








TRUESDAIL LABORATORIES, INC. Proposal to:

Nebraska State Racing Commission
Request for Proposal — Analysis of Equine Urine and Blood Samples
- RFP 5702 Z1 — November 2017

Section 1 — Cover Letter

November 18, 2017

Ms. Teresa Fleming / Ms. Michelle Thompson
State Procurement Office

STATE OF NEBRASKA
1526 K Street, Suite 130

Lincoln, Nebraska 68508

Re: RFP 5702 Z1 — Nebraska State Racing Commission — Analysis of Equine Urine and
Blood Drug Testing Laboratory Services

Dear Ms. Fleming and/or Ms. Thompson:

Truesdail Laboratories, Inc (Truesdail) is pleased to submit this bid in response to the Request for
Proposal 5702 Z1 (RFP). Truesdail has serviced the Nebraska State Racing Commission
(Commission) with equine drug testing since 2009 and we hope to continue that relationship.

There is no laboratory in the U.S. that has as many years of experience in equine drug testing as
Truesdail. Truesdail has experience with applying every typical instrumental screening and
confirmation test as required by the RFP.

Since bidding on the Commission’s work four (4) years ago, Truesdail achieved a significant
milestone in 2014 when we completed the RMTC accreditation program. We have improved our
capabilities to do direct instrumental screening of samples by adding two (2) new pieces of
equipment. Qur first and most significant addition is two (2) new HPLC/MS {High Performance
Liquid Chromatography / Mass Spectroscopy) systems that are equipped with pumping systems
which allows for UHPLC (Ultra-High Performance Liquid Chromatography). UHPLC gives us better
chromatography, better sensitivity, and improved run times. The UHPLC system is coupled to a
Thermo Orbitrap® detector that provides High-Resolution Mass Spectroscopy (HRMS) with its
accurate mass, time of flight (TOF) capabilities. In September 2017 we acquired a new AB Sciex
5500 Triple Quad Mass Spectrometer for the qualitative and quantitative confirmation of drugs.
The 5500 system is designed to deliver high levels of sensitivity and robustness in the complex
matrices of equine urine and blood samples.

The Thermo Orbitrap LC/MS technology offers a significant enhancement to our ability to screen
for a large number of compounds at the same time. The older and more commonly used LC/MS
detection (triple-quadrupole mass spectroscopy) is certainly sensitive, but is limited in the number
of compounds that can be sought in a single run to 100 — 200, while the Orbitrap® technology
allows screening for 100’s of compounds at once. Our methodology is currently seeking over
1,800 compounds with more being added each week. We now have both instruments on-line and
offer this state of the art technology in this proposal. It is discussed in more detail in Section 8.11.
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Within the past year, the Texas A&M Drug Testing Laboratory confirmed positives for a previously
unidentified drug called Nomifensine. We investigated testing methodology being used for
Nomifensine detection and ordered analytical standards immediately upon coming aware of these
findings. We confirmed our screening protocol easily detects Nomifensine and we have validated
our screening and confirmation protocolos. All of your samples will be screened for Nomifensine if
our bid is accepted.

The RMTC has recently recommended a threshold for Glaucine. Truesdail has in-place validated
methods to both screen and confirm this compound and the associated alkaloids should the
Commission adopt this threshold recommendation.

In summary, we:

. Are the largest commercial testing laboratory providing equine testing in the U.S.

»  We have ISO/IEC 17025 with ILAC-G7 (Accreditation for Horseracing
Laboratories) and RMTC accreditation for our equine testing.

» Have state-of-the-art equipment and an excellent professional staff (AQRC
professional and affiliates).

- Have well documented internal and external QA programs.

. Conduct ongoing research to improve methods and develop new methods.

+  Offer qualified Ph.D. level staff for providing program management, expert
testimeny, and advice.

In short, we believe we offer the best value to meet the Commission’s objectives set forth in the
RFP's Scope of Service.

We invite you, or your designated representative, to visit and inspect our facility. Please call me
with any questions you may have. My phone number is (714) 730.6239 ext. 190, or email me at
afontana@truesdail.com.

Sincerely,
TRUESDAIL LABORATORIES, INC.

Anthony J. Fontana, Ph.D.
Chief Science Officer
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Section 3 — Form A - Bidder Contact Sheet

Form A

Bidder Contact Sheet
Request for Proposal Number 5702 Z1

Form A should be completed and submitled with each response to this RFP. This is intended to provide the
State with information on the bidder's name and address, and the specific person(s} who are responsible for
preparation of the bidder's response.

Preparation of Response Contact Information

Bidder Name: Truesdail Laboratories, Inc.

Bidder Address: 3337 Michelson Drive, Suite 750
Irvine, California 92612

Contact Person & Title: Dr. Anthony J. Fontana / Chief Science Officer
E-mail Address:

Telephone Number (Office): \F 19} 1 IU-DLIY CAL 13U

Telephone Number (Cellular): (508) 432-8587

Fax Number: (714) 730-6462

Each bidder should also designate a specific contact person who will be responsible for responding fo the State
if any clarifications of the bidder's response should become necessary. This will also be the person who the
State contacts to set up a presentation/demonstration, if required.

Communication with the State Contact Information

Bidder Name: Truesdail Laboratories, Inc.

Bidder Address: 3337 Michelson Drive, Suite 750
Irvine, California 92612

Contact Person & Title: Dr. Anthony J. Fontana / Chief Science Officer
E-mail Address:

Telephone Number {Office). W1 OUUEUT, AL 1T

Telephaone Number {Celiular): (509} 432-9587

Fax Number: (714) 730-8482
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Section 4 - Bidder Signature Page

BIDDER SIGNATURE PAGE

BIDDER MUST COMPLETE THE FOLLOWING

By signing this Bidder Signature Page form, the bidder guarantees compliance with the
procedures stated in this Request for Proposal, and agrees to the terms and conditions unless
otherwise indicated in writing (see Section i through IV) and certifies that bidder maintains a drug
free work place.

Per Nebraska’'s Transparency in Government Procurement Act, Neb. Rev Stat § 73-603 DAS is
required to collect statistical information regarding the number of contracts awarded to Nebraska
Contractors. This information is for statistical purposes only and will not be considered for contract
award purposes.

NEBRASKA CONTRACTOR AFFIDAVIT: Bidder hereby attests that bidder is a Nebraska
Contractor. "Nebraska Contractor” shall mean any bidder who has maintained a bona fide place of
business and at least one employee within this state for at least the six (8) months immediately
preceding the posting date of this RFP.

| hereby certify that | am a Resident disabled veteran or business located in a designated

enterprise zone in accordance with Neb. Rev. Stat. § 73-107 and wish to have preference, if
applicable, considered in the award of this contract.

FORM MUST BE SIGNED USING AN INDELIBLE METHOD (NOT ELECTRONICALLY)

FIRM: Truesdail Laboratories, Inc.
COMPLETE ADDRESS: 3337 Michelson Drive, Suite 750

lrvine, California 92612
TELEPHONE NUMBER: (714) 730-6239
FAX NUMBER: (714) 730-6462
DATE: November 1, 2017
SIGNATURE: /u‘)ﬂ/aw %

' 4 e

TYPED NAME & TITLE OF Dr. Anthony J/ Fontana / Chief Science Officer
SIGNER:
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Section 5 — Completed Sections Il through IV
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TERMS AND CCNDITIONS

Bidders should complete Sections Il through IV as part of their proposal. Bidder is expected to
read the Terms and Conditions and should initial either accept, reject, or reject and provide
alternative language for each clause. The bidder should also provide an explanation of why the
bidder rejected the clause or rejected the clause and provided aliernate language. By signing the
RFP bidder is agreeing to be legally bound by all the accepted terms and conditions, and any
proposed alternative terms and conditions submitted with the proposal. The State reserves the right
to negotiate rejected or proposed alternative language. f the State and bidder fail to agree on the
final Terms and Conditions, the State reserves the right to reject the proposal. The State of
Nebraska is soliciting bids in response to the RFP. The State of Nebraska reserves the right to
reject proposals that atternpt to substitute the bidder's commercial contracts and/or documents for
this RFP.

The bidder should submit with their proposal any license, user agreement, servico level agreement,
or similar documents that the bidder wants incorporated in the Contract. The State will not consider
incorporation of any document not submitted with the bidder's proposal as the document will not
have been included in the evaluation process. These documents shall be subject to negotiation and
will be incorporated as addendums if agreed fo by the Parties.

If a conflict or ambiguity arises afler the addendums have been negotiated and agreed to, the
addendums shall be interpreted as follows:

1. If only one Party has a particular clause then that clause shall control;

2. If both Parties have a similar clause, but the clauses do not conflict, the clauses shall be
read together,

a. If both Parlies have a similar clause, but the clauses conflict, the State's clause shall control.

GENERAL

Accept | Reject | Reject & Provide NOTES/ICOMMENTS:
{Initial)

{Initial) | Alternative within
RFP Response
(Initial}

-

=

DO hwN =

The contract resulting from this RFP shall incorporate the following documents:

Request for Proposal and Addenda;

Amendments to the RFP;

Questions and Answers,

Contractor's proposal (RFP}

Award;

The executed Contract and any Addenda (including Contractor's proposal and properly submitted
documents} ; and,

Amendments to the Contract

These documents constitute the entirety of the contract.

Unless otherwise specifically stated in a future contract amendment, in case of any conflict between
the incorporated documents, the documents shall govern in the following order of preference with
number one (1) receiving preference over all other documents and with each lower numbered
document having preference over any higher numbered document: 1) Amendment to the executed
Contract with the most recent dated amendment having the highest priority, 2) executed Contract
and any attached Addenda, 3) Amendments to RFP and any Questions and Answaers, 4} the originat
RFP document and any Addenda, and 5) the Contractor's submitted Proposal.
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Any _ambiguity or conflict in the contract discovered after its execution, not otherwise addressed
herein, shall be resolved in accordance with the rules of contract interpretation as established in the
State of Nehraska,

NOTIFICATION

Accept | Reject | Reject & Provide | NOTES/ICOMMENTS;
(Initial)

{Initial) | Alternative within
RFP Response
{Inltial)

&

D.

Communications regarding the executed contract shall be in writing and shall be deemed to have
been given if delivered personally or mailed, by U.S. Mail, postage prepaid, return receipt requested,
to the parties at their respective addresses. All notices, requests, or communications shall be
deemed effective upon personal delivery or three (3) calendar days following deposit in the mail.

Either parly may change its address for notification purposes by giving notice of the change, and
setting forth the new address and an effective date.

