CFR § 862.3250, 21CFR§862.1610, 21 CFR § 862.3roo, 
21 CFR § 862.3650, 21CFR § 862.3.170, 21CFR§862.36f0, 21 CFR § 862.3150: 
2 1 CFR § 862.3910, 21 CFR § 862.3700 

Device Classification: 

The Amphetamine, Cocaine, Marijuana, Benzodiazepines, Tricyclic Antidepressants, 
Barbiturates, Morphine, Phencyclidine, Oxycodone, Propoxyphene, Methadone, Opiate, 
Methylenedioxymethamphetarnine, Buprenorphine and Methamphetamine test systems have 
been classified as Class II devices with moderate complexity. 

The lnnovacon Spectrum 11 Test Card and lnnovacon Spectrum II Test Card with Integrated 
Cups (lnnovacon 014 Cup or E-Z Action Multi-Drug Test Cup and lnnovacon 022 Cup or E-Z 
Start Multi-Drug Test Cup) are similar to other FDA-cleared devices for the qualitative and 
simultaneous detection of Amphetamine, Cocaine, Marijuana, Benzodiazepines, Tricyclic 
Antidepressants, Barbiturates, Morphine, Pbencyclidine, Oxycodone, Propoxyphene, 
Methadone, Opiate, Methylenedioxymethampbetarnine, Buprenorpbine and Methampbetamine 
in human urine. 

Intended Use: 

The lnnovacon Spectrum II Test Card and lnnovacon Spectrum II Test Card with Integrated 
Cups (lnnovacon 014 Cup or E-Z Action Multi-Drug Test Cup and Innovacon 022 Cup or E-Z 
Start Multi-Drug Test Cup) are rapid chromatographic immunoassays for the qualitative and 
simultaneous detection of Marijuana, Cocaine, Methylenedioxymethamphetamine, 
Amphetamine, Morphine, Opiates, Methadone, Methamphetamine, Pbencyclidine, 
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Benzodfazepine, Oxycodone, Propoxyphene, Tricyclic Antidepressants, Buprenorphine and 
Barbiturate in human urine at the cutoff concentrations of: 

1,000 ng/mL or 300 ng/mL for Amphetamine, 
300 ng/mL for Barbiturate, 
300 ng/mL for Benzodiazepines, 
300 ng/mL or 150 ng/mL for Cocaine, 
50 ng/mL for Marijuana, 
300 ng/mL for Methadone, 
500 ng/mL or 1,000 ng/mL for Methamphetamine, 
500 ng/mL for Methylenedioxymethamphetamine, 
300 ng/mL for Morphine, 
2,000 ng/mL for Opiates, 
100 ng/mL for Oxycodone, 
25 nglmL for Phencyclidine, 
300 ng/mL for Propoxyphene, 
I 0 ng/mL for Buprenorphine, and 
1,000 ng/mL for Tricyclic Antidepressants. 

Configurations of the Innovacon Spectrum 11 Test Card and lnnovacon Spectrum II Test 
Card with with Integrated Cups (lnnovacon 014 Cup or E-Z Action Multi-Drug Test Cup 
and Innovacon 022 Cup or E-Z Start Multi-Drug Test Cup) can consist of any combination 
of the above listed drug analytes. They are intended for healthcare professionals including 
professionals at point-of-care sites. 

This assay provides 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 (GC/MS) are the preferred confinnatory methods. 
Clinical consideration and professional judgment should be applied to any drug of abuse test 
result, particularly when preliminary positive results are used. 

Description: 

The Innovacon Spectrum II Test Card and lnnovacon Spectrum II Test Card with with 
Integrated Cups (Innovacon 014 Cup or E-Z Action Multi-Drug Test Cup and Innovacon 022 
Cup or E-Z Start Multi-Drug Test Cup) are competitive binding, lateral flow 
imrnunochromatographic assays for the qualitative and simultaneous detection of Marijuana, 
Cocaine, Methylenedioxyrnethamphetamine, Amphetamine, Morphine, Opiates, Methadone, 
Methamphetamine, Phencyclidine, Benzodiazepine, Oxycodone, Propoxyphene, Tricyclic 
Antidepressants, Buprenorphine and Barbiturate in hwnan urine at the cutoff concentrations of: 
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1,000 ng/mL or 300 ng/mL for Amphetamine, 
300 ng/mL for Barbiturate, 
300 ng/mL for Benzodiazepines, 
300 ng/mL or 150 ng/mL for Cocaine, 
50 ng/mL for Marijuana, 
300 ng/mL for Methadone, 
500 nglmL or 1,000 ng/mL for Methamphetamine, 
500 ng/mL for Methylenedioxymethamphetamine, 
300 ng/mL for Morphine, 
2,000 ng/mL for Opiates, 
100 ng/mL for Oxycodone, 
25 ng/mL for Phencyclidine, 
300 ng/mL for Propoxyphene, 
10 ng/mL for Buprenorphine, and 
1,000 ng/mL for Tricy.clic Antidepressants. 

These tests can be performed without the use of an instrument. 

A positive urine specimen will not generate a colored-line for the specific drug tested in the 
designated test region. A negative urine specimen or a urine specimen containing of Marijuana, 
Cocaine, Methylenedioxymethamphetamine, Amphetamine, Morphine, Opiates, Methadone, 
Methamphetamine, Phencyclidine, Benzodiazepine, Oxycodone, Propoxyphene, Tricyclic 
Antidepressants, Buprenorphine and Barbiturate at the concentrations below the designated 
cutoff levels will generate a colored line in the designated test region for the drug. To serve as a 
procedural control, a color line will always appear at the control region, indicating that proper 
volume of specimen has been added and mem!;>r~e wicking has occurred. 

Unmodified ACON Devices: 

The Innovacon® Spectrum II Test Card and Innovacon Spectrum II Test Card with with 
Integrated Cups (Innovacon 014 Cup or E-Z Action Multi-Drug Test Cup and Innovacon 022 
Cup or E-Z Start Multi-Drug Test Cup) are a "modified" product format derived from the 
previously FDA-cleared ACON Spectrum Multi-drug Multi-line Drug Screen Test Card and 
6 ACON Single DOA Tests. These seven legally marketed but unmodified devices and their 
51 O(k) numbers under which they were previously cleared are listed in Table 1. 

·i 
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Table 1. Unmodified ACON Devices with K Numbers and Product Codes. 

Previously Cleared ACON Drug of Abuse Test SlO(k) Product 
Number Code 

ACON Spectrum Multi-Drug Multi-Line Drug Screen Test K031759 LDJDIODKZ 
Card and Test Card with Integrated Split E-Z Key Cup DJGLCMJXM 

DJRDIS LFG 
ACON COC-150 One Step Cocaine Test Stripffest Device K032903 DIO 

ACON mAMP-500 One Step Methamphetamine Test K033299 LAF 
Stripffest Device 
ACON PPX One Step Propoxyphene Test Stripff est Device K040445 JXN 

ACON AMP 300 One Step Amphetamine Test Stripff est K041822 DKZ 
Device 
ACON OXY II One Step Oxycodone Test Stripff est Device K043507 DJG 

ACON BUP One Step Buprenorphine Test Stripffest Device K060466 DJG 
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(- ~ DEPARTMENT OF H~:A I.TH & HUMAN SERV IC!iS 

-<~ 

Public Health Service 

Edward Tung, Ph.D. 
JNNOV ACON Laboratories, Inc. 
41 06 Sorrento Valley Boulevard 
San Diego, Cali fornia 921 21 

Re: k061718 

NOV l 3 Z006 

Trade/Device Name: Innovacon Spectrum II Test Card 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

lnnovacon Spectrum II Test Card with Integrated Cups (lnnovacon 
O 14 Cup or E-Z Action Multi-Drug Test Cup and lnnovacon 022 
Cup or E-Z Start Multi-Drug Test Cup) 

Regulation Number: 21 CFR 862.3100 
Regulation Name: Amphetamine test system 
Regulatory Class: Class II 
Product Code: DKZ, DIS, JXM, LDJ, DIO, DJR, DJC, DJG, LFG, LCM, JXN 
Dated: October 20, 2006 
Received: October 23, 2006 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class I II (PMA), 
it may be subject to such additional controls. Existing major regulations affecting your device 
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (2 1 CFR Parts 80 1 and 809); and good manufacturing practice 
requi rements as set forth in the quality systems (QS) regulation (2 l CFR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the markel 

If you desire specific information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of lo 
Vitro Diagnostic Device Evaluation and Safety at (240) 276-0484. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or al its Internet address 
http://www.fda.gov/cdrh/industry/support/index.html. 

Enclosure 

Sincerely yours, 

!l!dif~ 
Director 
Division of Chemistry and Toxicology 
Office of [n Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 



10. INDICATIONS FOR USE 

510(k) Number (if known): 

Device Name: lnnovacon Spectrum II Test Card 
lnnovacon Spectrum II Test Card with Integrated Cups (lnnovacon 014 Cup or 
E-Z Action Multi-Drug Test Cup and lnnovacon 022 Cup or E-Z Start Multi-Drug 
Test Cup) 

Indications for Use: 

The lnnovacon Spectrum II Test Card and lnnovacon Spectrum II Test Card with Integrated 
Cups (lnnovacon 014 Cup or E-Z Action Multi-Drug Test Cup and lnnovacon 022 Cup or E-Z 
Start Multi-Drug Test Cup) are rapid chromatographic immunoassays for the qualitative and 
simultaneous detection of Marijuana, Cocaine, Methylenedioxymethamphetamine, 
Amphetamine, Morphine, Opiates, Methadone, Methamphetamine, Phencyclidine, 
Benzodiazepine, Oxycodone, Propoxyphene, Tricyclic Antidepressants, Buprenorphine and 
Barbiturate in human urine at the cutoff concentrations of: 

1,000 nglml or 300 ng/ml for Amphetamine, 
300 ng/ml for Barbiturate. 
300 ng/ml for Benzodiazepines. 
300 ng/ml or 150 ng/ml for Cocaine, 
50 ng/ml for Marijuana, 
300 ng/ml for Methadone, 

300 ng/ml for Morphine, 
2,000 ng/ml for Opiates, 
100 ng/ml for Oxycodone, 
25 ng/ml for Phencyclidine, 
300 ng/ml for Propoxyphene, 
10 ng/ml for Buprenorphine, and 

500 ng/ml or 1,000 ng/ml for Methamphetamine, 
500 ng/ml for Methylenedioxymethamphetamine, 

1,000 ng/ml for Tricyclic Antidepressants. 

Configurations of the lnnovacon Spectrum II Test Card and lnnovacon Spectrum II Test Card 
with lntegarted Cups (lnnovacon 014 Cup or E-Z Action Multi-Drug Test Cup and lnnovacon 022 
Cup or E-Z Start Multi-Drug Test Cup) can consist of any combination of the above listed drug 
analytes. They are intended for healthcare professionals including professionals at point-of-care 
sites. 

This assay provides 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 (GC/MS) are the preferred confirmatory methods. Clinical 
consideration and professional judgment should be applied to any drug of abuse test result, 
particularly when preliminary positive results are used. 

Prescription Use ... X . . . AND/OR 
(Part 21 CFR 801 Subpart D) 

Over-The-Counter Use 
(21 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 

. CAA~ 
0 ivision Sign-0 

Office of Jn Vitro Diagnostic Device 
Evaluation and Safety 

.. "-_%..o~ . .:_;17~1 ~r-~ 
Page 1 of 1 



MAR 1 5 2001 

Ill. Summary of Safety and Effectiveness 

The ACON One Step Marijuana Test is a qualitative screening rapid chromatographic immunoassay based on the 
principle of competitive binding. lbc test utilizes a moooclonal anbDody to sclcctively detect elevated levels of 
marijuana in urine at a cut~fT concentration of 50ng/mL. Drugs which may be present in the urine specimen 
compete against the drug conjugate for binding the sites on the antibody. 

During testing, a urine specimen migrates along the strip by capillary action. Marijuana, if present in the urine 
specimen below 50 ng/ml, will not saturate all of the binding sites of the antibody~ted particles in the test strip. 
The antibody~ted particles will then be captured by immobilized marijuana conjugate coated on the strip and a 
visible colored line will show up in the test line region. The colored line will not fonn in the test region if the 
marijuana level is above 50 ng/ml because it will saturate all of the binding sites of the anti-marijuana antibody-
coated particles. · 

A drug-positive urine specimen will not generate a colored line in the test line region because of drug competition, 
while a drug negative urine specimen will generate a line in the test line region because of tllC absence of drug 
competition. To serve as a procedural control. a colored line will always appear at the control line region if the test 
has been performed properly. 

A three way side-by-side comparison was conducted using the ACON THC One Step Marijuana Test Strip (Urine), 
ACON THC One Step Marijuana Test Device (Urine) and the LifeSign Status-OS THC Test. Testing was 
performed on specimens previously collected from subjects presenting for Drug Screen Testing. The Syva Emit II 
Cannabinoid Assay was used as an initial screen to identify positive specimens. Presumptive positive results were 
confirmed by Gas Chromatography I Mass Spectrometry. The following results were obtained: 

Life Sign Life Sign Life Sign Life Sign 

+ + ACON Strip + I 140 0 ACON Device 

+' 
143 0 

ACON Strip - ' 3 157 ACON Device 0 157 -....___ 

Percent Negative Agreement: >99% Percent Negative Agreement: > 99% 
Percent Negative Agreement : 98% Percent Negative Agreement: > 99% 
Overall Agreement 99% Overall Agreement: > 99% 

The ACON THC One Step Marijuana Test De\'icc demonstrated 100% agreement with tl1e L1feS1gn Status-OS THC 
Test while tl1e ACON THC One Step MariJuan;:1 Test Strip demonstrated 99°/o agreement with the tl1e LifeSign 
Status-OS THC. 

ACON Laboratories, Inc 
4 108 Sorrento Valley Blvd 

San Diego. CA 9212 I 

K003'5 57 
Premarket Notification S I O(k) Number 

7
D?te 
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DEPARTMENT OF HEALTH&. HUMAN SERV1CES Public Health Service 

Ms. Nora C.R. York 
Manager, Regulatory Affairs 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd 
San Diego, CA 92121 

Re: K003557 

MAR 1 5 2001 
Food and Drug Adrninistrac iori 
2098 Gaither Road 
Rockville MO 20850 

Trade Names: ACON~ THC One Step Marijuana Test Strip (Urine) and ACO~ THC 
One Step Marijuana Test Device (Urine) 

Regulatory Class: II 
Product Code: LDJ 
Dated: February 5, 2001 
Received: February 7, 2001 

Dear Ms. York: 

We have reviewed your Section 5 lO(k) notification of intent to market the device referenced 
above and we have determined the device is substantially equivalent (for the indications for use 
stated in the enclosure) to legally marketed predicate devices marketed in interstate commerce 
prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that 
have been reclassified in accordance with the provisions of the Federal Food, Drug, and 
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls 
provisions of the Act. The general controls provisions of the Act include requirements for annual 
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against 
misbranding and adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III 
(Premarket Approval), it may be subject to such additional controls. Existing major regulations 
affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. 
A substantially equivalent determination assumes compliance with the Current Good 

Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for 
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS 
inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to 
comply with the GMP regulation may result in regulatory action. In addition, FDA may publish 
further announcements concerning your device in the Federal Register. Please note: this 
response to your premarket notification submission does not affect any obligation you might 
have under sections 531 through 542 of the Act for devices under the Electronic Product 
Radiation Control provisions, or other Federal laws or reguJations. 
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This letter will allow you to begin marketing your device as described in your 51 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to tlre market 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and 
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office ~f Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its 
internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
"'Division of Clinical Laboratory Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 



IV. Indications for Use 

510(k) Number: 

Device Name: 

"Indications For Use" : 

ACO~ THC One Step Marijuana Test Strip (Urine) 
ACO~ THC One Step Marijuana Test Device (Urine) 

The ACO~ THC One Step Marijuana Tes~ Strip (Urine) and the 
ACO~ THC One Step Marijuana Test Device (Urine) are 
qualitative screening rapid chromatographic immunoassays 
intended for the use of detecting THC metabolites in human urine 
at a cutoff concentration of 50ng/mL. These tests are indicated for 
professional use only. 

(Please do not write below this.point) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use _ _ J __ Or Over-The-Counter Use - - -

(per 21 CFR 801.109) 
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Attachment IF 
510(k) Summary 

This summary of 51 O(k) safety and effectiveness information is being submitted in accordance 
with the requirements of SMDA 1990 and 21 CFR 807.92. 

The Assigned 510(k) number is K010841 

Submitter: 
ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 
Phone: 858-535-2030 
Fax: 858-535-2035 

Date: 
18 March 200 l 

Contact Person: 
Robert Hudak 

Proc1uct Name: 
ACO~ COC One Step Cocaine Test Strip 
ACO~ COC One Step Cocaine Test Device 

Common Name: 
Immunochromatographic test for the qualitative detection of the cocaine metabolite, 
benzoylecgonine, in urine specimens. 

Device Classification: 
The ACON COC One Step Cocaine Test Strip and ACON COC One Step Cocaine Test Device 
are similar to other FDA-cleared devices for the qualitative detection of benzoylecgonine in 
urine specimens. These tests are used to provide a preliminary analytical result. (21 CFR 
862.3250). Cocaine and cocaine metabolite test systems have been classified as Class II 
devices, moderate complexity. 

Classification Name: 
Cocaine and cocaine metabolite test system 

~.::E~==· ... -- - -==-­-- - ---~~-------- -----
ACON LaboratOf'ies, Inc. • 4108 Sorrento Valley Blvd. • San Diego, CA 92121 • USA • Tel: 858-535-2030 • Fax: 858-535·2039 • www.aconlabs.com 



Intended Use: 
The ACO~ COC One Step Cocaine Test Strip and ACO~ COC One Step Cocaine Test 
Device are rapid chromatographic immunoassays for the qualitative detection of the cocaine 
metabolite, benzoylecgonine, in hwnan urine at a cut-off concentration of 300 ng/mL 

Description: 
The ACON COC One Step Cocaine Test Strip and ACON COC One Step Cocaine Test Device 
are competitive binding, lateral flow immunochromatographic assays for the qualitative 
screening of the cocaine metabolite, benzoylecgonine, in a urine sample. The test is based on 
the principle of antigen-antibody immunochemistry. It utilizes a monoclonal antibody to 
selectively detect elevated levels of the cocaine metabolite, benzoylecgonine, in urine at a cut­
off concentration of 300 ng/mL. These tests can be performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored line in the test line region, while a 
drug negative urine specimen will generate a line in the test line region. To serve as a 
procedural control, a colored line will always appear at the control line region if the test has 
been performed properly. 

Predicate Device: 

LifeSign Status DS'" COC One-Step Cocaine Test 

510(k) Number K945609 

Distributor: 
Life Sign 
71 Veronica Avenue 
Somerset, New Jersey 08873 

Comparison to a Predicate Device: 
A summary comparison of the features of the ACON COC One Step Cocaine Test Strip 
and ACON COC One Step Cocaine Test Device and the LifeSign Status DS COC One­
Step Cocaine Test is shown below. 

• Both tests are assays intended for the qualitative detection of the cocaine 
metabolite, benzoylecgonine, in urine samples. 

• Both tests are intended as a screening method that provides a preliminary 
analytical test result. 

• Both tests are immunochromatographic, lateral flow assays for rapid detection 
of benzoylecgonine with a visual, qualitative end results. 

• Both tests utili ze the same basic immunoassay principles that rely on antigen I 
antibody interactions to indicate a positive or negative result. 

• Both tests have a benzoylecgonine cut-off concentration of 300 ng/mL. 
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Safety and Effectiveness Data: 

Accuracy 
A clinical evaluation was conducted using 300 specimens. This evaluation compared the 
results of the ACON® COC One Step Cocaine Test Strip and the ACON°® COC One Step 
Cocaine Test Device and the LifeSign Status DSTM COC One-Step Cocaine Test to the 
customary Gas Chromatography/Mass Spectrometry analysis technique. The data from 
this study yielded the following results: 

ACON COC One Step Cocaine Test Strip compared to the LifeSign Status DS COC 
One-Step Cocaine Test: 

Positive Agreement: 136 I 143 = 95% 
Negative Agreement: 157 I 151 = >99% 
Overall Agreement: 293 I 300 = 98•!. 