GOVERNING LAW (Statutory)

Notwithstanding any other provision of this contract, or any amendment or addendum{s) entered into
contemporaneously or at a later time, the parties understand and agree that, (1) the State of
Nebraska is a sovereign state and its authority to contract is therefore subject to limitation by the
State's Constitution, statutes, common law, and regulation; (2) this contract will be interpreted and
enforced under the laws of the State of Nebraska; (3) any action to enforce the provisions of this
agreement must be brought in the State of Nebraska per state law; (4) the person signing this
contract on behalf of the State of Nebraska doss not have the authority to waive the State's
sovereign immunity, statutes, common law, or regulations; (5) the indemnity, limitation of liability,
remedy, and other similar provisions of the final contract, if any, are entered into subject to the
State's Constitution, statutes, common law, regulations, and sovereign immunity; and, (6) all terms
and conditions of the final contract, including but not limited to the clauses concerning third-party
use, licenses, warranties, limitations of liability, goveming law and venue, usage verification,
indemnity, liability, remedy or other similar provisions of the final contract are entered into
specifically subject to the State's Constitution, statutes, common law, regulations, and sovereign
immunity.

The Parties must comply with all applicable local, state and federal laws, ordinances, rules, orders,
and regulations.

BEGINNING OF WORK

Accept | Reject | Reject & Provide | NOTES/ICOMMENTS:
{Initial}

{initial) | Alternative within
RFP Response
{initial)

Gl

The bidder shall not commence any hillable work until a valid contract has been fully executed by
the State and the successful Contractor. The Contractor will be notified in writing when work may
begin.

CHANGE ORDERS
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Accept | Reject Reject & Provide NOTES/ICOMMENTS:
{Initial) | {Initial} | Alternative within

RFP Response

{Initial)
The State and the Contractor, upon the written agreement, may make changes to the contract within
the general scope of the RFP.  Changes may involve specifications, the quantity of work, or such
other items as the State may find necessary or desirable. Corrections of any deliverable, service, or
work required pursuant to the contract shall not be deemed a change. The Contractor may not claim
forfeiture of the contract by reasons of such changes.

The Contractor shall prepare a written description of the work required due to the change and an
itemized cost sheet for the change. Changes in work and the amount of compensation to be paid to
the Contractor shall be determined in accordance with applicable unit prices if any, a pro-rated
value, or through negotiations. The State shall not incur a price increase for changes that should
have been included in the Contractor's proposal, were foreseeable, or result frorn difficulties with or
failure of the Contractor's proposal or performance.

No change shall be implemented by the Contractor until approved by the State, and the Contract is
amended to reflect the change and associated costs, if any. If there is a dispute regarding the cost,
but both parties agree that immediate implementation is necessary, the change may be
imptemented, and cost negotiations may continue with both Parties retaining all remedies under the
contract and law.

F. NOTICE OF POTENTIAL CONTRACTOR BREACH

Accept | Reject | Reject & Provide NOTES/ICOMMENTS:
(Initlal) | (Initial} | Alternative within

{Initial)

RFP Response

If Contractor breaches the contract or anticipates breaching the contract, the Contractor shall
immediately give writtan notice to the State. The notice shall explain the breach or potential breach,
a proposed cure, and may include a request for a waiver of the breach if so desired. The State may,
in its discretion, temporarily or permanently waive the breach. By granting a waiver, the State does
not forfeit any rights or remedies to which the State is entitled by law or equity, or pursuant to the
provisions of the contract. Failure to give immediate notice, however, may be grounds for denial of
any request for a waiver of a breach.
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J.

INDEMNIFICATION

(Initial)

Accept | Reject Reject & Provide NOTES/COMMENTS:

{Initial) | Alternative within
RFP Response
{Initial)

ﬁ_

GENERAL

The Contractor agrees to defend, indemnify, and hold harmless the State and its employees,
volunteers, agents, and its elected and appointed officials (“the indemnified parties™) from and
against any and alt third party claims, liens, demands, damages, liability, actions, causes of action,
losses, judgments, costs, and expenses of every nature, including investigation costs and expenses,
setllement costs, and attomey fees and expenses (“the claims”), sustained or asserted against the
State for personal injury, death, or property loss or damage, arising out of, resulting from, or
aftributable to the willful misconduct, negligence, error, or omission of the Contractor, its employees,
Subcontractors, consultants, representatives, and agents, resulting from this contract, except to the
extent such Contractor liability is atienuated by any action of the State which directly and
proximately contributed to the claims.

INTELLECTUAL PROPERTY

The Contractor agrees it will, at its sole cost and expense, defend, indemnify, and hold harmless the
indemnified parties from and against any and all claims, to the extent such claims arise out of, result
from, or are aftributable to, the actual or alleged infringement or misappropriation of any patent,
copyright, trade secret, trademark, or confidential information of any third party by the Contractor or
its employees, Subcontractors, consultants, representatives, and agents; provided, however, the
State gives the Contractor prompt notice in writing of the claim. The Contractor may not settle any
infringement claim that will affect the State’s use of the Licensed Software without the State's prior
written consent, which consent may be withheld for any reason.

If a judgment or settlement is obtained or reasonably anticipated against the State’s use of any
intellectual properly for which the Contractor has indemnified the State, the Contractor shall, at the
Contractor's sole cost and expense, prompily modify the item or items which were determined to be
infringing, acquire a license or licenses on the State’s behalf to provide the necessary rights {o the
State to eliminate the infingement, or provide the State with a non-infringing substitute that provides
the State the same functionality. At the State’s election, the aclual or anticipated judgment may be
treated as a breach of warranty by the Contractor, and the State may receive the remedies provided
under this RFP.

PERSONNEL

The Contractor shall, at its expense, indemnify and hold harmless the indemnified parties from and
against any claim with respect to withholding taxes, worker's compensation, employee benefits, or
any other claim, demand, liability, damage, or loss of any nature relating to any of the personnel,
including subcontractor's and their employees, provided by the Contractor.

SELF-INSURANCE

The State of Nebraska is self-insured for any loss and purchases excess insurance coverage
pursuant to Neb. Rev. Stat. § 81-8,239.01 (Reissue 2008). If there is a presumed loss under the
provisions of this agreement, Contractor may file a claim with the Office of Riek Management
pursuant to Neb. Rev. Stat. §§ 81-8,829 — 81-8,308 for review by the State Claims Board. The State
retains all rights and immunities under the State Miscellaneous (Section 81-8,204), Tort (Section 81-
8,209}, and Contracl Claim Acts (Section 81-8,302), as outlined in Neb. Rev. Stat. § 31-8,200 et
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5.

6.
7.
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Transfer ownership and title to all completed or partially completed deliverables to the
State;

Retumn to the State all information and data, unless the Contractor is permitted to keep the
information or data by contract or rule of law. Contractor may retain one copy of any
information or data as required to comply with applicable work product documentation
standards or as are automatically retained in the course of Contractor's routine back up
procedures;

Cooperate with any successor contactor, person or entity in the assumption of any or all of
the obligations of this contract;

Cooperate with any successor Contactor, person or entity with the transfer of information or
data related to this contract;

Return or vacate any state owned real or personal property; and,

Return all data in a mutually acceptable format and manner.

Nothing in this Section should be construed to require the Contractor to surrender intellectual property,
real ar person property, or information or data owned by the Contractor for which the State has no
legal claim.
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.
A,

CONTRACTOR DUTIES
INDEPENDENT CONTRACTOR / OBLIGATIONS

(Initial)

Accept | Reject Reject & Provide NOTES/ICOMMENTS:

{Initial) | Alternative within
RFP Response
(Initial}

I e

It is agreed that the Contractor is an independent contractor and that nothing contained herein is
intended or should be construed as creating or establishing a relationship of employment, agency, or
a partnership.

The Contractor is solely responsible for fulfilling the contract. The Contractor or the Contractor's
representative shall be the sole point of contact regarding all contractual matters.

The Contractor shall secure, at its own expense, all personnel required to perform the services under
the contract. The personnel the Contractor uses to fulfill the contract shall have no contractual or
other legal relationship with the State; they shall not be considered employees of the State and shall
not be entitled to any compensation, rights or benefits from the State, including but not limited to,
tenure rights, medical and hospital care, sick and vacation leave, severance pay, or retirement
benefits.

By-name personnel commitments made in the Contractor's proposal shall not be changed without the
prior written approval of the State. Replacement of these personnel, if approved by the State, shall
be with personne! of equal or greater ability and qualifications.

All personnel assigned by the Contractor to the contract shall be employees of the Contractor or a
subcontractor, and shall be fully qualified to perform the work required herein. Personnel employed
by the Contractor or a subcontractor to fulfill the terms of the contract shall remain under the sole
direction and control of the Contractor or the subcontractor respectively.

With respect to its employees, the Contractor agrees to be solely responsible for the following:

Any and all pay, benefits, and employment taxes and/or other payrolt withholding;

Any and all vehicles used by the Contractor's employess, including all insurance required

by state law;

Damages incurred by Contractor's employees within the scope of their duties under the

contract;

Maintaining Workers' Compensation and health insurance that complies with state and

federal law and submitting any reports on such insurance to the exient required by

governing law; and

5. Determining the hours to be worked and the duties to be performed by the Contractor's
employees.

6. All claims on behalf of any person arising out of employment or alleged employment

(including without limit claims of discrimination alleged against the Contractor, its officers,

agents, or subcontractors or subcontractor's employees)

If the Contractor intends to utilize any subcontractor, the Subcontractor's level of effort, tasks, and
time allocation should be clearly defined in the Contractor's proposal. The Contractor shall agree that
it will not utilize any Subcontractors not specifically included in its proposal in the performance of the
contract without the prior written authorization of the State.

The State reserves the right to require the Contractor to reassign or remove from the project any
Contractor or Subcontractor employee.
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Contractor shall insure that the terms and conditions contained in any contract with a sub-contractor
does not conflict with the terms and conditions of this contract.

The Contractor shall include a similar provision, for the protection of the State, in the contract with any
Subcontractor engaged to perform work on this contract.

B. EMPLOYEE WORK ELIGIBILITY STATUS

Accept | Reject Reject & Provide NOTES/COMMENTS:
(Initial) | {Initial) | Alternative within
RFP Responge
(Initial)

The Contractor is required and hereby agrees to use a federal immigration verification system to
determine the work eligibility status of employees physically performing services within the State of
Nebraska. A federal immigration verification system means the electronic verification of the work
autharization program authorized by the lllegal Immigration Reform and Immigrant Responsibility Act
of 1966, 8 U.3.C. 13244, known as the E-Verify Program, or an equivalent federal program designated
by the United States Department of Homeland Security or other federal agency authorized to verify
the work eligibility status of an employee.