ACON COC One Step Cocaine Test Device compared to the LifeSign Status DS COC 
One:-Step Cocaine Test: 

Positive Agreement: 136 I 143 = 95% 
Negative Agreement: 157I157 = >99% 
Overall Agreement: 293 I 300 = 98% 

ACON COC One Step Cocaine Test Strip compared to GC/MS: 

Positive Agreement: 
Negative Agreement: 
Overall Agreement: 

119/124 = 96% 
159 I 176 = 90•;. 
2781300 = 93•1o 

(91-99%) * 
(85-94%) * 
(89-95%) * 

ACON COC One Step Cocaine Test Device compared to GC/MS 

Positive Agreement: 
- Negative Agreement: 

Overall Agreement: 

119 / 124 = 96°/o 
159/176 = 90% 
278 / 300 = 93% 

* Denotes 95% confidence intervals 

(91- 99%) * 
(85-94%) * 
(89 - 95%) * 
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Sensitivity 
A drug-free urine pool was spiked with benzoylecgonine to the following concentrations: 
0, 150, 225, 300, 375 and 450 ng/mL. Each concentration level was tested in replicates 
of thirty (30) with both the ACO~ COC One Step Cocaine Test Strip and ACO~ 
COC One Step Cocaine Test Device. The data indicate l 00% accuracy at 50% above 
and 50% below the cut-off concentration of 300 ng/mL. 

s . Analytical sensitivity of the ACON Cocaine Test tnp 
Benzoylecgonine Visual Result 

Concentration (ng/mL) % Cut-off n Negative Positive 
Negative urine 0 30 30 0 

150 ng/mL 50% 30 30 0 
225 ng/mL 75% 30 30 0 
300 ng/mL Cut-off 30 4 26 
375 ng/mL 125% 30 0 30 
450 ng/mL 150% 30 0 30 

Analytical sensitivity of the ACON Cocaine Test Device 
Benzoylecgonine Visual Result 

Concentration (ng/mL) % Cut-off n Negative Positive 
Negative urine 0 30 30 0 

150 ng/mL 50% 30 30 0 
225 ng/mL 75% 30 30 0 
300 ng/mL Cut-off 30 9 21 
375 ng/mL 125% 30 7 23 
450 ng/mL 150% 30 0 30 

Specificity 
Specificity studies were conducted by individually spiking various cocaine related 
compounds and metabolites into drug-free urine. These samples were further diluted 
sequentially to different concentrations and were evaluated in triplicate until the lowest 
concentration that yielded a positive result was identified. The following compounds 
gave positive results at the respective concentrations. The % Cross Reactivity was 
determined from these concentrations. 

Compounds 
Benzoylecgonine 
Cocaine hydrochloride 
Cocaethylene 
Ecgonine hydrochloride 

Interfering Substances 

Concentration (ng/mL) 
300 
780 

12,500 
32,000 

% Cross Reactivity 
100 
38 
2 
l 

No interference was observed in our studies when using negative or positive specimens 
(450 ng/mL of benzoylecgonine) containing the following substances at a final 
concentration of I 00 ug/mL: 
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Acetaminophen Oiazcpam Methoxyphenamine L - Phenylepluine 
Acetapbenctidine Oiclofenac (+) 3,4-Methylcnedioxy B - Phenylethylamine 
N-Acetylprocainamide Diflunisal Amphetamine Pbenylpropanolamine 
Acetylsalicylic acid Digoxin (+) 3,4-Methylcncdioxy Prednisolone 
Aminopyrine Diphenhydramine Methamphctamine Prednisonc 
Amitryptyline Ooxylamine Morphine -3 -B -0 Procaine 
Amobarbital Ecgonine methylester Glucuronide Quinidine 
Ampicill in (-)Y-Ephedrine Morphine sulfate Quinine 
lrAscorbic acid Erythromycin Nalidixic Acid Ranitidine 
Amoxicillin B-Estadiol Naloxone Salicylic Acid 
D-L-Amphetamine Estrone-3-Sulfate Naltrexone Secobarbital 
Apomorphine Ethyl-p-aminobenzoate Naproxen Serotonin 
Aspartame Fenoprofen Niaciamide Sulfamethazine 
Atropine Furosemide Nifedipine Prednisolone 
Benzilic Acid Gentisic Acid Norcodeine Sulindac 
Benzoic Acid Hydralazine Norothindrone Tcmazepam 
Benzpbetamine Hydrochlorothiazide D-Norpropoxyphene Tetracyline 
Bilirubin Hydrocodone Noscapine Tetrahydrocortisone-3 
Bromphcniramine Hydrocortisone D,L Octopaminc Acetate 
Caffeine 0-Hydroxyhippuric Acid Oxalic Acid Tetrahydrocort.isone-3-B-
Cannabidiol P-Hydroxymeth Oxazepam D Glucuronide 
Cannabinol 3-Hydroxytyramine Oxolinic Acid Tetrahydrozoline 
Chloralhydrate Ibuprofen Oxycodone Thebaine 
Chloramphenicol Imipramine Oxymetazoline Thiamine 
Chlordiazepoxide Iproniazid Promazine Thioridazine 
Chlorothiazide (-)Isoprotemol Promethazine D,L - Tyroxine 
(±)Chlorpheniramine lsosuprine D,L - Propanolol Tolbutamine 
Ch lopromazine Ketamine D- Propoxyphcne Triamterene 
Chloroquine Ketoprofen D- Pseudoephedrine Trifluoperazine 
Cholesterol Labetanol Papaverine Trimethoprim 
Clomipramine Levorphanol Pennicillin - G Trimipramine 
Clonidine Loperamide Pentobarbital Tryptamine 
Codeine Hemoglobin Perphenazine D,L - Tryptophan 
Cortisone Maprotiline Phencyclidine Tyramine 
(-) Cotinine Meprobamate Phenelzine Uric Acid 
Creatinine Meperidine Phenolbarbital Verapamil 
Deoxycorticosterone Methadone Phentermine Zomepirac 
Dextromethorphan 

Intra and inter-assay variability 
Studies to evaluate intra- and inter-assay variability demonstrated that the test yielded the 
e~pected results >99% of the time. 

Lot-to-Lot Variability 
Studies to evaluate the manufacturability and consistency of the product on a lot-to-lot basis 
have shown this test to be highly reproducible. 

Conclusion 
These studies demonstrate the substantial equivalency of the ACON® COC One Step 
Cocaine Test Strip and ACON® COC One Step Cocaine Test Device to the LifeSign Status 
DST" COC One-Step Cocaine Test, which is al ready marketed. They further demonstrate 
the suitability of this product for professional and point-of-care use, in addition to 
demonstrating their safety and effectiveness. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Mr. Robert Hudak 
Vice President, Research and Development 
ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, Califorrua 92 121 

Re: KOI0841 

'JUL - 9 2001 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade Name: ACON® COC One Step Cocaine Test Strip and ACON® COC One Step 
Cocaine Test Device 

Regulation Number: 21 CFR § 862.3250 
Regulatory Class: II 
Product Code: DJO 
Dated: May 25, 2001 
Received: June 18, 2001 

Dear Mr. Hudak: 

We have reviewed your Section 51 O(k) notification of intent to market the device referenced 
above and we have determined the device is substantially equivalent (for the indications for use 
stated in the enclosure) to legally marketed predicate devices marketed in mterstate commerce 
prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that 
have been reclassified in accordance with the provisions of the Federal Food, Drug, and 
Cosmetic Act (Act). You may, therefore, market the device, subject to the general controls 
provisions of the Act. The general controls provisions of the Act include requirements for annual 
registration, listin g of devices, good manufacturing practice, labeling, and prohibitions against 
misbranding and adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III 
(Premarket Approval), it may be subject to such additional controls. Existing major regulations 
affecting your device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. 
A substantially equivalent determination assumes compliance with the Current Good 

Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for 
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS 
inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to 
comply with the GMP regulation may result in regulatory action. Jn addition, FDA may publish 
further announcements concerning your device in the Federal Register. Please note: this 
response to your premarket notification submission does not affect any obligation you might 
have under sections 53 1 through 542 of the Act for devices under the Electronic Product 
Radiation Control provisions, or other Federal laws or regulations. 

-
; 
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This letter will allow you to begin marketing your device as described in your 5 lO(k) premarket 
notification. The fDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and 
additionally 809. l 0 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers Assistance at its toll-free number (800) 638-2041 or (30 l) 443-6597 or at its 
internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html" . 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 
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10. IND I CA TIO NS FOR USE 

51 O(k) Number: 

Device Name: 

Indications for Use: 

ACON® COC One Step Cocaine Test Strip 
ACON~ COC One Step Cocaine Test Device 

The ACON COC One Step Cocaine Test Strip and ACON COC 
One Step Cocaine Test Device are rapid chromatographic 
immunoassays for the qualitative detection of the cocaine 
metabolite, benzoylecgonine, in human urine at a cut-off 
concentration of 300 ng/mL. These tests are for use by Healthcare 
Professionals only. 

DMsron of Clinical labora 
tory Devices 

510(k) N1.1mbor }( o Io g Lf t 

(Please do not write below this point) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use Or Over-The-Counter Use ---
(Per 21 CFR 801. 109) 



JUL 3 1 2001 

SUMMARY OF 510 K SAFETY AND EFFECTIVENESS 

This summary of safety and effectiveness information is being submitted in accordance 
with the requirements of SMDA 1990 and 21CFR807.92. 

The Assigned 510(k) number is: K011672 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel. : 858-535-2030 X1072 
Fax: 858-535-2038 

Date: 

July 12, 2001 

Contact Person: 

Edward Tung, Ph.D. 
Director of Regulatory Affairs 

Product Names: 

ACON mAMP One Step Methampbetamine Test Strip 

ACON mAMP One Step Methamphetamine Test Device 

Common Name: 

Immunochromatographic test for the qualitative detection of methamphetamine in urine. 

Device Classification: 

ACON mAMP One Step M ethamphetamine Test Strip and ACON mAMP One Step 
Methamphetamine Test Device are similar to other FDA-cleared devices for the 
qualitative detection of methampbetam:ine in urine specimens. These tests are used for 
providing only a preliminary analytical result (21 CFR 862.3610). Methamphetarnine 
test systems have been classified as Class Il devices with moderate complexity. These 
methamphetamine tests bear Product Code LAF. 



Classification Name: 

Methamphetamine test system 

Intended Use: 

The ACON mAMP One Step Methamphetamine Test Strip and ACON mAMP One 
Step Methamphetamine Test Device are rapid chromatographic immnnoassays for the 
qualitative detection of methamphetamine in human urine at a cut-off concentration 
of 1,000 ng/mL. They are intended for professional and point-of-care use. 

Description: 

The ACON mAMP One Step Methamphetamine Test Strip and ACON mAMP One 
Step Methamphetamine Test Device are competitive binding, lateral-flow 
immunochromatographic assays for the qualitative detection of methamphetamine in a 
urine sample. The test is based on the principle of antigen-antibody immunochemistry. 
It utilizes a mouse monoclonal antibody to selectively detect elevated lev~ls of 
methamphetamine in urine specimens at a cut-off concentration of 1,000 ng/mL. These 
tests can be performed and interpreted without the use of an instrument. 

A drug-positive urine specimen wilJ not generate a colored line in the test region, 
while a negative urine specimen will generate a colored line in the test region. To 
serve as procedural control, a colored line will always appear at the control region 
indicating that a proper volume of specimen has been applied and membrane wicking 
has occurred. Therefore, when performing these ACON mAMP tests, one colored line 
indicates a positive result and two colored lines indicate a negative result; and the test 
is considered to be invalid when there is no colored line in the control region. 

Predicate Device: 

LifeSign Status DS"™ MET One-Step Methampbetamine Test 

510(k) Number: K.961249 

Distributor: 
LifeSign, LLC 
71 Veronica Avenue 
Somerset, New Jersey 08873 
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Comparison to a Predicate Device: 

A comparison of the features of ACON mAMP One Step Methamphetamine Test Strip 
and ACON mAMP One Step Methamphetamine Test Device to LifeSign Status DS™ 
MET One-Step Methamphetamine Test is listed below. 

• Both tests are assays intended for the qualitative detection of metharnpbetamine 
and its derivatives in urine samples. 

• Both tests are intended as a screenmg method that provides a preliminary 
analytical test result. 

• Both tests are immunochromatographic, lateral-flow assays for the rapid detection 
of methamphetamine with a visual, qualitative end result. 

• Both tests utilize the same basic immunochemistry principles that rely on 
antigen/antibody interactions to indicate a positive or negative result. 

• B9th tests have a methamphetamine cut-off concentration of 1,000 ng/mL for the 
detection of methamphetamine in urine specimens. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 urine specimens. This evaluation 
compared the study results obtained with ACON mAMP One Step Metbamphetamine 
Test Strip, ACON mAMP One Step Metbamphetamine Test Device, and LifeSign 
Status DS.,.. MET One-Step Metbamphetamine Test to the customary Gas 
Chromatography/Mass Spectrometry analysis results. The data from this study yielded 
the following results: 

ACON mAMP One Step Methampbetamine Test Strip compared to LifeSign Status DS™ 
MET One-Step Metbamphetamine Test: 

Positive Agreement: 145 I 148 = 98% (94% - 100%*) 
Negative Agreement: 152 I 152 = 100% (98% - 100%*) 
Overall Agreement: 297 I 300 = 99% (97% - 100%*) 

* 95% confidence intervals 
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ACON mAMP One Step MetbampbeWnine Test Device compared to LifeSign Status 
DS™ MET One-Step Methampbetamine Test: 

Positive Agreement: 147 / 148 = 99% (96% - 100%*) 
Negative Agreement: 152 / 152 = 100% (98%- 100%*) 
Overall Agreement: 299 / 300 = 100% (98% - 100%*) 

• 95% confidence intervals 

ACON mAMP One Step Methampbetamine Test Strip compared to GC/MS analysis data 

Positive agreement with GCJMS: 135 / 136 = 99% (96% - 100%*) 
Negative agreement with GC/MS: 154/164 = 94% (89%- 97%*) 
Total agreement with GC/MS: 289 / 300 = 96% (94%- 100%*) 

Positive Predictive Value(+): 1351145 = 93% (88%- 97%*) 
Negative Predjctive Value(-): 153 1154 = 99% (96% - 100%*) 

• 95% confidence intervals 

ACON mAMP One Step Metbamphetamine Test Device compared to GC/MS analysis data: 

Conclusion: 

Positive agreement with GC/MS: 135 / 136 = 99% (96% - 100%*) 
Negative agreement with GC/MS: 152 / 164 = 93% (86% - 96%*) 
Total agreement with GC/MS: 287 / 300 = 96% (93% - 98%*) 

Positive Predictive Value(+): 135 / 147 = 92% (86% - 96%*) 
Negative Predictive Value(-): 152 / 153 = 99% (96% - 100%*) 

* 95% confidence intervals 

These study results have demonstrated ACON mAMP One Step Metharnphetamine Test 
Strip and Test Device are substantially equivalent to LifeSign Status DS"' MET One-Step 
Methamphetamine Test It has also been demonstrated that these tests are safe and 
effective in detecting urine methamphetamine at a concentration of 1,000 ng/mL. They 
are suitable for professional and point-of-care use. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Tung, Ph.D. 
Director of Regulatory Affairs 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

JUL 3 1 2001 

Re: 510(k) Number: KOI 1672 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACON mAMP One Step Methamphetamine Test Strip and 
ACON mAMP One Step Methamphetamine Test Device 

Regulation Number: 862.3610 
Regulatory Class: II 
Product Code: LAF 
Dated: May 18, 200 l 
Received: May 30 , 2001 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) notification of intent to market the device referenced 
above and we have determined the device is substantially equivalent to devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of the 
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to 
the general controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, labeling, 
and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class Ill 
(Premarket Approval), it may be subject to such additional controls. Existing major regulations 
affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. 
A substantially equivalent determination assumes compliance with the Good Manufacturing 

Practice for Medical Devices: General (GMP) regulation (21 CFR Part 820) and that, through 
periodic GMP inspections, the Food and Drug Administration (FDA) will verify such 
assumptions. Failure to comply with the GMP regulation may result in regulatory action. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register. Please note: this response to your premarket notification submission does not affect 
any obligation you might have under sections 531 through 542 of the Act for devices under the 
Electronic Product Radiation Control provisions, or other Federal laws or regulations. 
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This letter will allow you to begin marketing your device as described in your 51 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate dev.ice re5ults in a classification for your device and thus, permits your device to 
proceed to the market 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and 
additionally 809.10 for in vitro diagnoStic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its 
internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
'• Director 

Division of Clinical Laboratory Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 



10. INDICATIONS FOR USE 

510(k) Number: 

Device Name: 

Indications for Use: 

Ho11to 72. 

ACON mAMP One Step Methamphetamine Test Strip 

ACON mAMP One Step Methamphetamine Test Device 

ACON mAMP One Step Methamphetamine Test Strip and ACON 
mAMP One Step Methamphetamine Test Device are rapid 
chromatographic immunoassays for the qualitative detection of 
methamphetamine in human urine at a cut-off concentration of 1,000 
ng/mL. It is intended for professional and point of care use. 

(Please do not write below this point) 
Concurrence of CORR Office of Device Evaluation (ODE) 

Prescription Use tL 
(Per 2 1 CFR 80l. 109) 

Or 

J5 

Over-The-Counter Use - --



AUG - 9 2001 

8. SUMMARY OF SIO(k) SAFETY AND EFFECTIVENESS 

This surrunary of safety and effectiveness information is being submitted in accordance with the 
requrre.rnents of SMDA 1990 and 21CFR807.92. 

Tue Assigned 510(k) number is: K011730 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

D~te: 

May 18, 2001 

Contact Person: 
Edward Tung, Ph.D. 

Product Names: 

ACON® PCP One Step Phencyclicline Test Strip 

ACO~ PCP One Step Phencyclidine Test Device 

Common Name: 
Immwiochromatographic test for the qualitative detection of phencyclidine in urine 

Device Classification: 
The ACON PCP One Step Phencyclidine TeSt Strip and ACON PCP One Step Phencyclid.ine Test 
Device are similar to other FDA-cleared devices for the qualitative detection of phencyclidine in 
urine specimens. These tests are used to provide a preliminary analytical result. (21 CFR 862) 
Phencyclidine test systems have been classified as Class ll devices with moderate complexity. 

Classification Name: 
Phencyclidine test system 
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Intended Use: 
The ACO~ PCP One Step Phencyclidine Test Strip and ACON PCP One Step Phencyclidine Test 
Device are rapid chromatographic immunoassays for the qualitative detection of phencyclidine in 
urine at a cut-off concentration of 25 ng/ml. They arc intended for healthcare professionals 
including point of care sites. 

Description: 
The ACON PCP One Step Phencyclidine Test Strip and ACON PCP One Step Phencyclidine Test 
Device are competitive binding, lateral flow i.n:imunochromatographic a.ssays for the qualitative 
screening of phencyclidine in a urine sample. The test is based on the principle of antigen-antibody 
immunochem.istzy. It utilizes the antibody to selectively detect elevated levels of phencyclidine in 
urine at a cut-off concentration of 25 ng/ml. These tests can be pexformed without the use of an 
instrument. 

A drug-positive urine specimen will not generate a red-colored line in the designated tcSt region, 
while a negative urine specimen will generate a red-colored line in the test region. To serve as a 
procedural control, a rcd-color~d line will always appear at the control region if the test has been 
performed properly. 

Predicate D evice; 
LifeSign Status DS™ PCP One-Step Phencyclidine Test 

510{k) Number: K961266 

Distributor; 
LifeSign, LLC 
71 Veronica A venue 
Somerset, New Jersey 08873 

Comparison to a Predicate Device: 
A comparison of the features of the ACON PCP One Step Phenoyclidine Test Strip and ACON PCP 
One Step Phencyclidine Test Device versus the LifeSign Starus DS™ PCP One-Step Pbencyclidine 
Test is shown below: 

• 

• 

• 

• 

• 

.. · :" . 

Both tests are assays intended for the qualitative detection of phencyclidine in urine 
samples. 

Both tescs are intended as a screening method that provides a preliminary analytical test 
result. 

Both tests are inununocbromatographic. lateral flow assays for the rapid detection of 
phencyclidine with a visual. qualitative end result. 

~oth tesrs utilize the same basic immunoassay principles that rely on antigen/ antibody 
mteractions to indicate a positive or negative result. 
Both tests have a cut-off phencyclidine concentration of25 ng/ml. 

30 

. .. . . .. .. .. ""~: '·: 



Safety and Effectiveness Data: 

Accuracy 
A clinical evaluation was conducted using 212 clinical urine specimens which included 10% 
samples with the drug concentrations at - 25% cutoff to +25% cutoff. This evaluation 
compared the test results of the ACO~ PCP One Step Phencyclid.ine Test Strip and the 
ACON PCP One Step Phencyclicline Test Device against the LifeSign Status DSTt-t PCP 
One-Step Phencyclidine Test, as weU as against the customary Gas Chromatography/Mass 
Spectrometry analysis. The comparisons of data obtained from this study yielded the 
following results: 

ACON PCP One Step Pbencyclidine Test Strip versus the LifeSign Status DS™ PCP One-Step 
Phencyclidine Test 

Positive Agreement: 56 / 57 = 98% (91% -JOO%*) 
Negative Agreement: 155 / 155 = 100% (98% - 100%"') 
Overall Agreement: 211/212 = 99.5% (97%- 100%*) 

"' 95% confidence intentals 

ACON PCP One Step Phencyclidine Test Device versus the LifeSign Starus DS™ PCP Onc­
Step Pbencyclidine Test: 

Positive Agreement: 55 / 57 """ 97% (88% - 100%*) 
Negative Agreement: 155 / 155 ""' 100% (98% - 100%"') 
Overall Agreement: 210 / 212 = 99% (97%- 100%*) 

• 95% confidence intervals 

ACON PCP One Step Phencyclidine Test Strip versus GC/MS at the cutoff of25 ng/ml: 

Positive agreement with GCIMS: 50 I 50 == 100%(93% - 100%) "' 
Negative agreement with GC/MS: 156 / 162 = 96%(92% - 99%) + 
Total agreement with GC/MS: 206 / 212 ; 97%(94% - 99%)"' 

• 95% confidence intervals 

ACON PCP One Step Phencyclidine Test Device versus GC/MS at the cutoff of25 ng/ml: 

Positi~e agreement with GC/MS: 50 I 50 = 100% (93% - 100%)"' 
NegatiNe agreement with GC/MS: 157 / 162 = 97%(93% - 99%) + 
Total agreement with GC/MS: 2071212 = 98%(94%- 99%) * 

+ 95% confidence intervals 

Conclusion: 
These studies.. demonstrate the substantial equivalency between the ACON PCP One Step 
Phencyclidinf;~est Strip and ACON PCP One Step Pbencyclidine Test Device and the LifeSign 
Status DSTM Pp> One-Step Pbcncyclidine Test, which has already being marketed in the United 
States. It is a{±· · de.monstra. ted that these tests are safe and effective in detecting phencyclidine at 
a concentratt of 25 ng/mL. The POL srudy dcmonstrared that these tests are suitable for 
Health profess onals including point-of-core sitt:s. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Twig, Ph.D. 
Director of Regulatory Affairs 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: 510(k) Number: K011730 

AUG - 9 2001 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACO~PCP One Step Phencyclidine Test Strip and ACO~PCP 
One Step Phencyclidine Test Device 

Regulatory Class: II 
Product Code: LCM 
Dated: June 1, 2001 
Received: June 5, 2001 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) notification of intent to market the device referenced 
above and we have determined the device is substantially equivalent to devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of the 
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to 
the general controls provisions of the Act. The general controls provisions of the Act include 
requirements for annual registration, listing of devices, good manufacturing practice, labeling, 
and prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III 
(Premarket Approval), it may be subject to such additional controls. Existing major regulations 
affecting your device can be found in the Code of Federal Regulations, Title 21 , Parts 800 to 895. 
A substantially equivalent determination assumes compliance with the Good Manufacturing 
Practice for Medical Devices: General (GMP) regulation (21 CFR Part 820) and that, through 
periodic GMP inspections, the Food and Drug Administration (FDA) will verify such 
assumptions. Failure to comply with the GMP regulation may result in regulatory action. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register. Please note: this response to your premarket notification submission does not affect 
any obligation you might have under sections 531 through 542 of the Act for devices under the 
Electronic Product Radiation Control provisions, or other Federal laws or regulations. 
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This Jetter will allow you to begin marketing your device as described in your 51 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and · 
additionally 809.10 for in vitro diagnostic devices), please contact the Office-of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21 CFR 807 .97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its internet address "http://www.fda.gov/cd.rh/dsma/dsmarnain.htrnl". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



10. INDICATIONS FOR USE 

5IO(k) Number: KOI 1730 

Device Name: ACO~ PCP One Step Phencyclidine Test Strip 

ACON® PCP One Step Phencyclidine Test Device 

Indications for Use: The ACON PCP One Step Phencyclidine Test Strip and ACON PCP 
One Step Phcncyclidinc Test Device are rapid chromatographic 
immunoassays for the qualitative detection of phencyclidine in human 
urine at a cut-off concentration of 25 ng/mL. They arc intended for 
healthcare professionals including point of care sites. 

(Please do not write below this point) 
ConcWTence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use / 

(Per 21CFR801 .109) 

Or Over-TI1e-Counter Use ---

(D!f!LawrkJtkni ~ 
Division of OinicaJ Laboratory Devita 

51~) Number Ko 117 ??0 
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SEP 1 7 2001 

8. SUMMARY OF SIO(k) SAFETY AND EFFECTIVENESS 

lbis summary of safety and effectiveness information is being submitted in accordance with the 
requirements of SMDA 1990 and 21 CPR 807.92. 

The Assigned SlO(k) number is K012300 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

July 16. 2001 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACO~ BZO One Step Be.nzodiazepines Test Strip 

ACONl' BZO One Step Ben20diazepines Test Device 

Co1nmon Name: 

Immunochromatographic 1est for the qualitative detection of Benzodiazepines in urine 

Device Clossification: 

The ACON BZO One Step Benzodiazepines Test Strip and ACON BZO One Step Benzodiazepincs 
Test Device are similar to other FDA-cleared devices for the qualitative detection of Benzodiazepines 
in urine specimens. These tests are used to provide a preli1nioary analytical result. (21 CFR 862.3170) 
Benzodiazepines test systems have been classified as Class II devices with moderate complexity. 

Classification Name: 

Benzodiazcpincs test system 
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Intended UH: 

The ACO~ BZO One Step Benzodiazepines Test Strip and ACON BZO One Step Benzodiazepines 
Test Device are rapid chromatographic immunoassays for the qualitative detection ofBenzodiazcpines 
in wine at a cut-off concentration of 300 ng/mL set relative to Oxazepam. They arc intended for 
healthcare professionals including professionals at point of care sites. 

Description: 

The ACON BZO One Step Benzocliazepines Test Strip and ACON BZO One Step Benzodiazepines 
Test Device arc competitive binding, lateral flow immunochromatographic assays for the qualitative 
screening of Bcnzodiuepines in a urine sample. The test is based on the principle of antigen-antibody 
immunochemistry. It utifu:es mouse monoclonal antibody to selectively detect elevated levels of 
Benzodiaz.epines in urine at a cut-off concentration of 300 ng/mL. These tests can be performed 
without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Benzodiazepines at the concentration below 
the cut-off level will generate a colored-line in the test region. To serve as a procedural control, a 
colored-line will always appear at the control region, indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 

Predicate Device: 

LifeSign Status DSTM BZO One-Step Benzodiazepines Test 

51 O(k) Number: K99 l 079 

Comparison to " Predicate Device: 

A comparison of the features of the ACON BZO One Step Ben.zodiazepines Test Strip and ACON 
BZO One Step Bcnzodiazepincs Test Device versus the LifcSign Status DS™ BZO One-Step 
Ben.zodiazepines Test is shown below: 

• 

• 
• 

• 

• 

Both tests are assays intended for the qualitative .detection of Benzodiazepines in urine 
samples. 
Both tests arc intended as a screening method that provides a preliminary analytical test result . 
Both tests arc immunochromatographlc, lateral flow assays for the rapid detection of 
Benzodiazcpines with a visual, qualitative end result. 
Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 
interactions to indicate a positive or negative result. 
Both tests have a cut-offBenzodiazcpin.es concentration of 300 ng/mL . 
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Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 clinical urine specimens including I 0% of the 
samples with benzodiazepinc concentrations at - 25% cut-off to +25% cut-off range. TI1is 
evaluation compared the test results between ACON°® BZO One Step Benzodiazepines Test 
Strip and Test Device with LifeSign Status DS™ BZO One-Step Benzodi.azcpincs Te~ as well 
as against data obtained from the customary Gas Chromatography/Mass Spectrometry analysis. 
The comparisons of data obtained from this srudy yielded the following results: 

ACON BZO One Step Benzodiazepines Test Strip versus the LifeSign Status DSTM BZO One- Step 

Benzodlazepines Test: 

Positive Agreement: 131 / l 45 - 900/a (84% - 95% • ) 
Negative Agreement: 149 / 153 - 97% (93% - 99%•) 
Overall Agreement: 280 / 298 .., 94% (91 % - 96%*) 

• 95% Confidence Intervals 

ACON BZO One Step Benzodiazepines Test Device versus the LifeSign Status DS'"" ~ZO 
One-Step Benzodiazepines Test: 

Positive Agreement: 130 / 144 = 90% (84% - 94%*) 
Negative Agreement: 149 / 154'"" 97% (92% -99%•) 
Overall Agreement: 279 / 298 = 94% (90% -96%*) 

• 95~o Confidence Intervals 

ACON BZO One Step Benzodiazepincs Test Strip versus OC/MS at the cutoff of 300 ng/ml: 

Positive agreement with GC/MS: 131 / 135 - 97% (92% - 99%"') 
Negative agreement with GC/MS: 157 / 165 = 95% (91 % - 98%+) 
Total agreement with GC/MS: 288 / 300 - 96% (93% - 98%•) 

• 95% confidence intervals 

ACON BZO One-Step Benzodiazepines Test Device versus GC/MS at the cutoff of 300 ng/m.1: 

Conclusion: 

Positive agreement with GC/MS: 130 / 135 ""96% (92% - 98%+) 
Negative agreement with GC/MS: 159' / 165 - 96% (92% - 99%•) 
Total agreement with GC/MS: 289 I 300 - 96% (94% - 98%•) 

• 95% confidence intervals 

These clinical studies demonstrate the substantial equivalency between the ACON BZO One Step 
Benzodiazcpines Test Strip, ACON BZO One Step Benzodiazepines Test Device and the LifeSign 
Status DSTM BZO One-Step Bcnzodiazepines Test, which has already being marketed in the United 
States. It is also demonstrated that these tests are safe and effective in detecting Benzodia.zepincs at 
a concentration of 300 ng/mL. The POL srudy demonstrated that these tests are suitable for 
professional and point-of-care use. 

36 



DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Tung, Ph.D. 
Director of Regulatory Affair 
ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, CA 92121 

Re: k012300 

SEP 1 7 2001 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACON BZO One Step Benzodiazepines Test Strip 
ACON BZO One Step Benzodiazepines Test Device 

Regulation Number: 21 CFR 862.3170 
Regulation Name: Benzodiazepine test system 
Regulatory Class: Class II 
Product Code: DCM 
Dated: July 16, 2001 
Received: July 20, 2001 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class ITI (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA 's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050. 



Page 2 -

This letter will allow you to begin marketing your device as described in your 51 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and · 
additionally 809.10 for in vitro diagnostic devices), please contact the Office-of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 

entitled, "Misbranding by reference to premarket notification" (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its internet address "http://www.fda.gov/cdrb/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



10. INDICATIONS FOR USE 

51 O(k) Number: K012300 

Device Name: ACO~ BZO One Step Benzodiazepines Test Strip 

ACO~ BZO One Step Benzodiazepincs Test Device 

Indications for Use: The ACON BZO One Step Benzodiazepines Test Strip and ACON BZO 
One Step Benzodiazepines Test Device are rapid chromatographic 
immunoassays for the qualitative detection ofBenzodiazepines in human 
urine at a cut-off concentration of 300 ng/mL set relative to oxazepam, a 
major metabolite of ben.zodiazepines. They are intended for healthcare 
professionals including professionals at point of care sites. 

(Please do not write below this point) 
Concurrence ofCDRH, Office of Device Evaluation (ODE) 

Prescription Use __ /' __ Or Over-The-Counter Use - --
(Per 21CFR80~.109) ~ri~JM.2¥ 

ivision Sign·Oft) 
Division of Clinical Laboratory Devices 

510(k) Number KO { 2 0 op 
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OCT 15 ZOD1 

8. SUMMARY OF 51 O(k) SAFETY AND EFFECTIVENESS 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements ofSMDA 1990 and 21CFR807.92. 

The Assigned 51 O(k) number is _...._.H'"'"'o"-'-1""""9 __ s'"""'A ..... 5~-----

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel. : 858-535-2030 
Fax: 858-535-2038 

Date: 
August 6, 2001 

Contact Person: 
Edward Tung, Ph.D. 

Product Names: 

ACON® MTD One Step Methadone Test Strip 

ACON® MTD One Step Methadone Test Device 

Common Name: 

Immunochromatographic test for the qualitative detection of methadone in urine 

Device Classification: 

The ACON MTD One Step Methadone Test Strip and ACON MTD One Step Methadone Test Device 
are similar to other FDA-cleared devices for the qualitative detection of methadone in urine specimens. 
These tests are used to provide a preliminary analytical result (21 CFR 862.3620). Methadone test 
systems have been classified as Class II devices with moderate complexity. 

Classification Name: 

Methadone test system 
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Intended Use: 

The ACO~ MTD One Step Methadone Test Strip and ACON MTD One Step Methadone Test 
Device are rapid chromatographic immunoassays for the qualitative detection of methadone in urine at 
a cut-off concentration of 300 ng/mL. They are intended for professional and healthcare professional 
use. 

Description: 

The ACON MTD One Step Methadone Test Strip and ACON MTD One Step Methadone Test Device 
are competitive binding, lateral flow immunochromatographic assays for the qualitative screening of 
methadone in a urine sample. The test is based on the principle of antigen-antibody immunochemistry. 
It utilizes the antibody to selectively detect elevated levels of methadone in urine at a cut-off 
concentration of 300 ng/mL. These tests can be performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing methadone at the concentration below the cut­
off level will generate a colored-line in the test region. To serve as a procedural control, a colored-line 
will always appear at the control region, indicating that proper volume of specimen has been added 
and membrane wicking has occurred. 

Predicate Device: 

LifeSign Status DS™ MTD One-Step Methadone Test 

51 O(k) Number: .K99 l 080 

Comparison to a Predkate Device: 

A comparison of the features of the ACON MTD One Step Methadone Test Strip and ACON MTD 
One Step Methadone Test Device versus the LifeSign Status OS™ MTD One-Step Methadone Test is 
shown below: 

• Both tests are assays intended for the qualitative detection of methadone in urine samples. 
• Both tests are intended as a screening method that provides a preliminary analytical test result. 
• Both tests are immunochromatographic, lateral flow assays for the rapid detection of 

methadone with a visual, qualitative end result. 
• Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 

interactions tp indicate a positive or negative result. 
• Both tests have a cut-off methadone concentration of 300 ng/mL. 
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Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 clinical urine specimens including 10% of the 
samples with methadone concentrations at-25% cut-off to +25% cut-off range. This evaluation 
compared the test results between ACO~ MID One Step Methadone Test Strip and Test 
Device with LifeSign Status DS™ MID One-Step Methadone Test; as well as against data 
obtained from the customary Gas Chromatography/Mass Spectrometry analysis. The 
comparisons of data obtained from this study yielded the following results: 

ACON MTD One Step Methadone Test Strip versus LifeSign Status DS™ MTD One- Step 
Methadone Test: 

Positive Agreement: 132 I 132 = 100% (97°/o - 1()0°/o• ) 
Negative Agreement: 168 I 168 = 100% (98% - 100%•) 
Overall Agreement: 300 I 300 = 100% (99% - 100% •) 

• 95% Confidence Intervals 

ACON MID One Step Methadone Test Device versus the LifeSign Status OS™ MTD One­
Step Methadone Test: 

Positive Agreement: 132 I 132 = 100% (97% - 100%•) 
Negative Agreement: 168 I 168 = 100% (98% - 100%• ) 
Overall Agreement: 300 I 300 = 100% (99% - 100%•) 

• 95% Confidence Intervals 

ACON MTD One Step Methadone Test Strip versus GC/MS at the cutoff of 300 ng/ml: 

Positive agreement with GC/MS: 122 I 123 = 99% (96% - 100°/o*) 
Negative agreement with GC/MS: 167 I 177 = 94% (90% - 97%*) 
Total agreement with GC/MS: 289 I 300 = 96% (94% - 98%*) 

• 95% confidence intervals 

ACON MTD One-Step Methadone Test Device versus GC/MS at the cutoff of 300 ng/ml: 

Positive agreement with GC/MS: 122 I 123 = 99% (96% - 100%*) 
Negative agreement with GC/MS: 167 I 177 = 94% (90% - 97%*) 
Total agreement with GC/MS: 289 I 300 = 96% (94% - 98%*) 

• 95% confidence intervals 
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Conclusion: 

These clinical studies demonstrate the substantial equivalency between the ACON MTD One Step 
Methadone Test Strip, ACON MTD One Step Methadone Test Device and the LifeSign Status 
Dsn' MTD One-Step Methadone Test, which bas already being marketed in the United States. It is 
also demonstrated that these tests are safe and effective in detecting methadone at a concentration 
of 300 ng/mL. The POL study demonstrated that these tests are suitable for healthcare professionals 
and professional point-of-care use. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Edward Tung, Ph.D. 
Director of Regulatory Affair 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: k012595 

OCT 1 5 2001 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACON* MID One Step Methadone Test Strip and 
ACON* MID One Step Methadone Test Device 

Regulation Number: 21CFR862.3620 
Regulation Name: Methadone test system 
Regulatory Class: Class II 
Product Code: DJR 
Dated: August 8, 200 I 
Received: August I 0, 2001 

Dear Dr. Tung: 

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR I 000-1050. 



Page2-

This letter will allow you to begin marketing your device as described in your 510(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and · 
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21 CFR 807 .97). Other general 
information pn your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory-Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



10. INDICATIONS FOR USE 

51 O(k) Number: 

Device Name: ACO~ MTD One Step Methadone Test Strip 

ACO~ MTD One Step Methadone Test Device 

Indications for Use: The ACON MTD One Step Methadone Test Strip and ACON MTD One 
Step Methadone Test Device are rapid chromatographic immunoassays 
for the quaJitative detection of Methadone in human urine at a cut-off 
concentration of 300 ng/mL. They are intended for healthcare 
professionals and professional point-of-care use. 

(Please do not write below this point) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use _L Or Over-The-Counter Use ---

' ion Sign-Off) 
Division of Oinical Labora Devices 
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DEC 1 8 2001 

8. SUMMARY OF SlO(k) SAFETY AND EFFECTIVENESS 

This summary of safety and effectiveness information is being submitted in accordance with 
the requirements ofSMDA 1990 and 21CFR807.92. 

The Assigned 51 O(k) number is --L-}L--~..____1 _~_~_8"_0 __ _ 

Submitter: 
ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel. : 858-535-2030 
Fax: 858-535-2038 

Date: 
October 5, 2001 

Contact Person: 
Edward Tung, Ph.D. 

Product Names: 
ACON® MOP One Step Opiate Test Strip 
ACON® MOP One Step Opiate Test Device 

Common Name: 
Imrnunochromatographic test for the qualitative detection of Opiates in urine 

Device Classification: 
The ACON MOP One Step Opiate Test Strip and ACON MOP One Step Opiate Test Device 
are similar to other FDA-cleared devices for the qualitative detection of Opiates in urine 
specimens. These tests are used to provide a preliminary anaJytical result (21 CFR 862.3650). 
These test systems have been classified as Class Il devices with moderate complexity. Product 
code DJG has been assigned for these Opiate test systems. 

Classification Name: 
Opiate test system 

Intended Use: 
The ACON® MOP One Step Opiate Test Strip and ACON MOP One Step Opiate Test Device 
are rapid chromatographic immunoassays for the qualitative detection of Opiates in urine at a 
cut-off concentration of 300 nglmL for morphine. They are intended for the healthcare 
professional use. 
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Description: 
The ACON MOP One Step Opiate Test Strip and ACON MOP One Step Opiate Test Device 
are competitive binding, lateral flow immunochromatographic assays for the qualitative 
screening of Opiates in a urine sample. The test is based on the principle of antigen-antibody 
immunochemistry. It utilizes mouse monoclonal antibody to selectively detect elevated levels 
of Opiates in urine at a cut-off concentration of 300 ng/mL for morphine. These tests can be 
performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, 
while a negative urine specimen or a urine specimen containing Opiates at the concentration 
below the cut-off level will generate a colored-line in the test region. To serve as a procedural 
control, a colored-line will always appear at the control region. indicating that proper volume 
of specimen has been added and membrane wicking has occurred. 