If the Contractor is an individual or sole propnietorship, the following applies:

1. The Contractor must complete the United States Citizenship Attestation Form, available on

Hha Panadbmnant Af A Admininteatiion Candans wnbonibs at
H

The completed United States Attestation Form should be submitted with the RFP response,

2. If the Contractor indicates on such attestation form that he or she is a qualified alien, the
Contractor agrees to provide the US Citizenship and Immigraticn Services documentation
required to verify the Contractor's lawful presence in the United States using the
Systematic Alien Verification for Entittements {(SAVE) Program.

3. The Contractor understands and agrees that lawful presence in the United States is
required and the Contractor may be disqualified or the gontract terminated if such lawful
presence cannot be verified as required by Neb. Rev. Stat. §4-108.

C. COMPLIANCE WITH CIVIL RIGHTS LAWS AND EQUAL OPPORTUNITY EMPLOYMENT /
NONDISCRIMINATION (Statutory)

The Contractor shall comply with all applicable local, state, and federal statutes and regulations
regarding civil rights laws and equal opportunity employment. The Nebraska Fair Employment
Practice Act prohibits Contractors of the State of Nebraska, and their Subcontractors, from
discriminating against any employee or applicant for employment, with respect to hire, tenure, terms,
conditions, compensation, or privileges of employment because of race, color, religion, sex,
disability, marital status, or national origin {Neb. Rev. Stat. §48-1101 to 48-1125). The Contractor
guarantees compliance with the Nebraska Fair Employment Practice Act, and breach of this
provision shall be regarded as a material breach of contract. The Contractor shall insert a similar
provisian in all Subcontracts for services to be covered by any contract resulting from this RFP.
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G. INSURANCE REQUIREMENTS
Accept | Reject Reject & Provide NOTES/ICOMMENTS:
({Initial) | (Initial) | Alternative within

RFP Response
(Initial)

The Contractor shall throughout the term of the contract maintain insurance as specified herein and
provide the State a current Certificate of Insurance/Acord Form (CQl) verifying the coverage. The
Contractor shall not commence work on the contract until the insurance is in place. If Contractor
subcontracts any portion of the Contract the Contractor must, throughout the term of the contract,
either:

1. Provide equivalent insurance for each subcontractor and provide a COl verifying the
coverage for the subcontractor;

2. Require each subcontractor to have equivalent insurance and provide written notice to the
State that the Contractor has verified that each subcontractor has the required coverage;
or,

3 Provide the State with copies of each subcontractor's Certificate of Insurance evidencing

the required coverage.
The Contractor shall not allow any Subcentractor o commence work until the Subcontractor has
equivalent insurance. The failure of the State to require a COI, or the failure of the Contractor to
provide a COI or require subcentractor insurance shall not limit, relieve, or decrease the liability of the
Contractor hereunder.

In the event that any pelicy written on a claims-made basis terminates or is canceled during the term
of the contract or with in one (1) year of termination or expiration of the contract, the contractor shall
obtain an extended discovery or reporting period, or a new insurance policy, providing coverage
required by this contract for the term of the contract and one (1) year following termination or expiration
of the contract.

If by the terms of any insurance a mandatory deductible is required, or if the Contractor elects to
increase the mandatory deductible amount, the Contractor shall be responsible for payment of the
amount of the deductible in the event of a paid claim.

Notwithstanding any other clause in this Contract, the State may recover up to the liability limits of the
insurance policies required herein.

1. WORKERS' COMPENSATION INSURANCE

The Contractor shall take out and maintain during the life of this contract the statutory
Workers’ Compensation and Employer's Liability Insurance for all of the contactors’
employees to be engaged in work on the project under this contract and, in case any such
work is sublet, the Contractor shall require the Subcontractor similarly to provide Worker's
Compensation and Employer's Liability Insurance for all of the Subcontractor's employees to
be engaged in such work. This policy shall be written to meet the statutory requirements for
the state in which the work is to be performed, including Occupational Disease. The policy
shall include a waiver of subrogation in favor of the State. The COl shall contain the
mandatory COl subrogation waiver language found hereinafter. The amounts of such
insurance shall not be less than the limits stated hereinafter. For employees working in the
State of Nebraska, the policy must be writlen by an entity authorized by the State of Nebraska
Department of Insurance to write Workers' Compensation and Employer’s Liability Insurance
for Nebraska employees.
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k EVIDENCE OF COVERAGE
The Contractor must furnish to the State upon Contract execution, a certificate of insurance
coverage complying with the above requirements to the attention of the Certificate Holder.
Certificate Holder:
Nebraska State Racing Commission
5803 Walker Avenue
Lincoln, NE 68507
These certificates or the cover sheet shall reference the RFP number, and the certificates
shall include the name of the company, policy numbers, effective dates, dates of expiration,
and amounts and types of coverage afforded. If the State is damaged by the failure of the
Contractor to maintain such insurance, then the Contractor shall be responsible for all
reasonable costs properly attributable thereto.
Reasonable notice of cancellation of any required insurance policy must be submitted to
Nebraska State Racing Commission when issued and a new coverage binder shall be
submitted immediately to ensure no bresk in coverage.
4. DEVIATIONS
The insurance requirements are subject to limited negotiation. Megotiation typically includes,
but is not necessarily limited to, the correct type of coverage, necessity for Workers’
Compensation, and the type of automobile coverage carried by the Contractor.
H. ANTITRUST
Accept | Reject Reject & Provide NOTES/COMMENTS:
{Initiaf) | (Initial) | Alternative within
RFP Response
{initial}
The Contractor hereby assigns to the State any and all claims for overcharges as to goods and/or
services provided in connection with this contract resulting from antitrust violations which arise under
antitrust laws of the United States and the antitrust laws of the State.
R CONFLICT OF INTEREST
Accept | Rejoct Reject & Provide NOTES/ICOMMENTS:
{(Initial) | (Inltial} | Alternative within

RFP Response
{Initial)

By submitting a proposal, bidder certifies that there does not now exist a relationship between the
bidder and any person or entity which is or gives the appearance of a conflict of interest related to

this RFP or project.

The bidder certifies that it shall not take any action or acquire any interest, either directly or
indirectly, which will conflict in any manner or degree with the pertormance of its services hereunder
or which creates an actual or an appearance of conflict of interest.

C:\Users\Shelly Brady\Documents\RFPs\DVAA My Documents\Bids - RACING\NebraskaiNew foldenTruesdail Response to
Nebraska 2017 (Final).docx 11/1/2017 1:49 PM wp 21




TRUESDAIL LABORATORIES, INC. Proposal to:

Nebraska State Racing Commission
Request for Proposal — Analysis of Equine Urine and Blood Samples

- RFP 5702 Z1 — November 2017

The bidder certifies that it will not knowingly employ any individual known by bidder te have a conflict
of interest.

The Parties shall net knowingly, for a period of two years after execution of the contract, recruit or
employ any employee or agent of the other Party who has worked on the RFP or project, ar who had
any influence on decisions affecting the RFP or project.

STATE FROPERTY

Accept | Reject Reject & Provide NOTES/COMMENTS:

(Initial)

(Initial) | Alternative within
RFP Response
{Initial)

K.

The Contractor shall be responsible for the proper care and custody of any State-owned property
which is furnished for the Contractor's use during the performance of the contract. The Contractor
shall reimburse the State for any loss or damage of such property; normal wear and tear is
expected.

SITE RULES AND REGLULATIONS

Accept | Reject Reject & Provide NOTES/COMMENTS:
{Initial)

{Initial} | Alternative within
RFP Response
{Initial)

L.

The Contractor shall use its bast efforts to ensure that its employees, agents, and Subcontractors
comply with site rules and regulations while on State premises. If the Contractor must perform on-
site work outside of the daily operational hours set forth by the State, it must make arrangements
with the State to ensure access to the facility and the equipment has been arranged. No additional
payment will be made by the State on the basis of lack of access, unless the State fails to provide
access as agreed to in writing batween the State and the Contractor.

ADVERTISING

Accept | Reject Reject & Provide NOTES/ICOMMENTS:
{Initial} | (Initial) | Alternative within

RFP Response
{Initial)

The Contractor agrees not to refer to the contract award in advertising in such a manner as to state
or imply that the company or its services are endorsed or preferred by the State. Any publicity
releases pertaining to the project shall not be issued without prior written approval from the State.

NEBRASKA TECHNOLOGY ACCESS STANDARDS (Statutory)
Fanbenabnr aboll cnuines $ha Mnbracln Tanhnalagy Access Standards, found at

nd ensure that products and/or services provided
1ply with the applicable standards to the greatest
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degree possible. In the event such standards change during the Contractor's peformance, the
State may create an amendment to the contract to request the contract comply with the changed
standard at a cost mutually acceptable to the parties.

N. DISASTER RECOVERY/BACK UP PLAN
Accept | Reject Reject & Provide NOTES/ICOMMENTS:
{Initial) | (Initial) | Alternative within
RFP Response
{Initial})
The Contractor shall have a disaster recovery and back-up plan, of which a copy should be provided
upon request to the State, which includes, but is not limited to equipment, personnel, facilities, and
transportation, in order to continue services as specified under the specifications in the contract in
the event of a disaster.
0. DRUG POLICY
Accept | Reject Reject & Provide NOTES/COMMENTS:
(Initial) | {Initial} | Altemative within

RFP Response
{Initial)

Contractor certifies it maintains a drug free work place environment to ensure worker safety and
workplace integrity. Contractor agrees to provide a copy of its drug free workplace policy at any time
upon request by the State.
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H. RIGHT TO AUDIT (Statutory)

The State shall have the right to audit the Contractor's perfoermance of this contract upon a 30 days’
written notice. Contractor shall utilize generally accepted accounting principles, and shall maintain
the accounting records, and other records and information relevant to the contract (Information) to
enable the State to audit the contract. The State may audit and the Contractor shall maintain, the
information during the term of the contract and for a period of five (5) years after the completion of
this contract or until all issues or litigation are resolved, whichever is later. The Contractor shall
make the Information available to the State at Contractor's place of business or a location
acceptable to both Parties during norral business hours. [f this is not practical or the Contractor so
elects, the Contractor may provide electronic or paper copies of the information. The State reserves
the right to examine, make copies of, and take notes on any Information relevant to this contract,
regardless of the form or the Information, how it is stored, or who possesses the information. Under
no circumstance will the Contractor be required to create or maintain documents not kept in the
ordinary course of contractor's business operations, nor will contractor be required to disclose any
information, including but not limited to product cost data, which is confidential or proprietary to
contractor.