Predicate Device: 
Screener Opiate Test Drugscreen™ DIP Opiate Test 
51 O(k) Nwnber: K000273 

Comparison to a Predicate Device: 
A comparison of the features of the ACON MOP One Step Opiate Test Strip and ACON MOP 

One Step Opiate Test Device versus the Screener Opiate Test Drugscreen™ DIP 
Opiate Test is shown below: 

• Both tests are assays intended for the qualitative detection of Opiates in urine samples. 
• Both tests are intended as a screening method that provides a preliminary analytical test 

result. 
• Both tests are immunochromatographic, lateral flow assays for the rapid detection of 

Opiates with a visual, qualitative end result. 
• Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 

interactions to indicate a positive or negative result. 
• Both tests have a cut-off for morphine concentration of 300 ng/mL. 

Safety and Effectiveness Data: 

Accuracy: 
A clinical evaluation was conducted using 300 clinical urine specimens including 10% 
of the samples with Opiate concentrations at -25% cut-off to +25% cut-off range. This 
evaluation compared the test results between ACON® MOP One Step Opiate Test Strip 
and Test Device with Screener Opiate Test Drugscreen™ D1P Opiate Test; as well as 
against data obtained from the customary Gas Chromatography/Mass Spectrometry 
analysis. The comparisons of data obtained from this study yielded the following 
results: 
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ACON MOP One Step Opiate Test Strip versus the Screener Opiate Test Drugscreen™ 
DIP Opiate Test: 

Positive Agreement: 150 I 150 = 100% (98% - 100%•) 
Negative Agreement: 150 I 150 = 100°/o (98%- 100°/o*) 
Overall Agreement: 300 I 300 = 100% (98% - 100%*) 

• 95% Confidence Intervals 

ACON MOP One Step Opiate Test Device versus Screener Opiate Test Drugscreen™ 
DIP Opiate Test: 

Positive Agreement: 150 / 150 = 100% (98% - 100%*) 
Negative Agreement: 150 I 150 = 100°/o (98% - 100%•) 
Overall Agreement: 300 I 300 = 100°/o {98% - 100%•) 

• 95% Confidence Intervals 

ACON MOP One Step Opiate Test Strip versus GCIMS at the cut-off of 300 ng/ml: 

Positive Agreement: 141 I 141 = 100% (97%- 100%*) 
Negative Agreement: 150 1 159 = 94% (89°/o - 97%*) 
Overall Agreement: 291I300 = 97% (94% - 98%*) 

• 95% confidence intervals 

ACON MOP One Step Opiate Test Device versus GC/MS at the cut-off of 300 ng/ml: 

Conclusion: 

Positive Agreement: 141/ 141 = 100°/o (97%- 100%•) 
Negative Agreement: 150 / 159 = 94% (89°/o - 97%*) 
Overall Agreement: 29 1 I 300 = 97% {94% - 98%•) 

• 95% confidence intervals 

These clinical studies demonstrate the substantial equivaJency between the ACON MOP 
One Step Opiate Test Strip, ACON MOP One Step Opiate Test Device and Screener 
Opiate Test Drugscreen™ DIP Opiate Test, which has already being marketed in the 
United States. It is also demonstrated that these tests are safe and effective in detecting 
Opiates at a concentration of 300 ng/mL. They are intended for healthcare professionals' 
use. The POL study demonstrated that these tests are also suitable for healthcare 
professionals at point-of-care site use. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Edward Tung, Ph.D. 
Director of Regulatory Affair 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd 
San Diego, CA 92121 

Re: k013380 

DEC 1 8 ZOOl 

Food and Drug Administration 
2098 Gaither Road 
Roclcville MD 20850 

Trade/Device Name: ACO~ MOP One Step Opiate Test Strip and ACO~ MOP 
One Step Opiate Device 

Regulation Number: 21CFR862.3650 
Regulation Name: Opiate test system 
Regulatory Class: Class II 
Product Code: DJG 
Dated: October 11 , 200 I 
Received: October 12, 2001 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act {Act) that do not require approval of a premarket approval application {PMA). 
You may, therefore, market the device, subject to the general controls provis'ions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA' s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to : registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801 ); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050. 
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This letter will allow you to begin nwketing your device as dcScribcd in your 51 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally madceted 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and · 
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact.the Office of Compliance at (301) 594-4639. Also, please note the regulation 

· entitled, "Misbranding by ref~ to premarket notification• (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturecs International and Consumer Assistance at its toll-fi:ce number (800) 63"8-2041 or 
(301) 443-6597 or at its internet address "http://www.fda.gov/cdrb/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory-Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



10. INDICATIONS FOR USE 

51 O(k) Number: 

Device Name: ACO~ MOP One Step Opiate Test Strip 

ACO~ MOP One Step Opiate Test Device 

Indications for Use: The ACON MOP One Step Opiate Test Strip and ACON MOP 
One Step Opiate Test Device are rapid chromatographic 
irnmunoassays for the qualitative detection of Opiate in human 
urine at a cut-off concentration of 300 ng/mL. They are intended 
for healthcare professional use. 

lib~ F·'~ 
Division of Clinical Laboratory Devices 

SlO(lc) Number k'...O[ 31Bo 

(Please do not write below this point) 
Conc7rre ce ofCDRH, Office of Device Evaluation (ODE) 

Prescription Use Or over-the-counter Use ---
(Per 21 CFR 801. 109) 
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' , JUL 1 7 2002 

8. SUMMARY OF SlO(k) 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements of SMDA 1990 and 21CFR807.92. 

The Assigned 510(k) number is g 08'. 1.5d)ta 

Submitter: 

ACON :Cioor~bries, Inc. 
4108 Sorrento Valley.Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

May 8, 2002 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON® TCA One Step Tricyclic Antidepressant Test Strip 

ACON® TCA One Step Tricyclic Antidepressant Test Device 

Common Name: 

Immunochromatographic test for the qualitative detection of Tricyclic Antidepressant in urine 

Device Classification: 

The ACON TCA One Step Tricyclic Antidepressant Test Strip and ACON TCA One Step Tricyclic 
Antidepressant Test Device are similar to other FDA-cleared devices for the qualitative detection of 
Tricyclic Antidepressant in urine specimens. These tests are used to provide a preliminary analytical 
result. Tricyclic Antidepressant test systems have been classified as Class II devices with moderate 
complexity. The product code for these devices is LFG and the regulation number is 862.3910. 
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Classification Name: 

Tricyclic Antidepressant test system 

Intended Use: 

The ACON® TCA One Step Tricyclic Antidepressant Test Strip and ACON TCA One Step Tricyclic 
Antidepressant Test Device are rapid chromatographic immunoassays for the qualitative detection of 
Tricyclic Antidepressant in urine at a cut-off concentration of 1,000 ng/mL in reference to 
Nortript~?~·l1!ey are intended for healthcare professionals and professionals at point-of-care sites. 

Description: 

The ACON TCA One Step Tricyclic Antidepressant Test Strip and ACON TCA One Step Tricyclic 
Antidepressant Test Device are competitive binding, lateral flow immunochromatographic assays for 
the qualitative screening of Tricyclic Antidepressant in a urine sample. The test is based on the 
principle of antigen-antibody immunochemistry. It utilizes mouse monoclonal antibody to selectively 
detect elevated levels of Tricyclic Antidepressant in urine at a cut-off concentration of 1000 ng/rnL for 
Nortriptyline. These tests can be performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Tricyclic Antidepressant at the concentration 
below the cut-off level will generate a colored-line in the test region. To serve as a procedural control, -
a colored-line will always appear at the control region, indicating that proper volume of specimen has 
been added and membrane wicking has occurred. 

Predicate Device: 

Status DS™ TCA One step Tricyclic Antidepressants Test 

510(k) Number: K980249 

Comparison to a Predicate Device: 

A comparison of the features of the ACON TCA One Step Tricyclic Antidepressant Test Strip and 
ACON TCA One Step Tricyclic Antidepressant Test Device versus the Status™ One step 
Antidepressants Test is shown below: 

• Both tests are assays intended for the qualitative detection of Tricyclic Antidepressant in urine 
samples. 

• Both tests are intended as a screening method that provides a preliminary analytical test result. 
• Both tests are immunochromatographic, lateral flow assays for the rapid detection of Tricyclic 

Antidepressant with a visual, qualitative end result. 
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• Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 
interactions to indicate a positive or negative result. 

• Both tests have a cut-off for Nortriptyline concentration of 1,000 ng/mL. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 226 clinical urine specimens including over 10% of 
the s~f}les with Antidepressants concentrations at -25% cut-off to +25% cut-off range. This 
evaiuau-a~ compared the test results between ACON® TCA One Step Tricyclic Antidepressants 
Test Strip ancf Test Device with Status DS™ One Step Tricyclic Antidepressants Test; as well 
as against data obtained from the customary HPLC analysis. The comparisons of data obtained 
from this study yielded the following results: 

ACON TCA One Step Tricyclic Antidepressant Test Strip versus the Status DS™ One Step 
Tricyclic Antidepressants Test: 

Positive Agreement: 55 / 58 = 95% (86% - 99%*) 
Negative Agreement: 164 / 164 = 100% (98% - 99%*) 
Overall Agreement: 219 / 222 = 99% (96% - 99 %*) 

• 95% Confidence Intervals 

ACON TCA One Step .Tri cyclic Antidepressant Test Device versus the Status DS™ One Step 
Tricyclic Antidepressant Test: 

Positive Agreement: 55 / 58 = 95% (86% - 99%*) 
Negative Agreement: 164 / 164 = 100% (98% - 99%*) 
Overall Agreement: 219 I 222 = 99% (96% - 99 %*) 

• 95% Confidence Intervals 

ACON TCA One Step Tricyclic Antidepressant Test Strip versus HPLC at the cutoff of 1,000 
nglml: 

Aeon · HPLC 
TCA test Drug - <-25% -25% cutoff Cutoff to >+25% % agreement 

strip free urine cutoff to cutoff +25% cutoff cutoff 
Negative 150 17 0 0 0 89% 

(84% - 93%)* 
Positive 0 12 8 15 20 >99% 

(90%-99%)* 
* 95% Confidence Intervals 
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ACON TCA One-Step Tricyclic Antidepressant Test Device versus HPLC at the cutoff of 1,000 
nglml: 

Aeon HPLC 
TCA test Drug-free <-25% -25% cutoff Cutoff to >+25% % agreement 
Device urine cutoff to cutoff +25% cutoff cutoff 
Negative 150 17 0 0 0 89% 

(84% - 93%)* 
Positive 0 12 8 15 20 >99% 
. (90% 99%)* 

"~ • 5% Confi ence Intervals -~ -

Conclusion: 

These clinical studies demonstrate the substantial equivalency between the ACON TCA One Step 
Tricyclic Antidepressant Test Strip, ACON TCA One Step Tricyclic Antidepressant Test Device 
and the Status DSTM One Step Tricyclic Antidepressant Test, which has already being marketed in 
the United States. It is also demonstrated that these tests are safe and effective in detecting 
Tricyclic Antidepressant at a concentration of 1,000 nglmL. The POL study demonstrated that 
these tests are suitable for healthcare professionals including professionals at point-of-care site. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Tung, Ph.D. 
Director of Regulatory Affairs 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: k021526 

JUL 1 7 2002 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACO~ TCA One Step Tricyclic Antidepressants Test Strip 
ACO~ TCA One Step Tricyclic Antidepressants Test Device 

Regulation Number: 21CFR862.3910 
Regulation Name: Tricyclic antidepressant drugs test system 
Regulatory Class: Class II 
Product Code: LFG 
Dated: May 8, 2002 
Received: May 10, 2002 

Dear Dr. Tung: 

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FD A's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21. CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21CFR1000-1050. 



Page 2 -

This letter will allow you to begin marketing your device as de$cribed in -your 51 O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and · 
additionally 809.iO for in vitro diagnostic devices),-please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 

· entitled, "Misbranding by reference to premarket notification" (21 CFR 807 .97). Other general 
infonnation on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-2041 or 
(301) 443-6597 or at its internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. . 
Director 
Division of Clinical Laboratory·Devices 
O ffice of Device Evaluation 
Center for Devices and 

Radiological Health 



JC.OJ J S~ 

10. INDICATIONS FOR USE 

510(k) Number: 

Device Name: ACON® TCA One Step Tricyclic Antidepressants Test Strip 

ACON® TCA One Step Tricyclic Antidepressants Test Device 

Ind!cations for Use: 

The ACON TCA One Step Tricyclic Antidepressants Test Strip and ACON TCA One 
Step Tricyclic Antidepressant Test Device are rapid chromatographic immunoassays for 
the qualitative detection of Tricyclic Antidepressants in human urine at a cut-off 
concentration of 1,000 ·ng/mL in reference to Nortriptyline. They are intended for 
Healthcare professionals including professionals at the point-of-care sites. 

(Please do not write below this point) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use_ / __ Or Over-The-Counter Use ----

(Per 21 CFR 801.109) 
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OCT 2 8 2002 
8. SlO(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance 
with the requirements of SMDA 1990 and 2 1 CFR 807.92. 

The Assigned 5 lO(k) number is K022589. 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

July 30, 2002 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON® MOMA One Step Ecstasy Test Strip 
ACON® MDMA One Step Ecstasy Test Device 

Common Name: 

Immunochromatographic test for the qualitative detection of MDMA in urine. 

Device Classification : 

The ACON MDMA One Step Ecstasy Test Strip and ACO . MDMA One Step Ecstasy 
Test Device are similar to other FDA-cleared devices for the qualicative detection of 
MOMA in urine specimens. These tests arc used to provide a preliminary analytical 

38 



result. MDMA test systems have been c lassified as C lass II devi ces with moderate 
complexity. 

Classification Name: 

Methylenedioxyrnetamphetamines (MDMA) test system 

Intended Use: 

The ACON® MDMA One Step Ecstasy Test Strip and ACON MDMA One Step Ecstasy 
Test Device are rapid chromatographic immunoassays for the qualitative detection of 
MDMA in urine at a cutoff concentration of 500 ng/mL. They are intended for healthcare 
professionals including professionals at point-of-care sites. 

Description: 

The ACON MDMA One Step Ecstasy Test Strip and ACON MDMA One Step Ecstasy Test 
Device are competiti ve bincling , lateral flow immunochromatographic assays for the 
qualitati ve screening of MDMA in a urine sample. The test is based on the principle of 
antigen-antibody immunochemistry. It utilizes the antibody to selectively detect e levated 
levels of MOMA in urine at a cutoff concentration of 500 ng/mL. These tes ts can be 
performed without the use of an instrument. 

A drug-positi ve uri ne specimen will not generate a colored-line in the designated test region, 
while a negative urine specimen or a urine specimen containing MDMA at the concentration 
below the cutoff leve l will generate a colored-line in the test region. To serve as a 
procedural control , a colored-line shoul d always appear at the control region, indicatjng that 
proper volume of specimen has been added and membrane wicking has occurred . 

Comparison to a Predicate Device: 

A comparison of the features of the ACON MDMA One Step Ecstasy Test Stri p and ACON 
MDMA One Step Ecstasy Test Device versus a FDA-cleared MDMA (Ecstasy) Test is 
shown be low: 

• Both tests are assays intended for the qualitative detecti on of MDM A in urine 
samples. 

• Both rests are intended as a screening method that provides a pre liminary analytical 
test resu It. 

• Bo th tests are immunochromatographic, late ral now assays for the rapid detection of 
MOMA wi th a visual, qualitative end result. 
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• Both tests utilize the same basic immunoassay principles that rel y on antigen/ 
antibody interactions to indicate a positive or negative result. 

• Both tests have a cut-off MDMA concentration of 500 ng/mL. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 240 clinical urine specimens including 
approximately 12% of the MDMA containing specimens with MDMA concentration 
fell between - 25% cutoff to +25% cutoff range. This evaluation compared the test 
results between ACON® MDMA One Step Ecstasy Test Strip and ACON® MDMA 
One Step Ecstasy Test Device with a FDA-cleared MDMA Ecstasy Test; as well as 
comparing agafost data obtained from the customary Gas Chromatography/Mass 
Spectrometry analysis. T he comparisons of data obtained from this study yielded the 
following results: 

ACON MOMA One Step Ecstasy Test Strip versus FDA-cleared MOMA Test: 

Positive Agreement: 90 I 90 = l 00% (96% - >99_%*) 
Negative Agreement : 149 I 150 = 99% (96% - >99%*) 
Overall Agreement: 239/ 240 = 99% (98% - >99%*) 

* Denotes 95% Confidence Intervals. 

ACON MOMA One Step Ecstasy Test Device versus FDA-cleared MOMA Test: 

Positive Agreement: 90 I 90 = 100% (96% - >99%*) 
Negative Agreement: 149 I 150 = 99% (96% - >99%*) 
Overall Agreement: 239/ 240 = 99% (98% - >99%*) 

* Denotes 95% Confidence Intervals 
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ACON MDMA One Step Ecstasy Test Strips were tested with 93 MDMA positive and 
147 MDMA negative urine samples in a clinical study. Nine of these positive urine 
samples in the +/- 25% cutoff range were derived from the concentrated MDMA 
clinical specimens; the rest were true clinical specimens. All positive samples used in 
this study were confirmed by GC/MS. Negative clinical samples were screened by a 
commercial MDMA rapid test kjt. Approximately 10% of these negati ve samples were 
confirmed by GC/MS. The following results were tabulated. 

Negative 
-25% cutorrto C utorr to +25 % 

>+25% cutoff 
cutoff cu torr 

ACON I Positive 0 3 6 82 
MOMA I Negative 147 2 0 0 

Strip 

ACON MDMA One Step Ecstasy Test Devices were also tested with 93 MDMA 
positive and 147 MDMA negatj ve urine samples in a clinical study. Nine of these 
positive urine samples in the +/- 25% cutoff range were derived from the concentrated 
MDMA clinical specimens; the rest were true clinical specimens. All positi ve samples 
used in thjs study were confinned by GC/MS. Negati ve clinical samples were screened 
by a commercial MDMA rapid test kit. Approximately 10% of these negative samples 
were confirmed by GC/MS. The following results were tabul ated. 

Negative 
-25 % cutorrto Cutorr to +25% 

>+25% cutoff cu torr cu torr 
ACON I Positfre 0 3 6 82 
MOMA I Negative 147 2 0 0 Device 

Conclus ion: 

These clinical studies demons trated substanti al equivalency on perform ance betwee n 
the ACON MDMA One Step Ecstasy Test Strip, ACON MDMA One Step & stasy 
Test Device and a FDA-cleared Ecstasy Test, which is being marketed in the United 
States. It is also demonstrated that these tests are safe and effecti ve in qualitatively 
de tecting MDMA at a concentratio n of 500 ng/mL. The POL study demonstrated 
that these tests are suitable for healthcare professionals including professionals at 
poi nt-of-care si tes. 
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("~ DEPARTMENT OF HEALTH & HUMAN SERVICES 

'-.,::-z'f-

Edward Tung, Ph.D. 
Director of Regulatory Affairs 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 9212 1 

Re: k022589 

OCT 2 8 2002 

Trade/Device Name: ACON® MDMA One Step Ecstasy Test Strip 

Food and Drug Adm1n1stration 
2098 Gaither Road 
Rockville MD 20850 

ACON® MOMA One Step Ecstasy Test Device 
Regulation Number: 2 1 CFR 862.3610 
Regulation Name: Methamphetamine test system 
Regul atory Class: Class II 
Product Code: LAF 
Dated: August I, 2002 
Received: August 5, 2002 

Dear Dr. Tung: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent {for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in intersta te 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassifi ed in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual regis tration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either c lass II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations. Ti tle 2 1, Parts 800 to 898. In addition, FDA may 
publish furt her announcements concerning your device in the Federal Register. 

Please be advised that FDA 's issuance of a substantial equivalence determination does not mean 
that fDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (2 1 CFR Part 801): good manufacturing practice requirements as set 
forth in the quality systems (QS) regul ation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act): 21 CfR I 000-1050. 



Page 2-

This letter will allow you to begin marketing your device as deScribcd in your 5 l O(k) premarket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market 

If you desire specific advice for your device on our labeling r.egulation (21 CFR Part 80 I and · 
additionally 809. l 0 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4 588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained from the Division of Small 
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-204 1 or 
(301) 44 3-6597 or at its internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html". 

Enclosure 

Sincerely yours, 

Steven f. Gutman, M.D., M.fi .A. 
Director 
Division of Clinical Laboratory-Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 



JO. INDICATIONS FOR USE 

5 lO(k) Number: 

Device Name: ACON® MDMA One Step Ecstasy Test Strip 

ACON® MDMA One Step Ecstasy Test Device 

Indications for Use: 

The ACON MDMA One Step Ecstasy Test Strip and ACON tvIDMA 
One Step Ecstasy Test Device are rapid chromatographic 
immunoassays for the qualitative detection of 
Methylenedioxymethamphetamine (MOMA) in human urine at a 
designated cutoff concentration of 500 ng/mL. They are intended for 
healthcare professionals including professionals at point-of-care 
sites. 

(Please do not write below this point) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use_/ __ 

(Per 21 CFR 801.109) 
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FEB J 7 2004 
8. SlO(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements of SMDA 1990 and 21CPR807.92. 

The Assigned 5JO(k) number is 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

TeJ.: 858-535-2030 
Fax: 858-535-2038 

Date: 

September 12, 2003 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON® COC-150 One Step Cocaine Test Strip 
ACON® COC-150 One Step Cocaine Test Device 

Common Name: 

Immunochromatographic test for the qualitative detection of Benzoylecgonine in urine. 

Classification Name: 

Cocaine test system. 

Device Classification: 

39 



The Cocaine test systems have been classified as Class II devices with moderate complexity. The 
ACON COC-150 One Step Cocaine Test Strip and ACON COC-150 One Step Cocaine Test 
Device are similar to other FDA-cleared devices for the qualitative detection of Benzoylecgonine, 
a major cocaine metabolite, in urine specimens. These tests are used to provide only a preliminary 
analytical result. All positive test results obtained with these devices must be confirmed by 
another test method, preferably GC/MS analysis. 

Intended Use: 

The ACON® COC-150 One Step Cocaine Test Strip and ACON COC-150 One Step Cocaine Test 
Device are rapid chromatographic immunoassays for the qualitative detection of Benzoylecgonine in 
urine at a cutoff concentration of 150 ng/mL. They are intended for healthcare professionals 
includi ng professionals at point-of-care sites. 

Description: 

The ACON COC-150 One Step Cocaine Test Strip and ACON COC-150 One Step Cocaine Test 
Device are competitive binding, lateral flow immunochromatographic assays for the qualitative 
screening of Benzoylecgonine in a urine sample. The test is based on the principle of antigen­
antibody imrnunochernistry. It utilizes the antibody to selectively detect elevated levels of cocaine 
and its metabolite (Benzoylecgonine) in urine at a cutoff concentration of 150 ng/mL. These tests can 
be performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Benzoylecgonine at the concentration below 
the cutoff level will generate a colored-line in the test region . To serve as a procedural control, a 
colored-li ne should always appear at the control region, indicating that proper volume of specimen 
has been added and membrane wicking has occurred. 

Comparison to a Predicate Device: 

A comparison of the features of the ACON COC- 150 One Step Cocaine Test Strip and ACON COC-
150 One Step Cocaine Test Device versus a FDA-cleared cocaine test with 150 ng/mL 
benzoylecgonine cutoff is shown below: 

• Both tests are assays intended for the qualitative detection of Benzoylecgonine in unne 
samples. 

• Both tests are intended as a screening method that provides a preliminary analytical test 
result. 

• Both tests are imrnunochromatographic, lateraJ flow assays for the rapid detection of 
Benzoylecgonine with a visual, qualitative end result. 

• Both tests util ize the same basic immunoassay principles that rely on antigen/ antibody 
interactions to indicate a positive or negative resu lt. 

• Both tests have a cut-off Benzoylecgonine concentration of 150 ng/mL. 
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Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 clinical urine specimens including 
approximately 10% of the specimens containing Benzoylecgonine concentration fell between 
- 25% cutoff to +25% cutoff range. This evaluation compared the test results between ACON® 
COC- 150 One Step Cocaine Test Strip and ACON® COC-150 One Step Cocaine Test Device 
with a FDA-cleared cocaine test; as well as compared against data obtained from the 
customary Gas Chromatography/Mass Spectrometry analysis. These comparisons of data 
yielded the following results: 

ACON COC-150 One Step Cocaine Test Strip versus FDA-cleared Cocaine Test 

Positjve Agreement: 141 / 141 = 100% (97.4% - 100%*) 
Negative Agreement: 159 / 159 = 100% (97.7% - 100%*) 
Overall Agreement: 300/300 = 100% (98.8% - 100%*) 

•Since the proponion (%)cannot go above 100%, this is really a 97.5% Conficlcnce interval. 

ACON COC-150 One Step Cocaine Test Device versus FDA-cleared Cocaine Test: 

Positive Agreement: 141/141 = 100% (97.4% - 100%*) 
Negative Agreement: 159 / 159 = 100% (97.7% - 100%*) 
Overall Agreement: 300/300 = 100% (98.8% - 100%*) 

•Since the proponion (%)cannot go above 100%, this is really a 97.5% Confidence interval. 

ACON COC-150 One Step Cocaine Test Strip versus data obtained with GC/MS at the 
cutoff concentration of 150 ng/mL: 

Benzoylecgonine Cone. Negative -25 % Cutoff to > +25% % Agreement with 
vs. Cutoff Cutoff to +25% Cutoff Cutoff GC/MS 

Cutoff 
ACON Positive 0 0 8 133 98.6% 

CO C-150 (95.0% - 99.8%)** 
Test Strip Negative 150 7 0 2 98.7% 

(95.5% -99.6%)** 
* Denotes 95% Confidence Interval. 
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ACON COC-150 One Step Cocaine Test Strip versus data obtained with GC/MS at the 
cutoff concentration of 150 ng/mL 

Benroylecgooine Cone. Negative -25% Cutorr Cutoff to >+25% % Agreement with 
n. Cutoff to Cutoff +'.25% Cutoff Cutoff' GC/MS 

ACON Positive 0 0 8 133 98.6% 
COC-150 (95.0% - 99.8%)•• 

Test Negative 150 7 0 2 98.7% 
Device (95.5% -99.6%)•• 

• Denotes 95% Confidence Interval 

Performance Characteristics and Other information: 

The performance characteristics of ACON COC- 150 One Step Cocaine Test Strip, ACON 
COC-150 One Step Cocaine Test Device were verified by analytical sensitivity study, 
specificity and cross reactivity study, interference studies, precision study, read time flex 
study, temperature flex study, specimen storage and stability study. Study results indicate that 
these test devices are robust and can perform satisfactorily when used according to the 
"Indication for Use" statement specified in their package inserts. 

Conclusion: 

These clinical studies demonstrated substantial equivalency on performance between the 
ACON COC-150 One Step Cocaine Test Strip, ACON COC-150 One Step Cocaine Test 
Device and a FDA-cleared cocaine test with the same cocaine cutoff concentration. lt is also 
demonstrated that these tests are safe and effective in qualitatively detecting Benzoylecgonine 
at a concentration of 150 ng/mL. The POL study demonstrated that these tests are suitable for 
healthcare professionals includ1ng professionals at point-of-care sites. 

42 



DEPARTMENT OF HEALTH & HU."t'\AN SERVICES 

Edward Tung, Ph.D. 
Regulatory Affairs 
ACON Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: k032903 

FEB 1 7 2004 

Trade/Device Name: ACON® COC-150 One Step Cocaine Test Strip 

Pubhc Heahh Sefv1Cc 

Food and Dr!J9 Ad111i111stra11011 
2098 Gaither Rood 
Rockville M() 20850 

ACON® COC-150 One Step Cocaine Test Device 
Regulation Number: 21 CFR 862.3250 
Regulation Name: Cocaine and cocaine metabolite test system 
Regulatory Class: Class II 
Product Code: DIO 
Dated: November 25, 2003 
Received: January 6, 2004 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have detennined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassi fied in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulleration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to such additional controls. Ex isting major regulations affecting your device can 
be found in Title 2 1, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any f ederal statutes and regulations administered by other Federal agencies. You must 
comply w ith all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CfR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of 
In Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97) . 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Conswner Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www.fda.gov/cdrh/dsma/dsmamain.html . 

Enclosure 

Sincerely yours, 

S11 
&N\I\ Pl . C r>'t?-1 IL-{ 5 , b v µ _ 
~~. Cooper, MS, D~.M. 
Director 
Division of Chemistry and Toxicology 
Office of Jn Vilro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 



11. INDICATIONS FOR USE 

510(k) Number: f<. (J 2.J.1 D 3 

Device Name: ACO~ COC-150 One Step Cocaine Test Strip 

ACON® COC-150 One Step Cocaine Test Device 

Indications for Use: 

The ACON COC-150 One Step Cocaine Test Strip and ACON COC-150 One 
Step Cocaine Test Device are rapid chromatographic im.munoassays for the 
qualitative detection of Benzoylecgonine levels in urine at a designated cutoff 
concentration of 150 ng/mL. They are intended for healthcare professionals 
including professionals at point-of-care sites. 

(Please do not write below this point) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use __ / __ Or 

(Per 21 CFR 801.109) 
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Over-The-Counter Use ---.· 

' I 
Division Sign-Off~ 

Office of In Vitro Diagnostic Device 
Evaluation and Safety 

51 O(k)_..:.../ c..:::...o;;;_, ~:; ..;;_R_1;..._i_~ -~--



DEC l 2 2003 
8. SlO(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements of SMDA 1990 and 21 CFR 807 .92. 

The Assigned 510(k) number is K 0 33;:iq 1 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

October 7, 2003 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON®mAMP-500 One Step Methamphetamine Test Strip 
ACON® mAMP-500 One Step Methamphetamine Test Device 

Common Name: 

lrnmunochromatographic test for the qualitative detection of Metharnphetamine in urine. 

Regulation Name: 

Methamphetamine test system. 

Product Code: 

LAF 
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Classification Number: 

21CFR, 862.3610 

Device Classification: 

The Methamphetamine test systems have been classified as Class II devices with moderate 
complexity. The ACON mAMP-500 One Step Methampbetamine Tes1 Strip and ACON mAMP-
500 One Step Metbampbetarnine Test Device are similar to another FDA-·cleared device for the 
qualitative detection of Methamphetamine in urine specimens. These tests are used to provide 
only a preliminary analytical result. All positive test results obtained with these devices must be 
confinned by another test method, preferably GC/MS analysis. 

T ntended Use: 

The ACON m.AMP-500 One Step Methamphetamine Test Strip and ACON mAMP-500 One Step 
Methamphetamine Test Device are rapid chromatographic immunoassays for the qualitative 
detection of Methamphetamine in urine at a cutoff concentration of 500 ng/mL. These tests are 
used to provide only a preliminary analytical result. All positive test results obtained with these 
devices must be confirmed by another test method, preferably GC/MS analysis. They are intended 
for healthcare professionals including professionals at point-of-care sites. 

Description: 

The ACON m.AMP-500 One Step Methamphetarnine Test Strip and ACON mAMP-500 One Step 
Methamphetamine Test Device are competitive binding, lateral flow immunochromatographic assays 
for the qualitative screening of Methamphetamine in a urine sample. The tes1 is based on the 
principle of antigen-antibody immunochemistry. It utilizes the mouse monoclonal antibody to 
selectively detect elevated levels of Metharnphetamine and its metabolite in urine at a cutoff 
concentration of 500 ng/mL. These tests can be performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Metharnphetarnine at the concentration 
below the cutoff level will generate a colored-line in the test region. To serve as a procedural control, 
a colored-line should always appear at the control region, indicating that proper volume of specimen 
has been added and membrane wicking has occurred. 

Compari on to a Predicate Device: 

A comparison of the features of the ACON mAMP-500 One Step Methamphetamine Test Strip and 
ACON mAMP-500 One Step Mcthamphetamine Test Device versus a FDA-cleared Meth­
amphetamine test with 500 ng/mL Metharnphetamine cutoff is shown below: 
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• Both tests are assays intended for the qualitative detection of Methamphetamine in urine 
samples. 

• Both tests are intended as a screening method that provides a preliminary analytical test 
result. 

• Both tests are immunochromatographic, lateral flow assays for the rapid detection of 
Methamphetamine with a visual, qualitative end result. 

• Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 
interactions to indicate a positive or negative result. 

• Both tests have a cutoff Methamphetamine concentration of 500 ng/mL. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 clinical urine specimens including 
approximately 10% of the specimens containing Methamphetamine concentration fell between 
-25% cutoff to +25% cutoff range. This evaluation compared the test results between ACON 
mAMP-500 One Step Methamphetarnine Test Strip and ACON mAMP-500 One Step 
Methamphetamfoe Test Device with a FDA-cleared Methamphetamine test; as well as 
compared against data obtained from the customary Gas Chromatography/Mass Spectrometry 
analysis. These comparisons of data yielded the following results: 

ACON mAMP-500 One Step Methampbetamine Test Strip versus a FDA-cleared mAMP 
500 Test: 

Positive Agreement: 108 I 108 = >99% (97 % - 100 %*) 
Negative Agreement : 153 I 192 = 80% (73 % - 85%*) 
Overall Agreement: 26 I I 300 = 87% (83 % - 9 I %*) 
• 95% confidence intervals 

ACON mAMP-500 One Step Methamphetaminc Test Device versus a FDA-cleared 
mAMP 500 Test: 

Pos itive Agreement: I 08 I I 08= I 00% (97 % - I 00 %*) 
Negative Agreement: 158 I 192= 82% (76 % - 87 %*) 
Overall Agreement: 266 I 300 = 89% (84 % - 92 %*) 
• 95% confidence intervals 
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ACON mAMP-500 One Step Methamphetaminc Test Strip versus data obtained with 
GC/MS at the cutoff concentration of 500 ng/mL: 

ACON mAMP-500 One Step Metbamphctamine Test Strip versus GC/M~ 

Soecimen Cutorr Ranee bv GC/MS Data 
Negative < -2s•1. -25% to Cutoff to >+25% 

Cutoff Cutoff +is•;. Cutoff 

ACON Positive 0 0 7 8 132 
mAMP 

500 Test Negative 150 0 3 0 0 
Strip 

Total agreement with GC/MS: 293/300 = 98% (95%- 99%)* 
• Denotes 95% confidence intervals. 

o/e Agreement with 
GC/MS Data 

100% (140/ 140) 
(97%- 100%)* 
97% ( I 53/ 160) 
(91 % - 98o/o)* 

ACON mAMP-500 One Step Metbamphetamine Test Device versus GC/MS 

Soecimen C ut off Ranee bv GC/MS Data 
Negative < -25% -25% to Cutoff to >+25% 

Cutoff Cutoff +25% Cutoff 
ACON Positive 0 0 4 8 131 

mAMP-500 
Test Negativ 150 0 6 0 1 

Device e 

Total agreement with GC/MS : 295/300 = 98% (96% - 99%)* 
• Denotes 95% confidence interval. 

Performance Characteristics and Other information: 

% Agreement with 
GC/MS Dala 

99% (139/140) 
(96% - 9<)0/o)• 
98% ( 156/160) 
(94% - 9<)0/o)• 

The performance characteristics of ACON mAMP-500 One Step Methampbetamine Test 
Strip, ACON mAMP-500 One Step Metbamphetamine Test Device were verified by 
analytical sensitivity study, specificity and cross reactivity study, interference studies, 
precision study, read time flex study, temperature flex study, specimen storage and stability 
study. Study results indicate that these test devices are robust and can perform satisfactori ly 
when used according to the "Indication for Use" statement specified in their package inserts. 

Conclusion: 

These clinical studies demonstrated substantial equivalency on performance between the 
J\CON mAMP-500 One Step Methamphetaminc Test Strip, ACON mAMP-500 One Step 
Methamphetamine Test Device and a FDA-cleared Methamphetamine test with the same 
Methamphetamine cutoff concentration. It is also demonstrated that these tests are safe and 
effective in qualitatively detecting Methamphetamine at a concentration of 500 nglmL. The 
POL study demonstrated that these tests are suitable for healthcare professionals including 
professionals at point-of-care sites. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Tung, Ph.D. 
Regulatory Affairs 
ACON Laboratories, lnc. 
4108 Sorrento Valley BLvd. 
San Diego, CA 92121 

Re: k033299 

DEC 12 Z003 

Food and Drug Adminis tration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACON mAMP-500 One Step Methamphetamine Test Strip 
ACON mAMP-500 One Step Methamphetamine Test Device 

Regulation Number: 21 CFR 862.3610 
Regulation Name: Metbamphetaminc test system 
Regulatory Class: Class II 
Product Code: LAF 
Dated: October 7, 2003 
Received: October 14, 2003 

Dear Dr. Tung: 

We have reviewed your Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legaJJy marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to such addjtjonal controls. Existing major regulations affecting your device 
can be found in Title 2 1, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other reqwrements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act' s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (21 CFR Parts 801 and 809)~ and good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the market · 

If you desire specific information about the application of labeling requirements to your device; 
or questions on the promotion and advertis ing of your device, please contact the Office of In 
Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www.fdagov/cdrh/dsma/dsmamain.html. 

Enclosure 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Office of In Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Heallh 



11. INDICATIONS FOR USE 

SIO(k) Number: K033299 

Device Name: ACON m.AMP-500 One St~ Methampbetamine Test Strip 

ACON m.AMP-500 One Step Methamphctamine Test Device 

Indications for Use: 

The ACON® mAMP 500 One Step Methamphetamine Test Strip and Test 
Device are rapid innmmochromatograpbic assays for the qualitative detection 
of methamphctamine, a central nervous stimulating drug, in urine. 
Measurements obtained by these devices are used in the diagnosis and 
treatment of methamphetamine use or overdose. 

This assay provides only a preliminary resull In order to obtain a con.fumed 
analytical result, a more specific alternate chemical method is needed. Gas 
chromatography/mass spectrometry (GC/MS) is 1he pref erred. confirmation 
method. 

JM~ 
DiviSion Sign-Off 5-:c 

<for J ~· ..r:IO/~ 

Office of In Vrtro Diagnostic Device 
Evaluation and Safety 

s 1 O(k)_...._k-=o..___J ......... 3 ___ 2._91 __ 
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MAY .. 3 2004 

8. 510(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements of SMDA 1990 and 21 CPR 807.92. 

The Assigned SlO(k) number is /<: tJl.f o2' 11/-

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel. : 858-535-2030 
Fax: 858-535-2038 

Date: 

February 2, 2004 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON® OPI Il One Step Opiate Test Strip 
ACON® OPI II One Step Opiate Test Device 

Common Name: 

Immunochromatographic test for the qualitative detection of Opiate in urine. 

Regulation Name: 

Opiates test system. 

Product Code: 

DJG 
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Classification Number: 

21 CFR, 862.3650 

Device Classification: 

The Opiate test systems have been classified as Class D devices with moderate complexHy. The 
ACON OPI Il One Step Opiate Test Strip and ACON OPI II One Step Opiate Test Device are 
similar to another FDA-cleared device for the qualitative detection of Opiate in urine specimens. 
These tests are used to provide only a preliminary analytical result. AJl positive test results 
obtained with these devices must be confirmed by another test method, preferably GC/MS 
analysis. 

Intended Use: 

The ACON® OP! II One Step Opiate Test Strip and ACON OPl II One Step Opiate Test Device 
are rapid chromatographic immunoassays for the qualitative detection of Opiate in urine at a 
cutoff concentration of 2,000 ng/mL. These tests are used to provide only a preliminary analytical 
result. AJl positive test results obtained with these devices must be confirmed by another test 
method, preferably GC/MS analysis. They are intended for healthcare professionals including 
professionals at point-of-care sites. 

Description: 

The ACON OPI II One Step Opiate Test Strip and ACON OPI Il One Step Opiate Test Device are 
competitive binding, lateral flow immunochromatographic assays for the qualitative screening of 
Opiate in a urine sample. The test is based on the principle of antigen-antibody immunochemistry. It 
utilizes the mouse monoclonal antibody to selectively detect elevated levels of Opiate and its 
metabolite in urine at a cutoff concentration of 2,000 ng/mL. These tests can be performed without 
the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Opiate at the concentration below the cutoff 
level will generate a colored-line in the test region. To serve as a procedural control, a colored-line 
should always appear at the control region, indicating that proper volume of specimen has been 
added and membrane wicking has occurred. 