The Parties shall pay their own costs of the audit unless the audit finds a previously undisclosed
overpayment by the State. If a previously undisclosed overpayment exceeds one-half of one
percent (.5%) of the total contract billings, or if fraud, material misrepresentations, or non-
performance is discovered on the part of the Contractor, the Contractor shall reimburse the State for
the total costs of the audit. Overpayments and audit costs owed to the State shall be paid within
ninety days of written notice of the claim. The Contractor agrees to correct any material
weaknesses or condition found as a result of the audit.
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Section 6 — Completed Section R (Bidder Requirements)
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2.  When placing the samples back intc the cooler please place the urine jars securely inside the
foam holder. Stack each foam holder on top of each other.

LULHMED WILIT UNTHE Jars JNSIue 10ain ivildels aiu Diug e

3. Place blood tubes inside the white plastic jar that is included in the cooler.

Blood tubes inside plastic jar
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2. Facilities
a. Demonstrate adequate laboratory work space and storage capabilities to meet the anticipated
sample load to be submitted by the Commission and the Contractor's other clients. Photos are
acceptable.
Bidder Response:

Truesdail occupies Suite CN750, a new ~17,000 square-foot facility, in a large mixed-use
commercial development campus called Park Place. Park Place has 24/7 security patrols of the
entire complex. Truesdail's doors are checked on regular security rounds during non-business
hours. Access to the complex is monitored by security cameras placed at strategic locations,
entry ways, hallways etc. to provide added security. The campus has convenient access to
transportation routes - Interstates 5 and 405, Newport (65) Freeway, 261 Toll Road, Orange
County Airport, and local train station for Amtrak and Los Angeles Metro railroad lines.

Truesdail Laboratories is a secured facility with controlled access to the Racing Chemistry
Laboratory. The two (2) separate laboratories dedicated to animal drug testing are secured with
electronic locks that require coded key cards. Key cards allowing access to the doors for the
drug-testing laboratory are restricted to the Racing Chemistry Staff, the Facilities Manager and
executive management. All paper files containing data about testing results are kept in locked
file cabinets. Electronic data is kept in password protected data systems which are maintained
on backed-up mirrored server hard drives.

The two Racing Chemistry Laboratory areas are Racing Preparation {650 square feet} and
Racing Instrumentation {940 square feet). There is 500 square feet of dedicated walk-in freezer
and walk-in cooler {Cold Room) for racing sample storage. Additional square footage is
allocated to racing for support functions {login, warehouse, gas storage, etc.) and management
activities.

The following areas are dedicated to the testing of racing samples and thus to perform work for
the Commission. The Racing Preparatiort Laboratory is used for blood and urine extraction,
TCOz analysis, and other wet chemistry analyses. This laboratory is fully equipped with fab
benches, sink, two fume hoods, and solvent storage. The Racing Instrumentation Laboratory is
used for instrumental analysis and immunoassay testing. Included among the instruments in this
area are one (1) HPLC systems, two (2) GC/MS systems with auto samplers, four (4) LC/MS
systems with auto sampler, two (2) automatic sampling devices for immunoassays, three (3)
immunoassay plate readers, as well as other laboratory equipment associated with these types
of instrumental and immunoassay analyses.

Our facility complies with OSHA, the State of California and local fire and safety requirements,
and has met all the ISO/IEC 17025 and RMTC requirements.

A floor plan of the Laboratory is provided on the following page.
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3. Accreditations

a. Disclose any deficiencies noted on the most recent accreditation {or re-accreditation) site
inspection for both ISC 17025 and RMTC and provide documentation that said deficiencies have
been remedied.

Bidder Response:

Very recently (the week of October 17, 2017) an on-site inspection and audit was conducted by
the American National Accreditation Board (ANAB) at Truesdail's facility as part of its ISO 17025
accreditafion. The ANAB 1SO-17025 audit did not identify any deficiencies for the Racing
Laboratory, but found five (5) cther nonconformance findings for other laboratory areas.
Responses by Truesdail to ANAB are still pending and will be provided to the state upon request
when closed. The 2016 ANAB ISO-17025 audit did not have any findings within the laboratories
and identified only 1 minor nonconformance for the incorrect use of the ANAB logo on our

website.

The most recent RMTC audit took place in October 2015. The findings from that audit and
subsequent letter of satisfaction are below:
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b.

Provide a full description of your internal quality control measures and affirm that it has a
designated, qualified Quality Assurance/Quality Control officer having the requisite authority to
remedy deficiencies identified.

Bidder Response:

Internal Quality Assurance Programs

The goal of our internal quality control program is to introduce into our sample screening process
blind quality control samples at a rate of 5 to 10%. The QA/QC weekly reports include the number
of blind samples and the percentage of correctly identified specimens. Truesdail's blind sample
analysis program is intended to push the limits of detection and create laboratory failures to
identify and correct weaknasses in the laboratory. A robust QA/QC program will strive to identify
failures and push current system limitations to identify areas of improvement as opposed to
verification of identification at or above threshold levels.

Internal QC Procedure Summary

OCne or more blind QC sampies will be incorporated into the “set” of race samples. A set usually
consists of the samples shipped to the Lab from cne day of racing. As samples are Yogged in, our
LIMS systern randomly chooses a QC sample spiked with one or more drugs and randomly
assigns that sample to a position among the normal race samples. The QC drug number and the
QC sample position are known only to the person sampling that set of samples, and thus are
presented as blind samples to the analyst, i.e., the QC sample drug identity is known only to the
QA/QC officer, Ms. Nga Le and QA Manager, Mr. Michael Ngo.

The QC samples are prepared by the QA/QC officer weekly. Drugs are selected for QC samples
in order to challenge the Direct Instrumental method performed, The drug concentrations utilized
routinely approach the detection limit of the analytical methods. The group of QC samples for a
given week may contain the following:

* One or more drugs at Direct Instrumental detection levels for serumn, Instrumental detection
levels for each drug are determined by minimum detection limit studies for the methods in
use or current regulatory thresholds.

* One or more drugs at Direct Instrumental detection levels for urine. Instrumental detection
levels for each drug are determined by minimum detection limit studies for the methods in
use or current regulatory thresholds.

The QA/QC officer keeps records on the performance of both the Direct Instrumental screening
results obtained from the QGA/QC program. The results are evaluated by the QA Manager and
Chief Science Officer and actions deemed necessary to improve the screening process are
implemented

Specific Internal Quality Control (QC) Activities

Five to ten percent (5-10%) of all l[aboratory operations in the Racing Chemistry Laboratory are
related to quality cantrol. Batch quality parameters are reviewed by multiple people for every
batch of samples analyzed by each different method. These quality control systems include the
following operations.
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Direct Instrumental Screening

For each batch of samples, one or two intemal QC samples are added to the batch containing
multiple drugs covering the different class of drugs. Drugs should be identified when the intemal
QC sample is analyzed by GC/MS andfor LC/MS. If it is not identified, corrective action is taken.

Multiple Internal standards, typically deuterated standards of common drugs, are also added to
every sample to be screened. Recovery of the internal standard demonstrates that the extraction
and preparation process is functioning properly. Intemal Standard recovery from the QC mixtures
are control charted in order to detect trends or analysis issues. Additionally, Internal Standards in
every sample need to be within the control chart specified limits. Continuing Verification
Standards are analyzed after every 20 samples to ensure consistent performance of the
instrumentation.

Immunoassay

Five to eight wells are used for calibration standards. Quality control samples are run at a
frequency of 5 to 10%. This assures that immunoassay systems meet specifications for drug
detection.

High Pressure Liquid Chromatography (HPLC)

Cluality control samples, at varying concentrations of the specific analytes, are analyzed along
with official blood or urine samples. Additionally, check standards (spiked samples} are
quantitatively analyzed along with official samples to verify extraction efficiency and proper
instrument function. The deviation range of our check standards {at the regulatory level} for a

particular analyte must be within £10%. These check standards are run every 10 samples. If this
deviation criterion is not met, samples are re-extracted and re-analyzed.

Gas Chromatography/Mass Spectroscopy (GC/MS)

When suspect samples are submitted for GC/MS confirmationfidentification, the GC/MS
instrument is tuned to decafluorotriphenylphosphine (DFTPP) to validate the instrument's proper
operation, after which a solvent blank, negative and positive control samples, standard solution of
the suspect drug, and the suspect sample are examined. The spectra of all samples are then
examined and recorded.

Liquid Chromatography / Mass Spectroscopy (LC/MS)

The LC/MS system is initially evaluated and calibrated using a mixture of compounds to
characterize its performance. This mixture is used periodically if poor performance is suspected or
after maintenance. The daily check for the LC/MS consists of obtaining satisfactory spectra of the
drug(s) being scught on the day of analysis. Confirmation of drug samples will include the quality
centrol of drug calibration mixtures, negative and positive control samples, and appropriate
solvant and system blanks,
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Interlaboratory Exchange Program

Truesdail has initiated and manages a sample exchange program with both the University of
lllinois and Texas A&M Drug Testing Laboratories for independent verification of results. Both
Texas A&M laboratory and the University of lllincis are RMTC accredited laboratories. These split
exchanged blood and urine samples are blind to our laboratory staff and are used to verify that
screening processes are robust for all drugs at the TOBA threshold levels.

Truesdail affirms that it has a designated, qualified Quality Assuranca/Quality Control officer that
has the requisite authority to remedy deficiencies identified. His name in Michael Ngo and his
information can be found in Section 7, Part 1.

c. Identify the programs in which you participate, the number of EQAP samples it receives in a 12-
manth period and provide justification for the EQAPs in which it is enrolled.
Bidder Response:

External Quality Assurance Programs

Per year, Truesdail receives eight (8) samples from the AORC Proficiency program and two (2)
sets of ten (10) samples from RMTC EQAP program. We achieved a 100% proficiency rate on
the most recent RMTC and AORC proficiency testing samples. Details of these programs and
certificates are given below.

State Programs

Most recently, Maryland and Oregon have sent double blind samples to test Truesdail's
proficiency at screening samples and detecting drugs and we have passed all samples at 100%.
In the past, Califomia, Kentucky, Minnesota, and Washington used double blind programs to test
Truesdail Laboratories proficiency at detecting drugs. Kentucky, with the most aggressive
program, sent over 100 double blind samples in the years 1997 and 1908 combined. Double blind
samples were then sent at a rate of one or two per month through 2001.

Assaciation of Official Racing Chemists (AORC) Program

Truesdail Laboratories receives P.E. samples from the AORC. Our most recent certification of
acceptable performance from this blind P.E. sample set follows.

In line with our commitment to stay abreast of concerns and trends in the racing industry, some of
our staff members participated in most of the AORC meetings or in phone teleconferences. At
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Once these three major requirements were completed, the lab was advanced to the RMTC’s
Accreditation Committee for final review and award of accreditation slatus.