Comparison to a Predicate Device: 

A comparison of the features of the ACON OPI II One Step Opiate Test Strip and ACON OPI II One 
Step Opiate Test Device versus a FDA-cleared Opiate Test Device with 2,000 ng/mL Opiate cutoff is 
shown below: 
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• Both tests are assays intended for the qualitative detection of Opiate in urine samples. 
• Both tests are intended as a screening method that provides a preliminary analytical test 

result. 
• Both tests are immunochromatographic, lateral flow assays for the rapid detection of Opiate 

with a visual, qualitative end resuJt. 
• Both tests utiJize the same basic immunoassay principles that rely on antigen/ antibody 

interactions to indicate a positive or negative result. 
• Both tests have a cutoff Opiate concentration of 2,000 ng/mL. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 clinical urine specimens including 
approximately 10% of the specimens containing Opiate concentration fell between -25% 
cutoff to +25% cutoff range. This evaluation compared the test results between ACO~ OPJ 
Il One Step Opiate Test Strip and ACO~ OPI Il One Step Opiate Test Device with a FDA­
cleared Opiate test; as well as compared against data obtained from the customary Gas 
Chromatography/Mass Spectrometry analysis. These comparisons of data yielded the 
following results: 

ACON OPI II One Step Opiate Test Strip versus FDA-cleared Opiate Test Device: 

Positive Agreement: 131I132 = 99% (96 % - 99 %*) 
Negative Agreement: 1681168 > 99% (98 % - 99 %**) 
Overall Agreement: 299 I 300 > 99% (98 % - 99 %*) 
* 95% confidence intervals 

**Since the proportion can not go above 100%, this is reaUy a 97.5% confidence interval 

ACON OPI II One Step Opiate Test Device versus FDA-cleared Opiate Test Device: 

Positive Agreement: 131 I 132 = 99% (96 % - 99 %*) 
Negative Agreement: 168 / 168 > 99% (98 % - 99 %**) 
Overall Agreement: 2991300 > 99% (98 % - 99 %*) 
• 959& confidence intervals 
**Since the proportion can not go above 100%, this is really o 97.5% confidence interval 
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ACON OPI II One Step Opiate Test Strip versus data obtained with GC/MS at the cutoff 
concentration of 2,000 ng/mL: 

Soecimen Cutoff Ra02e by GC/MS Data % Agreement with 
Negative <-25% -25 % to Cutoff to > +25 % GCJMSData 

CutotT Cutoff +25% Cutoff 
ACON Positive 0 0 2 20 109 98% 
OPI II (95% - 99%)* 

Test Negative 150 0 14 3 2 97% 
Strip (93% - 99%)* 

•Denotes 95% Confidence Interval. 

ACON OPJ Il One Step Opiate Test Device versus data obtained with GC/MS at the 
cutoff concentration of 2,000 ng/mL 

Specimen Cutoff Ranri?e by GC/MS Data % Agreement with 
Negative < -25'10 -25 % to Cutoff to >+25% GC/MS Data 

CutolT Cutoff +25 % Cutoff 
ACON Positive 0 0 2 20 109 98% 
OPI II (95% - 99%)* 
Test Negative 150 0 14 3 2 97% 
Strip (93%- 99%)• 

Perf onnance Characteristics and Other information: 

The performance characteristics of ACON OPI II One Step Opiate Test Strip. ACON OPI JI 
One Step Opiate Test Device were verified by analytical sensitivity study, specificity and 
cross reactivity study. interference studies, precision study, read time flex study. temperature 
flex study, specimen storage and stability study. Study results indicate that these test devices 
are robust and can perform satisfactorily when used according to the "Indication for Use" 
statement specified in their package inserts. 

Conclusion: 

These clinical studies demonstrated substantial equivalency on performance between the 
ACON OPI Il One Step Opiate Test Strip. ACON OPI II One Step Opiate Test Device and a 
FDA-<:leared Opiate Test Device with the same Opiate cutoff concentration. It is also 
demonstrated that these tests are safe and effective in qualitatively detecting Opiate at a 
concentration of 2,000 ng/mL. The POL study demonstrated that these tests are suitable for 
healthcare professionals including professionals at point-of-care sites. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Tung, Ph.D 
Director of Regulatory Affairs 
Aeon Laboratories, Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: k040274 

MAY - 3 2004 

Trade/Device Name: ACON OPI JI One Step Opiate Test Strip 
ACON OPI JI One Step Opiate Test Device 

Regulation Number: 21 CFR 862.3650 
Regulation Name: Opiate test System 
Regulatory Class: Class II 
Product Code: DJG 
Dated: February 4, 2004 
Received: February 5, 2004 

Dear Dr. Tung: 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

We have reviewed yom Section 51 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantia!Jy equivalent (for the indjcations 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class JI (Special Controls) or class III (PMA), 
it may be subject to such additional controls. Existing major regulations affecting your device 
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA' s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and reguJations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but .not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). 



Page2 

lbis letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of 
In Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807 .97). 
You may obtain other general infonnation on your responsibilities wider the Act from the 

. Division of Small Manufacturers, International and Conswner Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www.fdagov/cdrh/dsma/dsmamain.html . 

Enclosure 

Sincerely yours, 

~&A-V\ r1. c~ AAs~ bvµ, 
ve:~. Cooper, MS, D~.M. 
Director 
Division of Chemistry and Toxicology 
Office of In Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 
Radiological Health 



Indications for Use 

SlO(k) Number: 

K040274 

Device Name: 

ACON OPI II One Step Opiate Test Strip and ACON OPI II One Step Opiate Test 
Device 

Indications for Use: 

The ACON OPI II One Step Opiate Test Strip or the ACON OPI II One Step Opiate Test 
Device is a lateral flow chromatographic immunoassay for the qualitative detection of 
opiates in human urine at a cut-off concentration of 2,000 ng/mL. It is a prescription 
assay intended for use by healthcare professionals including those at the point of care 
sites. 

This assay provides 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 (GC/MS) is the preferred confinnatory method. 

Clinical consideration and professional judgment should be applied to any drug of abuse 
test result, particularly when preliminary positive results are used. 

Prescription Use X and/or Over-The-Counter Use - - --
(Part 2 1 CFR 801 Subpart D) (2 1 CPR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTH ER PAGE IF NEEDED) 

/L!Jk,J. ~encc of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 

DMslon Sign 

Office Of rn Vttro Dlagnoslfc 
DeVice Evoluatton and SOfely 

s1 O(k) f< di o z.. rlf 

Page 1 of 1 



MAY 1 9 2004 
8. 510(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements ofSMDA 1990 and 21CFR807.92. 

The Assigned SlO(k) number is K 0401./'IS/ S po I 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel. : 858-535-2030 
Fax: 858-535-2038 

Date: 

February 16, 2004 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON®PPX One Step Propoxyphene Test Strip 
ACO~PPX One Step Propoxyphene Test Device 

Common Name: 

lmmunochromatographic test for the qualitative detection of Propoxyphene in urine. 

Regulation Name: 

Propoxyphene test system. 

Product Code: 

JXN 
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.. 
Classification Number: 

21 CFR, 862.3700 

Device Classification: 

The Propoxyphene test systems have been classified as Class II devices with moderate complexity. 
The ACON PPX One Step Propoxyphene Test Strip and ACON PPX One Step Propoxyphene Test 
Device are similar to another FDA-cleared device for the qualitative detection of Propoxyphene in 
urine specimens. These tests are used to provide only a preliminary analytical result. All positive 
test results obtained with these devices must be confirmed by another test method, preferably 
GC/MS analysis. 

Intended Use: 

The ACON PPX One Step Propoxyphene Test Strip and ACON PPX One Step Propoxyphene Test 
Device are rapid chromatographic immunoassays for the qualitative detection of Propoxyphene in 
urine at a cutoff concentration of 300 ng/mL. These tests are used to provide only a preliminary 
analytical result. All positive test results obtained with these devices must be confirmed by another 
test method, preferably GC/MS analysis. They are intended for healthcare professionaJs including 
professionals at point-of-care sites. 

Description: 

The ACON PPX One Step Propoxyphene Test Strip and ACON PPX One Step Propoxyphene Test 
Device are competitive binding, lateral flow immunochromatograpbic assays for the qualitative 
screening of Propoxyphene in a urine sample. The test is based on the principle of antigen-antibody 
immunochemistry. It utilizes the mouse monoclonal antibody to selectively detect elevated levels of 
Propoxyphene and its metabolite in urine at a cutoff concentration of 300 ng/mL. These tests can be 
performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Propoxyphene at the concentration below the 
cutoff level will generate a colored-line in the test region. To serve as a procedural control, a colored­
line should always appear at the control region, indicating that proper volume of specimen has been 
added and membrane wicking has occurred. 

Comparison to a Predicate Device: 

A comparison of the features of the ACON PPX One Step Propoxyphene Test Strip and ACON PPX 
One Step Propoxyphene Test Device versus a FDA-cleared Propoxyphene test with 300 ng/mL 
Propoxyphene cutoff is shown below: 
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• Both tests are assays intended for the qualitative detection of Propoxyphene in urine samples. 
• Both tests are intended as a screening method that provides a preliminary analytical test result. 
• Both tests are irnmunochromatographic, lateral flow assays for the rapid detection of 

Propoxyphene with a visual, qualitative end result. 
• Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 

interactions to indicate a positive or negative result. 
• Both tests have a cutoff Propoxyphene concentration of 300 ng/mL. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 314 clinical wine specimens including 
approximately l 0% of the specimens containing Propoxyphene concentration fell between -
25% cutoff to +25% cutoff range. This evaluation compared the test results between ACON 
PPX One Step Propoxyphene Test Strip and ACON PPX One Step Propoxyphene Test Device 
with a FDA-cleared Propoxyphene test; as well as compared against data obtained from the 
customary Gas Chromatography/Mass Spectrometry analysis. These comparisons of data 
yielded the following results: 

ACON PPX One Step Propoxypbeoe Test Strip versus a FDA-cleared Propoxyphene 
Urine Test: 

Positive Agreement: 157 / 157 >990/o (98 %- 99 %**) 
Negative Agreement: 157 / 157 >99% (98 % - 99 %**) 
Overall Agreement: 314 / 314 >99% (99 % - 99 %* *) 
0 Since the proportion can not go above I OOo/o, this is really a 97.5% confidence interval. 

ACON PPX One Step Propoxyphene Test Device versus a FDA-cleared Propoxyphene 
Urine Test: 

Positive Agreement: 157 / 157 >990/o (98 % - 99 %**) 
Negative Agreement: 157 1 157 >99% (98 % -99 %**) 
Overall Agreement: 314 / 314 >99% (99 % - 99 %**) 
u Since the proportion can not go above 100%, this is really a 97 .5% confidence interval. 
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Performance Characteristics and Other information: 

The performance characteristics of ACON PPX One Step Propoxyphene Test Strip, ACON 
PPX One Step Propoxyphene Test Device were verified by analytical sensitivity study, 
specificity and cross reactivity study, interference studies, precision study, read time flex study, 
temperature flex study, specimen storage and stability study. Study results indicate that these 
test devices are robust and can perfonn satisfactorily when used according to the "Indication 
for Use" statement specified in their package inserts. 

Conclusion: 

These clinical studies demonstrated substantial equivalency on performance between the 
ACON PPX One Step Propoxyphene Test Strip, ACON PPX One Step Propoxyphene Test 
Device and a FDA-cleared Propoxyphene test with the same Propoxyphene cutoff 
concentration. It is also demonstrated that these tests are safe and effective in qualitatively 
detecting Propoxyphene at a concentration of 300 ng/mL. The POL study demonstrated that 
these tests are suitable for healthcare professionals including professionals at point-of-care 
sites. 
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DEPARTMENT OF HEALTH&.. HUMAN SERVICES 

Edward Tung, Ph.D. 
Regulatory Affairs 
J\CON Laboratories 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: K040445 

MAY 1 9 2004 

Food and Drug Administration 
2098 Gaither Road 
Rockvi•e MO 20850 

Trade/Device Name: ACON PPX One Step Propoxyphene Test Strip, and 
ACON PPX One Step Propoxyphene Test Device 

Regulation Number: ~ 1 CFR 862.3 700 
Regulation Name: Propoxyphenc test system 
Regulatory Class: Class II 
Product Code: JXN 
Dated: April 16, 2004 
Received: April 20, 2004 

Dear Dr. Tung: 

We have r~viewcd your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to 1.cgally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annPal registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to such additional cpntrols. Existing major regulations affecting your device 
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA 's issuance of a substantial equivalence determination does not mean 
that fDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federa\ agencies. You must 
comply with all the Act' s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); label ing (21 CFR Parts 801 and 809); and good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (2 1 CFR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, pennits your device 
to proceed to the market. 

If you desire specific infonnation about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of 
In Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 443~597 or at its Internet address 
http://www.fda.gov/cdrh/dsma/dsmamain.html. 

Enclosure 

Sincerely yours, 

~&NV\ P1 . c~_, ~l5 bvJ-r, 
r;:n M. Cooper, MS, n:\t.M. 
Director 
Division of Chemistry and Toxicology 
Office of In Vitro Diagnostic Device 
Evaluation and Safety 

Center for Devices and 
Radiological Health 



Indications for Use 

Sl_O(k) Number: 

K040445 

Device Names: 

ACON PPX One Step Propoxyphene Test Strip, and 
ACON PPX One Step Propoxyphene Test Device 

Indications for Use: 

ACON PPX One Step Propoxyphene Test Strip or ACON PPX One Step Propoxyphcnc Test 
Device is a lateral flow chromatographic immunoassay test for the qualitative detection of D­
propoxyphenc in human urine at a cut-off concentration of 300 ng/m T ,. It is a prescription assay 
intended for use by healthcare professionals including those at the point of care sites. 

This assay provides only a preliminary analytical test result. A more specific alternate chemical 
method must be used in order to obtain a confirmed analytical resul t. ('Jas chromatography/mass 
spectrometry (GC/MS) is the preferred confimrntory method. 

Clinical consideration and professional judgment should be applied to any drug of abuse test result, 

~ GO Er='-·--
particularly when preliminary positive results are used.~ I ~ 

0 

• 'on Sign-Off 

Prescription Use X and/or 
(Part 2 1 CfR 801 Subpart D) 

()lice of Jn Vitro Diagnostic De\: 
e.fuation and Safety 

Kb4'olf-(j.-5 
OvelW~-1>unt-ertJse---·-· -- - -· -
(21 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTlNUE ON ANOTHER PAGE IF NEEDED) 

Concurrence or CDRH, Office of ln Vitro Diagnostic bevices (OIVD) 
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FEB 2 5 2005 
8. SlO(k) SUMMARY 

This summary of safety and effectiveness infonnation is being submitted in accordance with the 
requirements ofSMDA l990 and 21CFR807.92. 

The Assigned 5lO(k) number is &o"f ~~01 

Submitter: 

ACON Laboratories, inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92 121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

December 17, 2004 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON® OXY 11 One Step Oxycodone Test Strip 
ACON® OXY II One Step Oxycodone Test Device 

Common Name: 

Jmrnunochromatographic test for the qualitative detection o f Oxycodone in urine. 

Regulation Name: 

Oxycodone test system. 

Product Code: 

DJG 
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Classification Number: 

2 I CFR, 862.3650 

Device Classification: 

The Oxycodone test systems have been classified as Class II devices with moderate complexity. The 
ACON OXY II One Step Oxycodone Test Strip and the ACON OXY II One Step Oxycodone Test 
Device are similar to another FDA-cleared device for the qualitative detection of Oxycodone in urine 
specimens. These tests are used to provide only a preliminary analytical result. All positive test 
results obtained with these devices must be confirmed by another test method, preferably GC/MS 
analysis. 

Intended Use: 

The ACON OXY II One Step Oxycodone Test Strip and ACON OXY II One Step Oxycodone Test 
Device are rapid chromatographic immunoassays for the qualitative detection of Oxycodone in urine 
at a cutoff concentration of 100 ng/mL. These tests are used to provide only a preliminary analytical 
result. All positive test results obtained with these devices must be confirmed by another test method, 
preferably GC/MS analysis. They are intended for healthcare professionals including professionals at 
point-of-care sites. 

Description: 

The ACON OXY ll One Step Oxycodone Test Strip and the ACON OXY II One Step Oxycodone 
Test Device are competitive binding, lateral flow immunochromatographic assays for the qualitative 
screening of Oxycodone in a urine sample. The test is based on the principle of antigen-antibody 
immunochemistry. It utilizes the mouse monoclonal antibody to selectively detect elevated levels of 
Oxycodone and its metabolite in urine at a cutoff concentration of l 00 ng/mL. These tests can be 
performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, while a 
negative urine specimen or a urine specimen containing Oxycodone at the concentration below the 
cutoff level will generate a colored-line in the test region. To serve as a procedural control , a colored­
line should always appear at the control region, indicating that proper volume of specimen has been 
added and membrane wicking has occurred. 
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Comparison to a Predicate Device: 

A comparison of the features of the ACON OXY JI One Step Oxycodone Test Strip and the ACON 
OXY 11 One Step Oxycodone Test Device versus a FDA-cleared Oxycodone test with l 00 nglmL 
Oxycodone cutoff is shown below: 

• Both tests are assays intended for the qualitative detection of Oxycodone in urine samples. 
• Both tests are intended as a screening method that provides a preliminary analytical test 

result. 
• Both tests are immunochromatographic, lateral flow assays for the rapid detection of 

Oxycodone with a visual, qualitative end result. 
• Both tests utilize the same basic immunoassay principles that rely on antigen/ antibody 

interactions to indicate a positive or negative result. 
• Both tests have a cutoff Oxycodone concentration of I 00 nglmL. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 300 clinical urine specimens including 
approximately 10% of the specimens containing Oxycodone concentration fell between -25% 
cutoff to +25% cutoff range. This evaluation compared the test results between the ACON 
OXY II One Step Oxycodone Test Strip and the ACON OXY II One Step Oxycodone Test 
Device with a FDA-cleared Oxycodone test; as well as compared against data obtruned from 
the customary Gas Chromatography/Mass Spectrometry analysis. These comparisons of data 
yielded the following results: 

ACON OXY II One Step Oxycodone Test Strip versus a FDA-cleared OXY Test: 

Positive Agreement: 135 I 140 = 96% (92% - 99%)* 
Negative Agreement: 159 I 160 = 99% (97% - 99%)* 
Overall Agreement: 294 I 300 = 98% {96% - 99%)* 
* 95% confidence intervals 

ACON OXY II One Step Oxycodone Test Device versus a FDA-cleared OXY Test: 

Positive Agreement: 135 I 140 = 96% (92% - 99%)* 
Negative Agreement: 159 I 160 = 99% (97% -99%)* 
Overall Agreement: 294 I 300 = 98% (96 % - 99%)* 
* 95% confidence inlervals 
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ACON OXY II One Step Oxycodone Test Strip versus data obtained with GC/MS at the 
cutoff concentration of 100 ng/mL: 

ACON OXY II One Step Oxycodone Test Strip versus GC/MS. 

ACON 
OXYII 

Test 
Strip 

Test Specimen CutoffR2nee byGC/MS Data 
Result Negativet <-2s•1. -2s•/o to Cutoff to > +2s01. 

Cutoff Cutoff +1s•1. Cutoff 
Positive 0 0 1 2 133 

Negative 147 6 8 0 3 

Total agreement with GC/MS: 296/300 = 98.67% (97%- 99%)* 
• Denotes 95o/o confidence interval. 

0
/. Agreement 

99% (135/136) 
(96%-99%)• 
98%(l61/164) 
(95%- 99%)* 

t Negative specimens were confirmed using GC/MS analysis by pooling these samples in groups of 
5. 

ACON OXY II One Step Oxycodone Test Device versus GC/MS. 

ACON 
OXY II 

Test 
Device 

Test Specimen Cutoff Ranee by GC/MS Data 
Result Negallvet < -250/e -2s•1. to Cutoff to > +259/o 

Cutoff Cutoff +25°/. Cutoff 
Positive 0 0 l 2 133 

Negative 147 6 8 0 3 

Total agreement with GC/MS: 296/300 = 98.67% (97%- 99%)* 
* Denotes 95% confidence interval. 

•;. Agreement 

99% (135/136) 
(96% - 99%)* 
98%(1611164) 
(95% - 99%)* 

t Negative specimens were confirmed using GC/MS analysis by pooling these samples in groups of 
5. 

Performance Characteristics and Other information: 

The performance characteristics of the ACON OXY ll One Step Oxycodone Test Strip and 
the ACON OXY JI One Step Oxycodone Test Dev1ce were verified by analytical sensitivity 
study, specificity and cross reactivity study, interference studies, precision study, read time 
flex study, temperature flex study, specimen storage and stability study. Study results indicate 
that these test devices are robust and can perform satisfactorily when used according to the 
"Indication for Use" statement specified in their package inserts. 

POL Study Summary: 

Test results obtained from three POL study sites indicated that personnel at different doctor's 
offices with various educational background and working experience could perfonn the 
ACON® OXY lI One Step Oxycodone tests properly and interpret test results correctly in 
most cases (97%, 262/270). The POL study results are also comparable to those obtained 
from a trained lab technician (97%, 87/90). 
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Conclusion: 

These clinical studies demonstrated substantial equivalency on performance among the 
ACON OXY II One Step Oxycodone Test Strip, the ACON OXY II One Step Oxycodone 
Test Device and a FDA-cleared Oxycodone test with the same Oxycodone cutoff 
concentration. It is also demonstrated that these tests are safe and effective in qualitatively 
detecting Oxycodone at a concentration of 100 nglmL. The POL study demonstrated that 
these tests are suitable for healthcare professionals including professionals at point-of-care 
sites. 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Edward Tung, Ph.D. 
Regulatory Affairs 
ACON Laboratories, lnc. 
4108 Sorrento Valley Blvd 
San Diego, CA 92121 

Re: k043507 

fEB 2 5 2005 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACON OXY II One Step Oxycodone Test Strip 
ACON OXY II One Step Oxycodone Test Device 

Regulation Number: 21 CFR 862.3650 
Regulation Name: Opiate test system 
Regulatory Class: Class II 
Product Code: DJG 
Dated: December 17, 2004 
Received: December 20, 2004 

Dear Dr. Tung: 

We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent {for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmet ic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), 
it may be subject to such additional controls. Existing major regulations affecting your device 
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. ln addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA 's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, includ ing, bul not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice 
rl.!quiremenls as set forth in the quality systems (QS) regulation (21 CFR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the market. 

If you desire specific information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of In 
Vitro Diagnostic Device Evaluation and Safety at (240)276-0484. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-204 I or (30 l) 443-6597 or at its Internet address 
http://www.fda.gov/cdrh/industry/support/index.html 

Enclosure 

Sincerely yours, 

;))<~~ IJv'\~~ /IA S
1 

bJM 
( / \) 
' , 
Jean M. Cooper, MS, D. V .M. 

Director 
Division of Chemistry and Toxicology 
Office of In Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 



11. INDICATIONS FOR USE 

51 O(k) Number (if known): Ko~ :,s 01 

Device Name: ACON OXY JI One Step Oxycodone Test Strip 

ACON OXY II One Step Oxycodone Test Device 

Indications for Use: 

The ACON OXY II One Step Oxycodone Test Strip and the ACON OXY 11 One Step 
Oxycodone Test Device arc rapid chromatographic immunoassays for the qualitative 
detection of Oxycodone levels in urine at a designated cutoff concentration of I 00 ng/mL. 
They arc intended for healthcare professionals including professionals at point-of-care 
sites. 

This assay provides 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 (GC/MS) are the preferred confirmatory methods. 

Clinical consideration and professional judgment should be applied to any drug of abuse test 
result, particularly when preliminary positive results are used . 

Prescription Use X AND/OR Over-The-Counter Use __ _ 
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 

O e of Jn Vitro Diagnostic 
Device Evaluation and Safety 

51 O(kl - .. kJ>~ ~; o1 
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APR ? 1 2006 
5. 510(k) SUMMARY 

This summary of safety and effectiveness information is being submitted in accordance with the 
requirements of SMDA 1990 and 2 l CFR 807.92. 

The Assigned 510{k) number is /: 0 { tJ S' {6 

Submitter: 

ACON Laboratories, Inc. 
4108 Sorrento Valley Boulevard 
San Diego, California 92121 

Tel.: 858-535-2030 
Fax: 858-535-2038 

Date: 

February 21, 2006 

Contact Person: 

Edward Tung, Ph.D. 

Product Names: 

ACON® BUP One Step Buprenorphine Test Strip 
ACON® BUP One Step Buprenorphine Test Device 

Common Name: 

lmmunochromatographic test for the qualitative detection of Buprenorphine in urine. 

Regulation Name: 

Buprenorphinc test system. 

Product Code: 

DJG 



Classification Number: 

21 CFR, 862.3650 

Device Classification: 

The Buprenorphine test systems have been classified as Class II devices with moderate 
complexity. These tests are used to provide only a preliminary analytical result. All positive test 
results obtained with these devices must be confirmed by another test method, preferably LC/MS 
analysis. 

Intended Use: 

The ACON BUP One Step Buprenorphinc Test Strip and ACON BUP. One Step Buprenorphine 
Test Device are rapid chromatographic immunoassays for the qualitative detection of 
Buprenorphine in urine at a cutoff concentration of I 0 ng/mL. These tests are used to provide 
only a preliminary analytical result. All positive test results obtained with these devices must be 
confirmed by another test method, preferably LC/MS analysis. They are intended for use by 
healthcare professionals including professionals at point-of-care sites to assist in the 
determination of drug compliance. 

Description: 

The ACON BUP One Step Buprenorphine Test Strip and the ACON BUP One Step 
Buprenorphine Test Device are competitive binding, lateral flow immunochromatographic 
assays for the qualitative screening of Buprenorphine in a urine sample. The test is based on the 
principle of antigen-antibody immunochemistry. It utilizes the mouse monoclonal antibody to 
selectively detect elevated levels of Buprenorphine in urine at a cutoff concentration of I 0 
ng/mL. These tests can be performed without the use of an instrument. 

A drug-positive urine specimen will not generate a colored-line in the designated test region, 
while a negative urine specimen or a urine specimen containing Buprenorphine at the 
concentration below the cutoff level will generate a colored-line in the test region. To serve as a 
procedural control, a colored-line should always appear at the control region, indicating that 
proper volume of specimen has been added and membrane wicking has occurred. 

Safety and Effectiveness Data: 

Accuracy 

A clinical evaluation was conducted using 226 clinical urine specimens including approximately 
10% of the specimens containing Buprenorphine concentration fell between - 25% cutoff to 
+25% cutoff range. This evaluation compared the test results between ACON BUP One Step 
Buprcnorphine Test Strip and ACON BUP One Step Buprenorphine Test Device with a FDA­
clcarcd Buprenorphine test; as well as compared against data obtained from the customary 



Liquid Chromatography/Mass Spectrometry analysis. These comparisons of data yielded the 
following results: 

ACON BUP One Step Buprenorphine Test Strip versus a FDA-cleared BUP Test: 

Positive Agreement: 54 / 64 = 84% (73% - 92%)* 
Negative Agreement: 16 l I 162 = 99% (97% - 99%)* 
Overall Agreement: 215 / 226 = 95% (91 % - 98%)* 
• 95% confidence intervals 

ACON BUP One Step Buprenorphine Test Device versus a FDA-cleared BUP Test: 

Positive Agreement: 54 I 64 = 84% (73% - 92%)* 
Negative Agreement: 161 I 162 = 99% (97%- 99%)* 
Overall Agreement: 215 I 226 = 95% (91 % - 98%)* 
• 95% confidence intervals 

ACON BUP One Step Buprenorphine Test Strip versus data obtained with LC/MS at the 
cutoff concentration of 10 ng/mL: 

ACON BUP One Step Buprenorphine Test Strip versus LC/MS. 

Specimen Cutoff R.2nee bv LC/MS Data 

Negative 
<-25% -25% to Cutoff to >+25% 
Cutoff Cutoff +259/o C utoff 

ACON BUP 
Positive 0 0 0 5 so 

Test Strip 
Negative 150 15 5 1 0 

Total agreement with LC/MS: 225/226 = 99.6% (98% - 99%)* 
• Deno!~ 95% confidence interval. 

•• Since the proportion cannot go above 1000/o, this is really a 97.5% confidence interval. 

ACON BUP One Step Buprenorphine Test Device versus LC/MS. 

Soecimen Cutoff Ran2e by LC/MS Data 

Negative < -25% -25% to Cutoff to > +25% 
Cutoff Cutoff +25% C utoff 

ACON BUP 
Positive 0 0 0 s so 

Test Device 
Negative 150 15 5 1 0 

Total agreement with LC/MS: 225/226 = 99.6% (98% -·99%)* 
• Denotes 95% confidence interval. 

•• Since 1he proportion cannot go above 100%, this is rt:ally a 97.5% confidence interval. 

% Agreement 

98% (55/56) 
(90%- 99%)* 

>99% ( 17011 70) 
(98% - !00%)** 

% Agreement 

98% (55/56) 
(90%- 99%)* 

>99% (170/170) 
(98% - 100%)0 



Performance Characteristics and Other information: 

The performance characteristics of the ACON BUP One Step Buprenorphine Test Strip and the 
ACON BUP One Step Buprenorphine Test Device were verified by analytical sensitivity study, 
specificity and cross reactivity study, interference studies, precision study, read time flex study, 
temperature flex study, specimen storage and stability study. Study results indicate that these test 
devices are robust and can perform satisfactorily when used according to the "Indication for 
Use" statement specified in their package inserts. 

Conclusion: 

These clinical studies demonstrated substantial equivalency on performance between the ACON 
BUP One Step Buprenorphine Test Strip, the ACON BUP One Step Buprenorphine Test Device 
and a FDA-cleared Buprenorphine test with the same Buprenorphine cutoff concentration. It is 
also demonstrated that these tests are safe and effective in qualitatively detecting Buprenorpbine 
at a concentration of 10 ng/mL. The POL study demonstrated that these tests are suitable for 
healthcare professionals including professionals at point-of-care sites. 



DEPARTVIENT OF HEALTll & H UMA:'ll SERVICES 

Edward Tung, Ph.D. 
Regulatory Affairs 
ACON Laboratories Inc. 
4108 Sorrento Valley Blvd. 
San Diego, CA 92121 

Re: k060466 

APR 2 1 2006 

Pubhc Health Service 

Food and Drug Adm1nistra11on 
2098 Gaither Road 
Rockville MD 20850 

Trade/Device Name: ACON BUP One Step Buprcnorphine Test Strip 
ACON BUP One Step Buprcnorphinc Test Device 

Regulation Number: 21 CFR§862.3650 
Regulation Name: Opiate test system 
Regulatory Class : Class ll 
Product Code: DJG 
Dated: February 21 . 2006 
Received: February 22. 2006 

Dear Or. Tung: 

We have rt!vicwed your Section 51 O(k) premarket notification of intent to market the device 
n.:lcrenced above and have determined the device is substantially equivalent (for the indicat ions 
for use stated in the enclosure) to legal ly marketed predicate devices marketed in interstate 
commerce prior to May 2g, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the r:ederal food , Drug: 
and Cosmetic /\ct (/\ct) that do not require approval of a premarket approval application (PMA ). 
You may. therefore. market the device. subject to the general cont rols provisions or the Act. Th~ 
general controls provisions of the Act include requirements for annual registration. listing of 
devices. good manufacturing practice, labeling. and prohibi tions against misbranding and 
adulteration. 

If your tkvice is classi fi ed (sec above) into ei ther class 11 (Special Controls) or class Ill (PM/\ ). 
it may he subject to such additional controls. Existing major regulations affecting your device 
can be founc.I in Ti lle 21. Code of r ec.lcral Regulat ions (CFR). Parts 800 to 895. In addition. FD:\ 
may publish rurth~r announcements concerning your dcvicl! in the Federa l Register. 

Pkasl! b1.· ath ised that f l)A · s issuance or a substantial equivalence determination docs not mean 
that Fl>/\ has mad~ a dctcnnination that your devic~ compli~s with other requirements or the ,\ct 
or any Fclkr:-il scntu11.·s and regula tion~ administered by other Federal agencies. You must 
comply'' 1th :ill the /\c1·s ri:quiri:mc!lls. including. but not limited to: registration and listing (2 1 
CFR Part 807): btk·l ing (2 1 CFR Parts 80 I and 809); anc.I good manufacturing practice 
rcquir~m~nt '> as s~t rnnh in the quality sy·:acms (QS) regulatinn (:21 CFR Pan 820). 
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This letter will allow you to begin marketing your device as described in your Section 51 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the market. 

If you desire speci fie information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of In 
Vitro Diagnostic Device Evaluation and Safety at (240) 276-0484. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or at its Internet address 
htlp://www.fda .gov/cdrh/industry/support/i ndex .htm I. 

Enclosure 

Sincerely yours, 

.4 /J,J;;f'~-C:j 
Alberto GutieZz, Ph.D. 
Director 
Division of Chemistry and Toxicology 
Office of In Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 



INDICATIONS FOR USE 

510(k) Number (if known): j<.1J b 0 y6b 

Device Name: ACON BUP One Step Buprenorphine Test Strip 

ACON BUP One Step Buprenorphine Test Device 

Indications for Use: 

The ACON BUP One Step Buprenorphine Test Strip and the ACON SUP One Step 
Buprenorphinc Test Device are rapid chromatographic immunoassays for the qualitative 
detection of Buprenorphine in human urine at a designated cutoff concentration of I 0 
ng/mL. They are intended for use by healthcare professionals including professionals at 
point-of-care sites to assist in the determination of drug compliance. 

This assay provides only a preliminary analytical test result. A more spcci fie alternate 
chemical method must be used in order to obtain a confirmed analytical result. Liquid 
chromatography/mass spectrometry (LC/MS) are the preferred confirmatory methods. 

Clinical consideration and professional j udgment shoul d be applied to any drug or abuse 
test rt!Sull, particularl y when preli minary posi ti ve results arc used. 

Prescription Use X 
(Part 21 CFR 801 Subpart D) 

AND/OR Over-The-Counter Use __ _ 
(21 CFR 807 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER 
PAGE IF NEEDED) 

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 

' r: \ / itri) L):~.~n~1 .)!. ~ f."1_:\ IC , 

. ..i : ~ !..1 l.:4t !-~t v Page 1 of _ _ _ 

lOGo~u~ 



QREDWOOD 
TOXICO LOGY 
LABORATO RY .. 

Confidence tn test:ng. 

Pricing Schedule 

Fort Bend County Juvenile Probation 

RFP No. 16-043 for Onsite Screening Products 

Requested/Suggested Rapid Test Devices 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

Single Panel Dip - choose one from any of the following drugs - Amphetamines (AMPlOOO), 

Barbiturates (BAR), Benzodiazepines (BZO), Cocaine (COC150, COC300), Methadone (MTD), 

Methamphetamines (MAMP500, MAMPlOOO), Ecstasy (MOMA), Opiates (MOP300, 

OPl2000), Oxycodone (OXY), Tricyclic Antidepressants (TCA), Marijuana (THC), PCP . currently 

Various 1 used by th• JPD $0.33 $8.25 

01102 0006 2 Two Panel Dip - COC/THC - curr•ntly usrd by the JPD $0.55 $13.75 

01102 0191 2 Two Panel Dip - COC150/THC $0.55 $13.75 

01102 0015 5 Five Panel Dip - BZO/COC300/MAMP1000/ MOP300/THC $1.08 $27.00 

01102 0016 6 Six Panel Dip - BZO/COC300/ MAMP1000/MOP300/PCP/THC -currently usM by the IPD $1.15 $28.75 

01102 0119 6 Six Panel Dip - BZO/COC300/MAMP1000/MOP300/0XY/THC $1.15 $28.75 

01102 0174 6 Six Panel Dip - AMP300/COC150/MAMP400/MDMA/MOP300/THC $1.15 $28.75 

01102 0175 6 Six Panel Dip - BZO/COC150/MAMPSOO/MDMA/MOP300/THC $1.15 $28.75 
. . . . Please see further mto the Pricing Schedule for additional panel dip options and ovoiloble cup format options . 

SALIVA/ BREATH ALCOHOL PRODUCTS 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01 0940055 N/A Alco-Screen Test (24/box) $1.35 $32.40 

010940056 N/A Alco-Screen .02 DOT Approved Alcohol Saliva (24/ box) $1.35 $32.40 

01532 0020 N/A ACON Breath Alcohol Device .02 (20/ box) $2.30 $46.00 

01362 0001 N/A Instant Alcohol Saliva Test Strip - not FDA cl•o~d to mork•t is/or fo,.nsic usr only (FFUO) $0.80 $20.00 

COLLECTION SUPPLIES 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

031380 N/A 6.5 oz/ Graduated Beaker 

031258 N/A Temperature Strip 

p p $ 
$0.00 

$0.00 

$0.00 

$0.00 

Device Order Shipping & Handling: Device orders will be shipped at no charge for ground service delivery. Expedited shipping of device orders 

will be charged on an 'at cost' basis. FOB Shipping Point. 



RED WOOD 
TOXICOLOGY 
LABORATORY. 

Pricing Schedule 

Fort Bend County Juvenile Probation 

RFP No. 16-043 for Onsite Screening Products 

Available Panel-Dip Rapid Test Devices 

PANEL-DIP SUBSTANCE ABUSE TEST DEVICE 

PART 

NUMBER DRUG(S) CONFIGURATION 

01102 0018 1 PANEL DIP 01AMPHETAMINES1000 (AMP 1000) 

01102 0019 1 PANEL DIP 01 BARBITURATES 300 (BAR) 

01102 0022 1 PANEL DIP 01 BENZODIAZEPINES 300 (BZO) 

01102 0189 1 PANEL DIP 01COCAINE150 (COC 150) 

01102 0001 1 PANEL DIP 01 COCAINE 300 (COC 300) 

01102 0036 1 PANEL DIP 01 ECSTASY SOO (MOMA) 

01102 0004 1 PANEL DIP 01 MARUUANA SO (THC} 

01102 0020 1 PANEL DIP 01 METHADONE 300 (MTD) 

01102 0190 1 PANEL DIP 01 METHAMPHETAMINES SOO (MAMP 500) 

01102 0002 1 PANEL DIP 01METHAMPHETAMINES1000 (MAMP 1000) 

011020003 1 PANEL DIP 01 OPIATES 300 (MOP 300) 

01 1021977 1 PANEL DIP 01 OPIATES 2000 (OPI 2000) 

01 102 0037 1 PANEL DIP 01 OXYCODONE 100 (OXY) 

01 102 0021 1 PANEL DIP 01 PHENCYCUDINE 20 (PCP) 

011021971 1 PANEL DIP 01 PROPOXYPHENE 300 (PPX) 

01 102 0023 1 PANEL DIP 01 TRICYCLIC ANTIDEPRESSANTS 1000 (TCA) 

01102 0173 1 PANEL DIP 01 BUPRENORPHINE 10 (BUP} 

01191633S 1 PANEL DIP 01 K2 SPICE 30 · Not FDA Otolld to Marlett, For Forensic Ust Only 

01 102 ooos 2 PANEL DIP 02 COC300/MOP300 

011020006 2 PANEL DIP 02 COC300/THC 

01 102 0007 2 PANEL DIP 02 COOOO/MAMPlOOO 

01102 0008 2 PANEL DIP 02 MAMP1000/THC 

01102 0030 2 PANEL DIP 02 MAMP1000/MOP300 

01102 0191 2 PANEL DIP 02 COClSO/THC 

01102 0192 2 PANEL DIP 02 MAMPSOO/THC 

01102 0009 3 PANEL DIP 03 COC300/MAMP1000/THC 

01102 0010 3 PANEL DIP 03 COC300/MOP300/THC 

011020011 3 PANEL DIP 03 MAMP1000/M OP300/THC 

01102 0014 3 PANEL DIP 03 COC300/MAMP1000/MOP300 

01102 0193 3 PANEL DIP 03 COClSO/MAMPSOO/THC 

01102 0194 3 PANEL DIP 03 COC150/MOP300/THC 

01 102 0012 4 PANEL DIP 04 COOOO/MAMP1000/ MOP300/THC 

01 102 0032 4 PANEL DIP 04 AMP1000/COC300/MOP300/THC 

01 102 019S 4 PANEL DIP 04 COC1SO/MAMPSOO/ MOP300/THC 

01102 0199 4 PANEL DIP 04 AMP1000/COC150/MOP300/THC 

01102 0013 s PANEL DIP OS COOOO/MAMP1000/MOP300/PCP/THC 

01 102 0015 s PANEL DIP OS BZO/COC300/MAMP1000/ MOP300/THC 

01102 0033 s PANEL DIP OS AMP1000/COC300/MOP300/ PCP/THC 

01102 0034 s PANEL DIP OS AMP1000/COC300/MAMP1000/MOP300/THC 

01102 0047 s PANEL DIP OS AMP1000/COC300/0Pl2000/PCP/THC 

01102 0201 s PANEL DIP OS AMP1000/COC1SO/MAM PSOO/MOP300/THC 

01102 0196 s PANEL DIP OS COC150/MAMPSOO/MOP300/PCP/THC 

01102 0200 s PANEL DIP OS AMP1000/COC1SO/MOP300/PCP/THC 

01102 0016 6 PANEL DIP 06 BZO/COC300/MAMP1000/MOP300/PCP/THC 

01102 0017 6 PANEL DIP 06 BZO/COC300/MAMP1000/MTD/MOP300/THC 

01102 0024 6 PANEL DIP 06 BAR/BZO/COC300/MAMP1000/ MOP300/THC 

01102 0119 6 PANEL DIP 06 BZO/ COC300/MAMP1000/MOP300/0XY/THC 

01102 0175 6 PANEL DIP 06 BZO/COC150/MAMPSOO/MDMA/MOP300/THC 

01102 0202 6 PANEL DIP 06 BZO/COC150/ MAMPSOO/MOP300/0XY/THC 

01102 0203 6 PANEL DIP 06 AMP1000/BZO/COC150/MAMPSOO/MOP300/THC 

01102 0035 7 PANEL DIP 07 AMP1000/BZO/COC1SO/MOP300/PCP/TCA/THC 

01102 0176 7 PANEL DIP 07 BZO/COC1SO/MAMPSOO/MDMA/MOP300/0XY/THC 

01102 0177 7 PANEL DIP 07 AMP1000/COC1SO/MAMPSOO/MDMA/MOP300/0XY/THC 

Confidence in testing. 