Truesdail applied for accreditation over 3 years ago. Our application was approved, we have
successfully passed the required two rounds of EQAP P.E. samples, and we have been audited
and all audit issues have been successfully resolved. We are pleased to report that our
application package was reviewed by RMTC's Accreditation Committee on April 28, 2014 and
Truesdail was awarded accreditation. A copy of RMTC’s accreditation certificate is provided in
Appendix A.

Maintaining RMTC accreditation requires the labs to continue to participate in their EQAP P.E.
pregram and analyze two (2) sets of samples per year. Each EQAP P.E. set consists of ten (10)
single masked samples (typically five (5) bloods and urine each). Truesdail continues to perform
well in this EQAP program and meets the RMTC requirements.

In addition to accreditation activities, Truesdail has participated in other RMTC sponsored
activities to benefit the racing community. In 2012, Truesdail was one of six labs asked to
participate in a teleconference on the issues of detection and confirmation of the drug
dermorphan. In 2013 and this year, Truesdail has been an active participant in the working group
evaluating the issues surrounding the development of recommendations for regulations to control
the use of cobalt. In 2014, Truesdail represenlatives were added to RMTC's Scientific Advisory
Committee.

5. Historical information
a. Provide a history of your experience in analytic work relevant to the scope of work required by the
Commission. Provide contact information for three clients having similar service requirements to
those in this RFP.
Bidder Response:

Truesdail Laboratories has performed support services for racing authorities since the 1940s.
Many things have changed over the [ast seven decades, but our integrity, rigor, and attention fo
detail have not. We combine our long history with the most up-to-date and cost-effective methods
in the industry. The average tenure of our current Racing Chemistry staff (which includes three
AQRC members) is over 15 years. This stability has given us plenty of experience working as a
team.

Three (3) clients with similar service requirements to Nebraska are Delaware, New Jersey, and
Maryland. Their contact information is provided below.
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Delaware
Contract: Equine Drug Testing Services
Reference: 2015-2018
Period: April 13, 2015, through April 12, 2019
Testing of equine urine and blood samples using a comprehensive direct
instrumental analysis by our Orbitrap (UHPLC / HRMS) and immunoassay
methodology. Quantitative analyses for permitted medications and
confirmation testing on suspects are also performed
Agency: Thoroughbred Racing Commission
Contact: John F. Wayne, Executive Director

Services.

Address: 777 Delaware Park Boulevard,
Wilmington, DE 19804
Telephone: ANI_OAA_IRI1 avt ROTN
E-mail:
New Jersey

Contract; Laboratory Testing Services for Equine and Human Drug Testing
Period: 2013-2015 (plus one two-year option)

Testing of equine urine and blood samples and human urine samples using
immunecassay methodology and a comprehensive direct instrumental
analysis using AB Sciex 4000 Q Trap triple-quad LC/MS/MS or Orbitrap
(UHPLC / HRMS). Quantitative analyses of blood are performed for TCO:2
and permitted medications. Confirmation testing on suspecis is also
performed. Comprehensive out of competition testing program of bloods
including cobalt testing by ICP-MS.

Services:

Agency: New Jersey Racing Commission
Contact: Frank Zanzuccki, Executive Director
Address: P.O. Box 088
Trenton, NJ 08625
Telephone; {RNGY 2Q2_0R1172

E-mail:
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Maryland
Contract: Laboratory Testing Services for Equine Drug Testing
Reference: DLLR-FY2014-007

Period: February 2014 through January 2019

Services: Testing of equine urine and blood samples using a comprehensive direct
instrumental analysis by our Orbitrap (UHPLC / HRMS) and immuncassay
methodology. Quantitative analyses of blood are performed for TCOz and
Cobalt. Quantitative analyses for permitted medications and confirmation
testing on suspects are also performed.

Agency: Maryland Racing Commission

Contact: Mike Hopkins, Executive Director
Address: 300 E. Towsontowne Boulevard
Towson, Maryland 21286
Telephone: FAANM ANE H2on
E-mail:

b. Provide information related to the dismissal of any analytic findings related to failure in chain-of-
custody, erroneous or inadequately doecumented analytic methods, data analysis error, or other
event atiributable.

Bidder Response:

No analytical finding related to failure in chain-of-custody, erronecus or inadequately documented
analytic methods, data analysis error, or other event attributable has occurred.

¢. Provide information related to the dismissal of any analytic findings related to a reference
Contractor's split sample analysis failing to support the primary Contractor's finding.
Bidder Response:

Truesdail is not aware of any dismissal of any analytical findings related to a reference
Contractor's split sample analysis failing to support the primary Contractor's finding

d. Provide information related to the determination by any hearing officer or quasi-judicial official
that testimony provided by Contractor personnel was not credible.
Bidder Response:

Truesdail has not had any provided testimony deemed not credible by any hearing officer or quasi-
judicial official
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6. Research
a. Provide a summary of your ongoing and completed research relevant to equine drug testing, the
regulation of therapeutic medications, or the detection of banned substances in racehorse
samples.
Bidder Response:

Our capabilities are atso indicated by the amount of research and development we have done over the
years. Several examples follow.

»  Since 1985 Truesdail has maintained an extensive research underiaking into the use and
interpretation of immunoassay testing kits. We were the first U.S. laboratory to routinely
utilize immunoassay (|A) testing in race samples (also in 1985).

«  In 1992, Truesdail was the first laboratory to identify and confirm the presence of the
sedative/analgesic detomidine (Dormosedan®) as its metabolite.

« In 1994, Truesdail was the first laboratory to identify and confirm the presence of the
bicyclic antidepressant viloxazine (Vivirant®).

+  In 1985, Truesdail was the first laboratory to identify and confirm the presence of the
sedative romifidine (Sedivet®) in an equine sample.

»  Alsoin 1995, Truesdail was the first laboratory to identify and confirm the presence of the
local anesthetic pramoxine.

» In 2001, Truesdail was the first laboratery to identify and confirm the presence of flupirtine
(an analgesic not approved by the FDA).

« {n 2001, Truesdail was the first laboratory to identify and confirm by GCMS the presence of
guanabenz in an equine urine sample.

* In 2003, Truesdall confirmed the presence of methylpiperazine. Although this is not a new
drug, to our knowledge this drug has never been confired before in the U.S.

+  Further evidence of the effectiveness of our continuing R&D effort is Truesdail was the first
to report all of the following drugs: methylphenidate (Ritalin®), oxymorphone (Numarphan®)
and mazindol (Sanorex®).

« |n 2008, Truesdail identified and confirmed the presence of the stimulant etilefrine.

»  Truesdail was the first commercial laboratory to obtain and use Gas Chromatography Mass
Spectrometry {(GC/MS) for confirmation of all analytical findings.

»  Official Analylical Methods: Participants in the Testing Integrily Program (TIP) provide
standard analylical procedures that are peer reviewed by other laboratories and then made
available to all racing organizations on the TIP intemet website. Truesdail Laboratories has
provided more analytical methods via TIP than any other commercial laboratory and nearly
as many as the leading university lab. For more information see the TIP web site at

hitp:/Avww testingintegrityprogam.org/.

+ |n 2010, Truesdail was the first commercial laboratory in the U.S. to obtain and use UHPLC
{ HRMS for equine drug screening.

» In 2012, Truesdail Labs was one of only a few labs that detected and confimned the
presence of dermorphin in race day samples; it is a hepta-peptide nicknamed “frog juice”
because it is isolated from the skin of South American frogs. Dermorphin is 40 times more
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potent than morphine. Truesdail was the first lab to demonstrate that the comprehensive
UHPLC 7/ HRMS technology we developed for screening could detect dermorphin.
Previously, all other dermorphin detections required a targeted drug-specific test.

* In 2013, Truesdail Laboratories was the first lab to report methythexanamine in an equine
urina sample. Subsequently, ARCI added methylhexanamine as a Class | drug to their
“Uniform Classification Guidelines for Foreign Substances” as of December 2013.

*  In 2014, Truesdail was the first lab in the US to report the use of cobalt in race day
samples.

* In 2018, Truesdail validated that we readily identify Glaucine using our routine screening
methods with both spiked urine and blood samples immediately after the reported Glaucine
positive finding in New York. We have already confirmed the presence of Glaucine in some
post-race samples.

b. Provide the activities of senior staff relevant to meetings and outreach with industry
representatives, stakeholders, and licensees. Describe ongoing efforts to monitor analytical
trends, gather intelligence, and identify substances representing emerging threats to the integrity
of the sport and the safety of its participants.

Bidder Response:

Dr. Anthony J. Fontana, Truesdail' s Chief Science Officer, and Dr. Norman Hester, Technician
Director Emeritus are members of the Racing Medication and Testing Consortium’'s {RMTC)
Scientific Advisory Committee (SAC) The RMTC SAC members are recognized as scientific
experts in their respective fields. The committee raviews research data, peer reviewed
publications, and historical regulatory experience to make scientifically-based recommendation
to the RCI for the thraesholds found in the Controlled Therapeutic Substances list. The SAC
discusses emerging issues and threats to the racing industry and recommends research to
address these issues. Truesdail's participation in lhe RMTC SAC benefits the State by ensuring
that Truesdail is current with equine drug research activities and emerging issues and threats to
the racing industry.

Dr. Anthony J. Fontana is a member of the RMTC Drug Classification Subcommittee which
assists in the development of the Controlled Therapeutic Substances (CTS) list. The CTS Rist
was created by the Association of Racing Commissioners Intermational (RCI) to assist
veterinarians in the medical treatment of racehorse. In addition to the creation of the CTS list,
the RMTC SAC continuously updates the recommendations made with new information as it is
made available. Truesdail's participation in the RMTC Drug Classification Subcommittee
benefits the Commission by maintaining Truesdail is current to all changes and updates to the
CTS list.

In 2016, Dr. Fontana was selected as a member of the RMTC task force on the usage of
Glaucine, accidental or otherwise, as a performance enhancer and to address potential
environmental sources. Dr. Fontana was selected to the RMTC Glaucine Task Force as a result
of Truesdail's development in bringing Glaucine testing into its routine screening program. This
testing was a result of a partnership between Truesdail and the University of Pennsylvania. This
partnership benefits the Commission by providing a technique in identifying both glaucine and
other alkaloids to distinguish environmental contamination from direct administration. In 2017,
RMTC issues recommendations for Glaucine threshold limits based on the work from the
Glaucine Task Force.
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Truesdail maintains a close professional relationship with the University of California — Davis
Equine Analytical Chemistry Laboratory and the Pennsylvania Equine Toxicology and Research
Laboratory. These relationships enable Truesdail to receive technical and phamacological
assistance when needed in addressing method development, research activities and
consultation to assist the Commission.