PRICE PER BOX PRICE 

DEVICE (25/BOX) 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.25 

$0.33 $8.25 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.2S 

$0.33 $8.25 

$0.33 $8.25 

$0.33 $8.2S 

$0.33 $8.25 

$0.33 $8.2S 

$0.80 $20.00 

$1.50 $37.50 

$0.55 $13.75 

$0.SS $13.7S 

$0.SS $13.7S 

$0.SS $13.7S 

$0.55 $13.75 

$0.SS $13.7S 

$0.55 $13.7S 

$0.86 $21.50 

$0.86 $21.50 

$0.86 $21.50 

$0.86 $21.SO 

$0.86 $21.SO 

$0.86 $21.50 

$1.13 $28.2S 

$1.13 $28.25 

$1.13 $28.2S 

$1.13 $28.25 

$1.08 $27.00 

$1.08 $27.00 

$1.08 $27.00 

$1.08 $27.00 

$1.08 $27.00 

$1.08 $27.00 

$1.08 $27.00 

$1.08 $27.00 

$1.lS $28.75 

$1.lS $28.75 

$1.lS $28.75 

$1.15 $28.75 

$1.lS $28.7S 

$1.lS $28.75 

$1.lS $28.75 

$1.89 $47.2S 

$1.89 $47.25 

$1.89 $47.2S 



QREDWOOD 
TOXICO LOGY 
LABORATORY .. 

Confidence in testing. 

Pricing Schedule 
Fort Bend County Juvenile Probation 

RFP No. 1&-043 for Onsite Screening Products 

Available Panel-Dip Rapid Test Devices (Continued} 

PANEL-DIP SUBSTANCE ABUSE TEST DEVICE 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01102 0169 8 PANEL DIP 08 AMP1000/BZO/COC300/MAMP1000/MDMNM OP300/0XY/THC $2.14 $53.50 

01 102 0179 8 PANEL DIP 08 AMP1000/BZO/COC300/MAMP1000/MOP300/0XY/PCP/THC $2.14 $53.SO 

011021989 8 PANEL DIP 08 AMP300/COC150/MAMP500/MOP300/PCP/PPX/OXY/THC $2.14 $53.50 

011021970 9 PANEL DIP 09 AMP1000/BAR/BZO/COC300/MAMP1000/MTO/OPl2000/PCP/THC $2.40 $60.00 

01102 0180 9 PANEL DIP 09 AMP1000/BUP/BZO/COC300/MAMP1000/MOP300/0XY/PCP/THC $2.40 $60.00 

01102 0181 9 PANEL DIP 09 AMP300/BZO/COC150/MAMP500/MDMNMOP300/0XY/PCP/THC $2.40 $60.00 

01102 0025 10 PANEL DIP 10 AMP1000/BAR/BZO/COC300/MAMP1000/MTD/MOP300/PCP/TCNTHC $2.66 $66.50 

011020138 10 PANEL DIP 10 COC300/BAR/BZO/MAMP1000/MDMNMOP300/MTD/OXY/PCP/THC $2.66 $66.SO 

01102 0182 10 PANEL DIP 10 AMPlOOO/BAR/ BUP /BZO/COC300/MAMP1000/MOP300/MTD/OXY /THC $2.66 $66.50 

01102 0183 10 PANEL DIP 10 BAR/BZO/COC150/MAMP500/MDMNMOP300/MTD/OXY/PCP/THC $2.66 $66.50 

01 1021943 10 PANEL DIP 10 AMP1000/BAR/BZO/COC300/MAMP1000/0Pl2000/PCP/MTD/MDMN THC $2.66 $66.50 

01 102 0184 11 PANEL DIP 11 AMP1000/BAR/BUP/BZO/COC300/MAMP1000/MOP300/MTD/PCP/ OXY /THC $3.19 $79.75 

01 102 0185 11 PANEL DIP 11 AMP1000/BAR/BUP/BZO/COC300/0Pl2000/MAMP1000/MTD/OXY/ PCP/THC $3.19 $79.75 

01 102 0186 11 PANEL DIP 11 AMP1000/BAR/BUP/BZO/COC300/MAMP1000/MOP300/ MTD/PPX/ OXY/THC $3.19 $79.75 

PANEL DIP 11 AMP300/BAR/ BZO/COC150/ MAMP500/ MDMNMOP300/ MTD/OXY/ 

01102 0187 11 PCP/THC $3.19 $79.75 

PANEL DIP 12 AMP1000/BAR/BZO/COC300/ MAMP1000/MDMNMOP300/MTD/ 

01 102 0141 12 OXY /PCP /PPXTHC $3.72 $93.00 

PANEL DIP 12 AMP1000/BAR/BUP/BZO/COC300/MAMP1000/MDMNMOP300/ 

01102 0188 12 MTD/OXY/PCP/THC $3.72 $93.00 

PANEL DIP 12 AMP1000/BAR/BZO/COC300/ MAMP1000/MDMNOPl2000/MTD/ 

011021957 12 OXY / PCP /PPX/THC $3.72 $93.00 



QREDWOOD 
TOXICO LOGY 

- LABORATORYw 
Confidence in testing. 

Pricing Schedule 

Fort Bend County Juvenile Probation 

RFP No. 16-043 for Onslte Screening Products 

Available Integrated Cup Rapid Test Devices 

iCUP SUBSTANCE ABUSE TEST DEVICE -without adulteration 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01102 2020 10 iCup 10 AMP1000/BAR/BZO/COC300/MAMP1000/MDMA/OPl2000/0XY/PPX/THC $3.20 $80.00 

01102 2055 10 iCup 10 AMP1000/BAR/BZO/COC300/MAMP / MTD/OPl2000/PCP /TCA/THC $3.20 $80.00 

01102 2028 13 iCup 13 AMP1000/BAR/BUP/ B20/COC300/MAMP/MTD/OPl2000/0XY/PCP/PPX/ TCA/THC $5.00 $125.00 

iCUP A.O. SUBSTANCE ABUSE TEST DEVICE - with adulteration 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01102 2032 4 iCup A.O. 04 COC300/MAMP1000/0Pl2000/THC w/adulteratlon (OX, SG, PH) $2.25 $56.25 

01102 2033 4 iCup A.O. 04 AMP1000/COC150/MAMP500/THC w/adulteratlon (OX, CR, PH) $2.2.5 $56.25 

01102 2021 5 iCup A.O. 5 AMP1000/COC300/MAMP1000/MOP300/THC w/adulteration (OX, SG, PH) $2.25 $56.25 

01102 2034 5 iCup A.O. 5 AMP1000/COC300/MAMP1000/0Pl2000/THC w/adulteratlon (OX, SG, PH) $2.25 $S6.2S 

01102 203S s iCup A.O. S AMP1000/COC300/0P12000/PCP/THC w/odulteratlon (OX, SG, PH) $2.25 $S6.2S 

01102 2036 s iCup A.O. 5 COC300/MAMP1000/0Pl2000/PCP/THC w/adultorotlon (OX. SG, PH) $2.2S $S6.2S 

01102 2022 6 iCup A.O. 6 AMP1000/BZO/COC300/MAMP1000/0Pl2000/THC w/adulteratlon (OX, SG, PH) $2.48 $62.00 

01102 2023 6 IC.up A.O. 6 AMP1000/COC/MAMP1000/0Pl2000/PCP/THC w/adulteratlon (OX, SG, PH) $2.48 $62.00 

01102 2037 6 IC.up A.O. 06 AMP300/COC300/MOMA/OPl2000/ 0XY/THC w/adulteratlon (OX. SG, PH) $2.48 $62.00 

IC.up A.O. 08 AMP1000/BAR/BZO/COC300/MAMP1000/0Pl2000/PCP/THC w/adu!teratlon (OX, 
01102 2038 8 SG,PH) $2.88 $72.00 

iCup A.O. 08 AMP1000/BZO/COC300/MAMP1000/MOP300/0XY/PCP/THC w/odulter.itlon 

01102 2069 8 (OX,CR,PH) $2.88 $72.00 

iCup A.O. 09 AMP1000/BAR/BZO/COC300/MAMP1000/MTD/OPl2000/PCP/THC 

01102 2039 9 w/odulter.itlon (OX. SG, PH) $3.11 sn.1s 
iCup A.O. 10 AMP1000/BAR/BZO/COC300/MAMP1000/MTO/OP12000/0XY/ PPX/THC 

01102 2074 10 w/adulteratlon (OX. CR, PH) $3.20 $80.00 

IC.up A.O. 10 AMP1000/BAR/BZO/COC300/MAMP1000/MTD/OPl2000/PCP/TCA/ THC 

01102 2129 10 w/adulteratlon (OS, SG, PH, NI, GL. CR) $3.20 $80.00 

iCup A.O. AMP1000/BAR/BZO/COC300/MAMP1000/MTD/OPl2000/0XY/PCP/PPX/ TCA/THC 

01 102 2027 12 w/adulteratlon (OX, SG, PH) $4.SO $112.SO 

INTEGRATED CUPS II SUBSTANCE ABUSE TEST DEVICE 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01102 2001 4 EZ CUP II 04 COC300/MAMP1000/0Pl2000/THC $2.2S $S6.25 

01102 1974 s EZ CUP II 05 AMP1000/COC300/0Pl2000/PCP/THC w/ adulteratlon (OX/SG/ PH/Nl/Gl/CR) $2.2S $S6.2S 

01 102 2005 s EZ CUP II OS COC300/MAMP1000/0Pl2000/PCP/THC $2.25 $S6.25 

01102 2018 5 EZ CUP II 05 AMP1000/COC300/MAMP1000/0Pl2000/THC $2.25 $S6.25 

01102 2048 5 EZ CUP II OS AMP1000/COC300/0Pl2000/PCP/THC $2.25 $56.25 

01 102 2051 5 EZ CUP II OS AMP1000/COC300/MAMP1000/0Pl2000/THC w/adulteratlon (OX, SG, PH, NI, GL. CR) $2.2S $S6.25 

01 102 2141 s EZ CUP II 05 AMP1000/COC300/MAMP1000/0Pl2000/THC w/adulteratlon (OX, SG, PH) $2.25 $S6.25 

01 102 1984 6 EZ CUP II 06 AMP1000/BZO/COC300/MAMP1000/0Pl2000/THC $2.48 $62.00 

01102 2007 6 EZ CUP II 06 COC300/MAMP1000/MOMA/OPl2000/0XY/THC $2.48 $62.00 

01102 2008 8 EZ CUP II 08 AMP1000/BAR/BZO/COC300/MAMP1000/0Pl2000/PCP/THC $2.88 $72.00 

EZ CUP II 09 BAR/BZO/COC300/MAMP1000/ MTD/OP12000/0XY/PPX/THC w/ adulteration (OX, 

01102 2140 9 SG, PH) $3.11 $77.75 

01102198S 10 EZ CUP 11 10 AMP1000/BAR/BZO/COC300/MAMP1000/M DMA/MTD/OPl2000/ PCP/THC $3.20 $80.00 

EZ CUP 1112 AMP1000/BAR/BUP/BZO/COC1SO/MAMP1000/MOMA/M OP300/ 

01102 2096 12 MTD/OXY / PPX/THC $4.50 $112.50 



Q RED W OOD 
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Pricing Schedule 

Fort Bend County Juven i le Probation 

RFP No. 16-043 for Onsite Screening Products 

Available Oral Fluid Rapid Test Devices 

ORAL FLUID DRUGS OF ABUSE - For FortnJlc Ust Only 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01102 2024 5 iScreen Oral Fluid Device AMP50/COOO/MAMPSO/OPl40/THC12 • IFUO $5.60 $140.00 

01102 2025 6 !Screen Oral Fluid Device AMP50/COC20/MAMPSO/OPl40/PCP10/THC12 - FFUO $5.93 $148.25 

011021960 6 OrAlert 6 Oral Fluid Device AMP50/COC20/MAMPSO/OPl40/PCP10/THC100 • FFUO $5.00 $125.00 

01102 2083 6 OrAlert 6 Oral Fluid Device AMP50/BZ010/COC20/ MAMP50/0Pl40/THC100 · FFUO $5.00 $125.00 

SALIVA/ BREATH ALCOHOL PRODUCTS 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

010940055 N/A Alco-Screen Test (24/box) $1.35 $32.40 

010940056 N/A Alco-Screen .02 DOT Approved Alcohol Saliva (24/box) $1.35 $32.40 

015320020 N/A ACON Breath Alcohol Device .02 (20/ box) $2.30 $46.00 

01362 0001 N/A Instant Alcohol Saliva Test Strip - FFUO $0.80 $20.00 

Miscellaneous Rapid Test Devices 

REDISMOKE, PREGNANCY & ADULTERATION 

PART PRICE PER BOX PRICE 

NUMBER DRUG(S) CONFIGURATION DEVICE (25/BOX) 

01102 1950 N/A Urine Pregnancy Cassene (40/Box) 

01 102 1910 7 One Step Validity Test (Seven Parameter) · FFUO 

s 
$1.00 

$0.68 

s 
$40.00 

$17.00 



CERTIFICATE OF INTERESTED PARTIES 
FORM 1295 

1012 

Complete Nos. 1 • 4 and 6 If there are interested parties. OFFICE USE ONLY 
Complete Nos. 1, 2. 3, 5, and 6 if there are no interested parties. CERTIFICATION OF FILING 

1 Name of business entity filing form, and the city, state and country of the business entity's place Certificate Number: 
of business. 2016-4939 
Redwood Toxicology Laboratory, Inc. 
Santa Rosa, CA United States Date Filed: 

2 Name of governmental entity or state agency that Is a party to the contract ror which the form is 01/22/2016 
being filed. 

Fort Bend County Date Acknowledged: 

3 Provide the Identification number used by the governmental entity or state agency to track or Identify the contract, and provide a 
description of the goods or services to be provided under the contract. 

16-043 
Drug Testing Services and Onsite Screen Products 

4 Nature of Interest (check applicable) 
Name of Interested Party City, State, Country (place of business) 

Controlling Intermediary 

RTL Holdings, Inc. Waltham, MA United States x 

Leisenring, Steve Santa Rosa, CA United States x 

Malkani, Sanjay Santa Rosa, CA United States x 

George, Kristopher Santa Rosa, CA United States x 

Fister, Ill, Julius C. Santa Rosa, CA United States x 

Barry, Douglas John Santa Rosa, CA United States x 

Kolaja, Darlene Santa Rosa, CA United States x 

Flakne, Carla Santa Ros, CA United States x 

Bonnell, Brian Santa Rosa, CA United States x 

Chapman, Barry Santa Rosa, CA United States x 

Berger, Albert Santa Rosa, CA United States x 

Forms proVlded by Texas Ethics Commission www.ethics.state.tx.us Version Vl.0.34416 



CERTIFICATE OF INTERESTED PARTIES 
FORM 1295 

2 of 2 

Complete Nos. 1 - 4 and 6 1f lhere are interested parues. OFFICE USE ONLY 
Complete Nos. 1. Z. 3, 5. and 6 if there are no interested parties. CERTIFICATION OF FILING 

1 Name of business entity filing form, and the city, state and country of the business entity's place Certlflcate Number: 
of business. 2016-4939 
Redwood Toxicology Laboratory, Inc. 
Santa Rosa, CA United States Date Flied: 

2 Name of governmental entity or state agency that Is a party to the contract for wtuch the form is 01/2212016 
being filed. 

Fort Bend County Date Acknowledged: 

3 Provide the Identification number used by the governmental entity or state agency to track or identify the contract, and provide a 
description of the goods or services to be provided under the contract. 

16-043 

Drug Testing Services and Onsite Screen Products 

4 Nature of Interest (check applicable) 
Name of Interested Party City, State, Country (place of business) 

Controlling Intermediary 

5 Check only if there is NO Interested Party. 
D 

6 AFFIDAVIT I swear. or alf1rm. under penally of per1ury. chat lhe above disclosure 1s true and correct. 

~-<-1~-
(._,,/ S•g~thort:1em of conuacting business entJty 

AFFIX NOTARY S • ... "'.CAI ABOVE 

Sworn to and subsc11bed before me. by the said . this the day of 

20 , 10 cerufy which. witness my hand and seal of olftce. 
e~ 

~~u.~< 

Signature of officer admm1ste11ng oath Printed name of officer adm1mste11ng oath Tille ol officer admmstenng oath 

Forms provided by Texas Ethics Commission www.ethics.sta te.LX.us Version Vl.0.34416 



CERTIFICATE OF INTERESTED PARTIES 
FORM 1295 

1of2 

Complete Nos. l • 4 and 6 1f there are interested parues. OFFICE USE ONLY 
Complete Nos. 1, 2 3, 5, and 6 if there are no interested parties. CERTIFICATION OF FILING 

1 Name of business entity fi ling form, and the city, state and country of the business entity's place Certificate Number: 
of business. 2016-4939 
Redwood Toxicology Laboratory, Inc. 
Santa Rosa, CA United States Date Filed : 

2 Name of governmental entity or state agency that is a party to the contract for which the form is 01/22/2016 
being fi led. 

Fort Bend County Date Acknowledged: 

03/22/2016 

3 Provide the identification number used by the governmental entity or state agency to track or identify the contract, and provide a 
description of the goods or services to be provided under the contract. 

16-043 

Drug Testing Services and Onsite Screen Products 

4 Nature of interest (check applicable) 
Name of Interested Party City, State, Country (place of business) 

Controlling Intermediary 

RTL Holdings, Inc. Waltham, MA United States x 

Leisenring, Steve Santa Rosa, CA United States x 

Malkani, Sanjay Santa Rosa, CA United States x 

George, Kristopher Santa Rosa, CA United States x 

Fister, Ill , Julius C. Santa Rosa, CA United States x 

Barry, Douglas John Santa Rosa, CA United States x 

KolaJa, Darlene Santa Rosa, CA United States x 

Flakne, Carla Santa Ros, CA United States x 

Bonnell, Bnan Santa Rosa, CA United States x 

Chapman, Barry Santa Rosa, CA United States x 

Berger, Albert Santa Rosa, CA United States x 

Forms provided by Texas Ethics Commission www.ethics.state.IX.us Version Vl.0.34416 



CERTIFICATE OF INTERESTED PARTIES 
FORM 1295 

2 of 2 

Complete Nos. 1 - 4 and 6 if there are interested parties. OFFICE USE ONLY 
Complete Nos. 1, 2, 3, 5, and 6 if there are no interested parties. CERTIFICATION OF FILING 

1 Name of business entity fil ing form, and the city, state and country of the business entity 's place Certificate Number: 
of business. 2016-4939 
Redwood Toxicology Laboratory, Inc. 

Santa Rosa, CA United States Date Filed: 

2 Name of governmental entity or state agency that is a party to the contract for which the form is 01/22/2016 

being filed. 

Fort Bend County Date Acknowledged: 

03/22/2016 

3 Provide the identification number used by the governmental entity or state agency to track or identify the contract, and provide a 
description of the goods or services to be provided under the contract. 

16-043 

Drug Testing Services and Onsite Screen Products 

4 Nature of interest (check applicable) 
Name of Interested Party City, State, Country (place of business) 

Controlling Intermediary 

5 Check only if there is NO Interested Party. 
D 

6 AFFIDAVIT I swear, or affirm. under penalty of perjury, that the above disclosure is uue and correct. 

Signature of authorized agent of contracting business entity 

AFFIX NOT ARY ST AMP I SEAL ABOVE 

Sworn to and subscribed before me. by the said , this the day of 

20 . to certify which, witness my hand and seal of office. 

Signature of officer administering oath Printed name of officer administering oath Title of officer administering oath 

Forms provided by Texas Ethics Comm1ss1on www.eth1cs.state.tx.us Version Vl.0.34416 