Truesdail actively participates, attends, and presents at scientific and racing industry meetings.
We attend the International Conference of Racing Analysts and Veterinarians (ICRAV),
Association of Official Racing Chemists (AORC), Racing Commissioners International (ARCI,
and many State Racing Commission meeting. At the 2016 ICRAV meeting we presented a
poster describing the Galucine research conducted by Truesdail and the paper is included in the
proceedings from the meeting. At the 2017 ARCI meeting, Dr. Fontana was an expert panel
member for a drug testing forum. Additionally, Dr. Fontana presents an overview for equine drug
testing at individual State Racing Commission meetings.

7. Value-added services
a. Describe any value-added services you intend to provide heyond those sequired in this RFP.
Bidder Response:

Trueedail maintains a close relationship with all our State Racing Commissions. These
relationships bensfit the commissions by providing expert scientific and technical interpretation
of results from the PhD scientists on staff. Dr. Fontana presents an overview for equine drug
testing at individual State Racing Commission meetings and at race tracks for stewards and
horsemen. Truesdail's goal is to be a scientific and expert resource for the Commission.

In 201186, the research work conducted by Truesdail for Glaucine and the alkaloids; protopine,
lirodenine, and asimilobine, in blood and urine samples provides the racing commission and
stewards a tool to help distinguish between deliberate administration of the drug versus probable
environmental contamination.

In 2015, Truesdail initiated and manages a sample exchange program with both the University of
Ilinois and Texas A&M Drug Testing Laboratories for independent verification of results. Texas
A&M Laboratory and the University of lllinois are RMTC accredited laboratories. These split
exchanged blood and urine samples are blind to our laboratory and are used to verify that our
drug screening processes are robust for all drugs at the TOBA threshold levels. This
relationship brings value to the Commission by providing external validation to Truesdail
screening results.

The RMTC has recently recommended a threshold for gamma-aminobutyric acid {GABA).
Truesdail has in-place validated methods to both screen and confirm this compound should the
Commission adopt this threshold recommendation.

Truesdail responds rapidly to new emerging drug threats. In 2017, the Texas A&M Drug Testing
Laboratory confirmed pasitives for a previously unidentified drug called Nomifensine. We
investigated testing methodology being used for Nomifensine detection and ordered analytical
standards immediately upon coming aware of these findings. Within three weeks, we confirmed
our screening protocol easily detects Nomifensine and we have validated our screening and
confirmation protocolos. All of your samples will be screened for Nomifensine if our bid is
accepted.
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Section 7 — Corporate Overview
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A. Bidder ldentification and Information

Truesdail Laboratories, Inc.,

3337 Michelson Drive, Suite 750
irvine, CA 92612
Phone: (714) 730-6239
Fax: {714Y 7IN_FRAR?

Email:

Truesdail Laboratories, Inc., is a Califomia Subchapter § Corporation, established in 1931,
Since then we have been in continuous operation and today the Laboratory essentially
operates as it was originally organized to do business

B. Financial Statement

Truesdail Laboratories was established during the depths of the Depression as an
organization devoted to independent testing, consulting, inspection, research, and expert
testimony. We have continued our operations for over 80 years because we are, and have
been since our inception, financially conservative. Qur financials are included in this section in
an envelope marked “Proprietary”.

Bank Reference:
Bridge Bank / Western Alliance Bank, N.A.
Contact: Justin Vogel, Relationship Manager
55 Almaden Boulevard
San Jose, CA 95113
(408) 423-8500

C. Change of Ownership

Truesdail does not anticipate any change in ownership or control of the company during the
tweive (12) months following the proposal due date (November 2, 2017). Should Truesdail be
awarded the contract, we will notify the State.

D. Office Location

Truesdail Laborateries’ facility is located at the same address as our corporate offices (3337
Michelson Drive, Suite CN750, Irvine, California). We occupy a 16,000 square-foot facility,
which is conveniently located near major transportation routes — the 5 and 405 Interstates, the
Newport (55) Freeway, the 261 Toll Road, the Orange County Airport, and the Amtrak and Los
Angeles Metro railroad lines. Our facility was discussed in detail in Section 2.
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Our Racing Chemistry Laboratory's hours are Monday — Friday, 6:00 am to 5:00 pm, PST.
During peak racing periods, working hours are expanded. On many holidays the Racing
Chemistry Laboratory is staffed.

E. Relationships With the State

Contract: Equine Testing Services
Reference: 5654604

Period: January 1%, 2008 — December 31, 2016 (pius a one-year option)

Testing of equine urine and blood samples using a comprehensive direct
instrumental analysis by our Orbitrap (UHPLC / HRMS) and immunoassay
methodology. Quantitative analyses for permitted medications and
confirmation testing on suspects are also performed.

Services:

Agency: Nebraska State Racing Commission
Contact:t Tom Sage, Executive Director
Address: 5903 Walker Avenue
Lincoln, Nebraska 68507
Telephone: (402) 471-4155

E-mai: Tom.Sage@Nebraska.gov

F. Bidder's Employee Relations to State

Truesdail does not have any owners, officers or employees that have been an employee of the
State.

G. Contract Performance

In our approximately 70-year history of providing equine drug testing we have had only one (1)
contract terminated. The Contract terminated was in May 2015 with the Indiana Racing
Commission, 1302 N. Meridian, Suite 175, Indianapolis, IN, 46202; phone (317) 233-3119.

Truesdail was notified by the Indiana Horse Racing Commission that it was in breach of its
contract and the contract was being terminated for failure to identify drug violations in three
samples. Each sample contained a corticosteroid drug in excess of the medical regulations.
These drugs were identified by an audit lab and confirmed by the referee lab. When initially
notified by Indiana of the failure to identify a drug in these samples, we initiated an
investigation. We did identify other drugs in these samples, but they were below the threshold
levels. Qur focus at the initial time was to investigate possible miss-quantification or loss of
sensitivity of these drugs. Thus, we cleared these samples.

We were subsequently notified by Indiana that the confirmations were for corticosteroids, and
we changed the focus of our investigation. 1ISO 17025 and RMTC have specific protocols for
investigation of and response to testing issues. As an accredited laboratory, we are required to
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ensure proper protocols are followed and adequate checks and balances are in place to
ensure a proper investigation and response is conducted, To conduct a proper root cause
investigation, a systematic approach must be taken. We investigated muitiple aspects of the
process concurrently trying to eliminate each step of the process individually as the cause of
the problem. What one does not want to do is to quickly change three or four items in your
process and then the issue is resolved, because they you do not know which of the three or
four items was the true root cause to the problem.

The core issue was our failure to identify this issue internally prior to releasing results. We
identified the loss of sensitivity for corticosteroid drug compounds to the extraction protocol of
the drugs from the horse biood samples and to the signal-to-noise threshold settings in the
LC/MS software. We adjusted our extraction process by adding more solvent and mixing
longer to ensure we consistently extract the drugs from the blood. Additionally, we adjusted
the injection volume of the sample onto the LC/MS instrument to increase the signal size.

Please note: (1) prior to notification by Indiana, Truesdail identified and confirmed
corticosteroids above threshold levels in five blood samples from other racing commissions.
Several of these samples were at lower levels than the Indiana samples. The loss of sensitivity
was a recent issue at the time and our quality system failure was to not identify this issue. (2)
Truesdail's relocation was not the root cause to this sensitivity issue. The relocation did hinder
the investigation. Instrumentation, equipment, and personnel had to be allocated to relocate
to our new laboratory. Our focus was always trying to identify the cause for this issue. The loss
of sensitivity occurred a few weeks prior to the relocation.

Truesdail is disappointed with the decision by Indiana to terminate the contract. We believe
that we were not given enough time to fully investigate the root cause and to implement
corrective and preventative actions. We take great pride in being both ISO/IEC 17025 and
RMTC accredited and take every step to ensure complete compliance with accreditation
protocols. Truesdail takes quality issues very seriously and we are committed to providing the
highest quality resuits to all of our clients.

Truesdail is confident we have identified the root cause for this issue and have instigated
effective corrective and preventative actions.

. Modified our sample drug extraction protocol and verified we can reliably screen and
confirm all corticosteroid drugs at RMTC threshold levels.

. Confirmation of seven replicates of spiked serum samples on two separate days at the
most sensitive threshold levels for corticosteroids. This confirmation demonstrates that
we can consistently screen for the corticosteroids with seven replicate analyses and
repeated this over two days. This confirms that we can reliably screen and confirm all
drugs in this group at the RMTC threshold levels.

. Conducted a split sample study with a 3rd party lab to verify analytical results. A study of
30 random samples were sent to a 3rd party RMTC Accredited lab for independent
verification of results. The results of this study was included with our CAR/PAR
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Summary, in all 30 samples we detected the same drugs, with several instances of
additional drugs detected by Truesdail lab staff. These split samples were in process
samples that were blind to our lab staff.

»  We are expanding our Quality Control testing program. This includes: adding more
internal standards drugs spiked into each sample; adding additional drugs to the daily
quality control mixture run with each screening batch of samples; and increasing the list
of drugs used in our internal blind QC check samples.

+  Analyze portion of screening samples with two different technologies (UHPLC/HRMS)
and (LC/MS/MS).

. Increase the frequency of SOF audits from every two years to annually.

. Increased the frequency of our internal blind testing program.

+  Ongoing parallel screening of samples by a 3rd party laboratory to independently verify
screening results.

Truesdail has significantly upgraded its internal QA program as part of the preventative
actions in response to this issue.

H. Summary of Bidder’s Corporate Experience

We have a long professional relationship with the racing community. Listed below are the state
agencies we have or have had recent contracts with and the name of a contact person

Arkansas
Contract: Equine and Canine Drug Testing Services
Reference: 4501265487
Period: From July 1, 2012 to June 30, 2013 (plus six one-year options)

Services: Testing of equine urine and blood samples using a comprehensive direct
instrumental analysis by Orbitrap UHPLC / HRMS or gas chromatography /
mass spectrometry (GC/MS), high performance liquid chromatography, thin-
layer chromatography and immunoassay methodology. Testing of canine
urine samples using a comprehensive direct instrumental analysis by
Orbitrap UHPLC / HRMS or gas chromatography / mass spectrometry
(GC/MS). Quantitative analyses of blood are performed for TCO: and
permitted medications. Confirmation testing on suspects is also performed.

Agency: Arkansas Racing Commission
Contact: Dr. Joseph Lokanc, DVM
Address: 515 West 7t Street, Suite 505
Little Rock, AR 72203

Telephone: (501) 682-1467

E-mail: Joseph.Lokanc@dfa.arkansas.gov
Alt. Contact: Smokey Campbell, Manager
Email: smokeycampbell43@me.com
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Delaware
Contract: Equine Drug Testing Services
Reference: 2015-2019
Period: April 13, 2015, through April 12, 2019
Services: Testing of equine urine and blood samples using a comprehensive direct
' instrumental analysis by our Orbitrap (UHPLC / HRMS) and immunoassay
methodology. Quantitative analyses for permitted medications and
confirmation testing on suspects are also performed
Agency: Thoroughbred Racing Commission
Contact: John F. Wayne, Executive Director
Address: 777 Delaware Park Boulevard,
Wilmington, DE 19804
E-mail:
Idaho
Contract: Laboratory Services, Detection of Prohibited Substances in Blood Samples
Reference: BPO 01462
Period: April 20, 2004, through April 19, 2005 (plus extensions).

Services: Testing of equine blood samples using a comprehensive direct instrumental
analysis by Orbitrap UHPLC / HRMS, high performance liquid
chromatography and immunoassay methodology. Quantitative analyses of
blood for permitted medications. Confirmation testing on suspects is also
performed.

Agency: Idaho Racing Commission

Contact: Dr. Scott Leisble

Address: 700 S. Stratford Drive,
Meridian, ID 83642

Telephone: nna ned Taes
E-mait:
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Indiana
Contract: Equine Drug Testing Services
Reference: 10-3 and 15-03

o From March 17, 2010 to March 16, 2012 (plus one two-year option) and
Period:  parch 20, 2015 to May 12, 2015

Services: Testing equine urine and blood samples through direct instrumental
analyses, immunoassay methodology and confirmation testing on suspects.
Quantitative analyses of blood samples for permitted medications are also

performed
Agency: Indiana Horse Racing Commission
Contact: Deena Pitman, Assistant Executive Director

Address: 1302 N. Meridian St., Suite 175
Indianapolis, Indiana 46202
Telephone: (317) 233-3119
E-mail: Dpitman@hrc.in.gov

Maryland
Contract: Laboratory Testing Services for Equine Drug Testing
Reference: DLLR-FY2014-007

Period: February 2014 through January 2019

Services: Testing of equine urine and blood samples using a comprehensive direct
instrumental analysis by our Orbitrap (UHPLC / HRMS) and immunoassay
methodology. Quantitative analyses of blood are performed for TCOz and
Cobalt. Quantitative analyses for permitted medications and confirmation
testing on suspects are also performed.

Agency: Maryland Racing Commission

Contact: Mike Hopkins, Executive Director
Address: 300 E. Towsontowne Boulevard
Towson, Maryland 21286
Telephone. FAA NN NS e
E-mail:
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Massachusetts
Contract: Laboratory Testing Services for Equine Drug Testing
Reference: MGC-2012-Equine
Period: 2013-2016
Services: Testing of equine urine and blood samples using a comprehensive direct
instrumental analysis by our Orbitrap (UHPLC / HRMS) and immunoassay
methodology. Quantitative analyses for permitted medications and TCO:
Confirmation testing on suspects are also performed.
Agency: The Massachusetts Gaming Commission
Contact: Dr. Alexandra Lightbown, Director of Racing
Address: 101 Federal Street, 23™ Floor
Boston, MA 02110
Telephone: (617) 979-8421
E-mail: Alexandra.Lightbown@MassMail. State. MA.US
Mexico
Contract: Laboratory Testing Services for Equine Drug Testing
Period: 2013-2017
Services: Testing of equine urine and blood samples using a comprehensive direct
s instrumental analysis by our Orbitrap™ (UHPLC / HRMS) and
immunoassay methodology. Also, quantitative analyses of permitted
medications and confirmation testing on suspects are performed.
Agency: Comision Mexicana de Carreras de Caballos y de Galgos, A.C.
Contact: MVZ Guadalupe Zarinana Leguizamo
Address: vasco de Quiroga No. 3200, 10. piso
Mexico, D.F.
C.P. 01210
Telephone: 011-52-55-53870636
E-mail’ lupita.zaringna@cmeegac.com.mx
Alt. Contact Dr. Rafael Lopez
Email: elopez@cie.com.mx
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Nebraska
Contract: Equine Testing Services
Reference: 5654604
Period: January 1%, 2009 — December 31, 2016 (plus a one-year option)
Services: Testing of equine urine and blood samples using a comprehensive direct
' instrumental analysis by our Orbitrap (UHPLC / HRMS) and immunoassay
methodology. Quantitative analyses for permitted medications and
confirmation testing on suspects are also performed.
Agency: Nebraska State Racing Commission
Contact: Tom Sage, Executive Director
Address: 5903 Walker Avenue
Lincoln, Nebraska 68507
Telephone: ranoy aTa adEe
E-mail:
Nevada
Contract: Drug Testing — Horses and Mules
Period: Open, renewed yearly
Services: Testing of urine and blood from horses and mules by a comprehensive
ervices. direct instrumental analysis using Orbitrap™ (UHPLC / HRMS) and
immunoassay methodology. Testing includes confirmations on suspect
samples.
Agency: Nevada State Gaming Control Board
Contact; Richard W. Scott, D.V.M
Address: 8425 Log Cabin Way
Las Vegas, Nevada 89143
Telephonel 7o 720 Q7a1
E-mail:
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New Jersey
Contract: Laboratory Testing Services for Equine and Human Drug Testing
Periad: 2013-2015 (plus one two-year option)
Services: Testing of equine urine and blood samples and human urine samples using
. immunoassay methodology and a comprehensive direct instrumental
analysis using AB Sciex 4000 Q Trap triple-quad LC/MS/MS or Orbitrap
{UHPLC / HRMS). Quantitative analyses of biood are performed for TCO2
and permitted medications. Confirmation testing on suspects is also
performed. Comprehensive out of competition testing program of bloods
including cobalt testing by ICP-MS.
Agency: New Jersey Racing Commission
Contact: Frank Zanzuccki, Executive Director
Address: P.O. Box 088
Trenton, NJ 08625
Telephone: fANGY 292-NR1R
E-mail:
Oregon
Contract: Laboratory Services for Equine Urine and Bload Testing
Reference: 1551
Period November 10, 2011 to November 9, 2015 (plus seven one-year extensions).
eriod:
Services: Testing equine urine using immunoassay methodology and confirmation
ervices. testing on suspects. Testing of equine blood samples with a comprehensive
direct instrumental analysis using Orbitrap UHPLC / HRMS and quantitative
analyses of blood for permitted medications. Confirmation testing on
suspects is also performed.
Agency: Oregon Racing Commission
Contact: Dr. Stacy Katler
Address: B0O N.E. Oregon St. #11, Suite 310
Portland, Oregon 97232
Telephone; 1971 673-0207
E-mail:
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Puerto Rico

Contract:
Period:

Services:

Agency:
Contact:
Address:

Telephone:
E-mail:

Washington

Contract;

Reference:

Pericd:

Services:

Agency:
Contact:

Address:

Telephone:
E-mail:

Laboratory Services for Equine Urine and Blood Testing
July 1, 2014 — June 30, 2015
Testing of urine and blood with a comprehensive direct instrumentai

analysis using Obritrap™ UHPLC / HRMS. Confirmation of samples is also
included.

Puerto Rico Horse Racing Industry and Sports Administration
Monica Andreu Martinez

P.O. Box 29156

65" Infantry Station

Rio Piedras, Puerto Rico 00929
297y 7TRa_2NNA

Laboratory Testing Services, Equine Drug Testing

EMT20%1

January 1, 2016 to December 31, 2018 (with two one-year options)
Testing equine urine using immunoassay methodology and confirmation
testing on suspects. Testing of equine blood samples using a
comprehensive direct instrumental analysis by the Orbitrap™ UHPLC /
HRMS and quantitative analyses of blood for TCOz and permitted
medications. Confirmation testing on suspects and cobalt testing by ICP /
MS are also performed.

Washington Racing Commission

Doug Moore

6326 Martin Way E., Suite 209

Olympia, Washington 88518

(360) 4596462

doug. moore@whre.state.wa.us
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West Virginia
Contract:
Period;
Services:

Agency:
Contact:
Address:

Telephone:
E-mail:

Wyoming

Contract:
Period:

Services:

Agency:
Contact:
Address:

Telephone:
E-mail;

Laboratory Testing Services, Equine Drug Testing

August 1, 2014 to July 31, 2015

Testing equine urine using immunoassay methodalogy and confirmation
testing on suspects. Testing of equine blood samples using a
comprehensive direct instrumental analysis by the Orbitrap™ UHPLC /
HRMS and guantitative analyses of biood for TCO2 and permitted
medications. Confirmation testing on suspects is also performed.

West Virginia Racing Commission
Mr. Joe Maore, Executive Director

900 Pennsylvania Avenue

Charleston, West Virginia 25362

(304) £558-2150

joe.k.moore@wv.gov

Laboratory Testing Services, Equine Drug Testing
February 1, 2016 to October 31, 2017

Testing equine urine using immunoassay methodology and confirmation
testing on suspecls. Testing of equine blood samples using a
comprehensive direct instrumental analysis by the Orbitrap™ UHPLC /
HRMS and gquantitative analyses of blood for TCO2 and permitted
medications. Confirmation testing on suspeclts is also performed.

Wyoming Pari-Mutual Commission
Mr. Charlie Moore, Executive Director
951 Werner Court, Suite 335

Casper, Wyoming 92601

(307) 265-4015

charies. moore@wyo.gov

I. Summary of Bidder’s Proposed Personnel / Management Approach

Key Persons and their Resumes

Few laboratories have a staff with the depth of expertise that our Racing Chemistry staff
does. They are high-caliber, competent, and some of the best in the country. Two, who
oversee the Racing Chemistry Laboratory, have doctorates. Below is a grid of our
management staff summarizing their years of experience including their AORC
membership status:
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Grid of Management Racing Chemistry Staff

Te | Testng | AORC | AORC

Staff Member Experiengca Membership Years
Technical

Dr. Norman Hester Director 33 Affiliate 27
Emeritus
Chief Science .

Dr. Anthony Fontana Officer 20 Affiliate 3
Drug Testing

. . Laboratory :

Ms. Julie Hagihara Operations 25 Professional 20
Manager
Quality

Mr. Michael Ngo Assurance 5 NA NA
Manager

Our racing chemists are supported by a well-trained staff of analysts and technicians. All racing
chemists have a minimum of a bachelor's degree, as do many of our supporting technicians.

All junior staff members are fully supervised by our laboratory managers and supervisors and we
require they complete extensive in-house training which includes safety, laboratory procedures,
ISO/EC 17025 requirements, and cross-training. Before new hires can work without direct
supervision, they must be certified by one of our managers to have a level of competence for the
position for which they were hired. Our Standard Operating Procedures (SOP} Manual is readily
accessible to all employees.

Several of our staff have received special training in GC/MS and LC/MS operation and
maintenance by Agilent Corp. and LC/MS operation by Thermo-Finnigan Corp. Three (3) staff
members also received hair testing training sponsored by the RMTC at U.C. Davis. All staff in the
Racing Lab are required to attend a specialty training course in the quality assurance and the
operational requirements of ISO/IEC 17025,

The corporate organizational chart and Racing Chemistry organization chart and resumes of the
Racing Chemistry staff are provided below.
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TRUESDAIL LABORATORIES, INC. - RACING CHEMISTRY ORGANIZATION
CHART

Michael Ngo
QUALITY ASSURANCE

Randy Gates
CHIEF OPERATING OFFICER

Norman Hester, Ph.D.
TECHNICAL DIRECTOR
EMERITUS

Anthony Fontana, Ph.D.
CHIEF SCIENCE OFFICER

Julie Hagihara
LABORATORY OPERATIONS
MANAGER

Supervisory Staff

Ridhima Rao
SENIOR CHEMIST

Preston Wong Himani Vaishnay Jose Guerrero
LC/MS, GC/MS LCMS, GC/MS GCMS, LGS
T N Nga Le Alberto Robles
uyen Nguyen Racing QA/QC LCMS
IMMUNOASSAY
SUPERVISOR
Cuong Pham Cuc Nguyen Dung Le
TCO2, SAMPLE PREPARATION HPLC, IA SAMPLE PREPARATION AND
AND EXTRACTION, ExTracTion, SPE, SPG
Minh Do Dung *_DUOHG Hang Bui
it || S, || soms ropuaor
PREPARATION EXTRACTION and Extraction
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B.A., Chemistry, Southern Cannecticut State University, CT

-
Chief Executive
Officer Ep WILSON
Education:
Experience: Truesdail Laboratories, inc.

2015 — Present

2012 - 2015
2008 - 2012
2007 - 2008
2002 — 2007
1999 - 2002
1998 — 1999
1997 — 1998
1996 — 1997
1995 — 1996
1986 — 1993
1973 -1980
Scientific
Affiliations:

Chief Executive Officer; Responsible for the overall management. Manages
long-term strategic projects. Oversees the Executive Directors.

Eurofins Eaton Analytical, Inc.

President. Responsible for the overall leadership of the EEA Monrovia and
Bend Laboratories. Participated in the sale of MWH Laboratories, Inc.
to Eurofins. Responsible for the Acquisition of the UL South Bend
Laboratory inte Eurcfins Eaton Analytical.

MWH
Vice President / Laboratory Director: Responsible for the overall operation of
the MWH Laboratory including strategic planning, budgeting and day-to-
day operations.

Columbia Analytical Services, Inc.
Vice President / Director of IT and Marketing:

Vice President / Laboratory Director:
Laboratory Director:
CH2M Hill
Laboratory Director:
LIMS Implementation Manager:
Analytical Technologies, Inc.
Vice President Operations:;
PACE Analytical
Laboratory Director:
Brown and Caldwel!
President — BC Analytical:
Los Angeles County Sanitation Districts

Senior Instrumentation Chemist:

American Council of Independent Laboratories
American Water Works Association (AWWA)
WateReuse Association
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Chief
Operations RANDY GATES
Officer
Education: B.S., Accounting, Western Governors University
Experience: Truesdail Laboratories, Inc.

2013 — Present

2007 - 2013

2006 - 2007

2001 - 2006

Chief Operations Officer: Chair of the executive management group, which is

accountable to CEO for the delivery of CEQ’s overall goals and
objectives. Oversees the Department Management Team. Responsible
for the maximization of the competitiveness, sustainability, and
profitability of the business operations. Compiles and delivers the
weekly operations status report to the Truesdail Board of Directors.

Controller; Served as Manager of the Accounting and Human Resources

Department. Responsibilities included Accounts Payable, Accounts
Receivable, Payroll, Building Maintenance and Web Development.
Prepared and presented the year-end financial reports to the Board of
Directors. Responsible for the approval and processing of all new and
terminated employees. Responsible for conducting Safety Orientations
for all new hires. Designed and maintained an Emergency Action Ptan.

iPC International Corp.

Director of Security: Conducted interviews of all new hires and processed

successful candidates. Reported all critical incidents directly to the
Regional Security Manager. Completed weekly departmental statistic
summaries. Conducted payroll for a staff of thirty (30) on a bi-weekly
basis. Designed and implemented an evacuation plan for employees
and patrons. Conducted monthly training sessions on the plan.
Responsible for administration of the Field Training Officer program.
Worked with the local police department to implement crime prevention
plans.

Valor Security Services

Assistant Director of Security: Conducted interviews of all new hires and

processed successful candidates. Completed all departmental
purchase orders for uniforms, vehicles, and medical supplies.
Responsible for the oversight and angoing development of the training
program. Created monthly statistical trend reports and presented them
at the local police department's monthly comp-stat meeting.

Conducted Payroll for a staff of forty (4} on a bi-weekly basis.
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M.S. and Ph.D., Chemistry, University of California, Riverside
Post-doctoral, Statewide Air Pollution Research Center, University of

B.S., Chemistry, California State University, Long Beach, CA

Technical Director Emeritus: Part of Company Management Team providing
direction on scientific issues. Oversees research and development, evaluates
new technology. Coordinated accreditation activities, prepares and/or reviews
operating procedures, assists with the recruiting and training of scientific staff,
prepares technical proposals, reviews technical data and reports, provides
expert witness testimony in the areas of drug detection and identification.
Provides technical guidance to company clients. 2014-Present

Technical Director: Oversees all laboratory activities; manages specialized
areas of testing, proposal and bid preparation, and develops standard
operating procedures. Provides senior program and project management,
manpower planning, obtains outside certifications, and interacts with regulatory
agencies. Reviews technical data packages and reports. Provides expert
witness testimony in the areas of drug detection and identification. 1983-2014

Head of Research: Lead research effort in the area of shale oil development.
Characterized gross and trace contaminants, directed studies in product
upgrading and improvement, investigated ground water contamination and
evaluated trace pollutants in solid wastes. Coordinated government permitting

Rockwell international: Environ. Monitoring and Service Cenfer
Program Manager: In various contracts for analytical methods development for
trace organic and organic metallic determinations. 1977-1980

Program and project manager: On various environmental field measurement

Association of Official Racing Chemists (AORC), Affiliate Member

P

Technical

Director NORMAN E. HESTER, PH.D.

Emeritus

Education:
California, Riverside, CA

. Truesdail Laboratories, Inc.

Experience:
Occidental Research Corporation
and regulatory activities. 1980-1983
United States EPA, Las Vegas, NV:
programs. 1974-1977

. American Chemical Society, Member

Scientific

Affiliations:

Publications:

27 papers and presentations in the area of environmental and crganic
analysis, and analytical methods development
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Chief Science
Officer ANTHONY FONTANA, PH.D.

. Ph.D., Agricultural and Environ tal Chemistry, Uni ity of California,
Education: Do, Ci men mistry, University of California

B.S., Biochemistry, University of California, Riverside, CA

Truesdail { aboratories, Inc.

Technical Director: Oversees all day-to-day laboratory activities; research and
procurement of instrumentation, oversight of senior management, specialized
areas of testing, proposal and bid preparation, and develops standard
operating procedures. Provides senior program and project management,
manpower planning, obtains outside certifications, and interacts with
regulatory agencies. Reviews technical data packages and reports, 2014-
Present

Experience:

Silliker, Inc.

Technical Director of Chemistry: Provided scientific, application, and technical
support to clients by assisting with technical issues, interpretation of laboratory
data, and providing consulting. Managed Chemistry Depariment and
supported the growth of the chemistry business with development and
implementation of new services/ technologies, process optimization, and new
method fransfers. Chemistry technical resource liaison for Key Accounts and
Sales, Provide technical review of marketing communication for scientific
correctness. 2008-2014

Decagon Devices, Inc.

Senior Research Scientist: Conducted basic research 2and collaborated with
researchers in new technology development. Led a team in new
instrument/product development and testing. Developed and wrote calibration
protocols. Provided scientific, application, and technical support to customers
in area of water relations to food, cosmetic and pharmaceutical for safety and
shelf-life. 1997-2008

Thermalytics, inc.

Senior Scientist; Principal Investigator for the Department of Energy, Phase |,
Small Business Innovation Research project. Developed microcalorimetry for a
number of commercial applications. 1994-1997

. . Institute of Food Technologists {IFT), Member
Scientific American Association for the Advancement of Science (AAAS), Member
Affiliations: American Chemical Saciety (ACS), Member
Association of Official Analytical Chemists (AOAC) International, Member

Over 40 papers and presentations in the area of environmental and nutritional
Publications: analysis, and analytical methods development. Author of 7 book chapter and
editor on 2 books.
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Drug Testing
Laboratory
Operations
Manager

Education:

Experience:

Scientific
Affiliations:

instrumentation
and
Training:

Julie A. Hagihara

B.A., Generat Biology, Revelle College,
University of California, San Diego, CA

Truesdail Laboratories, Inc.

Drug Testing Laboratory Operations Manager and Racing Chemist: She is
responsible for overseeing all aspects of the Racing Laboratory’s operations
including sample preparation, QA, sample extraction, and communicating with
clients. Primary duties include, writing reports, sending results, record
keeping, preparation of data packets, shipping and receiving of supplies,
annual reports to the AORC, TLC interpretation, and training and supervision
of personnel. Ms. Hagihara is also one of our backup GC/MS and LC/MS
analysts. 1992 - present

VA Hospital, San Diego, CA.
Laboratory Technician 1990 - 1891

Association of Official Racing Chemists (AORC) Professional Member, 1997 -
present

HP 5890/5971 GC/MS [/ Chris Nattrass.

Finnigan ITS40 GC/MS / Chris Nattrass

Agilent 6890N/5973 GC/MS / Don Kawachi
Thermo-Finnegan LCQ Deca LC/MS / Kristie Nakamura
Thermo Exactive Plus/ Dale Park
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Senior Chemist

Education:

Experience:

instrumentation
and
Training

Memberships

Ridihima Rao

M.S., Forensic Science, Sam Houston State University, Huntsville, TX
M.S., Life Sciences, Mumbai University, Mumbai, India
B.S., Life Sciences, St. Xaviers College, Mumbai, India

Truesdail Laboratories, Inc.

Senior Chemist: Ms. Rao specializes in HPLC and LC-MS/MS operations and
drug specific analytical techniques employing immunoassay technology
(ELISA). She also oversees method development and reviews data prior {0
release. 2017 - Present

Origen Laboratories

Certifying Scientist: Assisted in LC-MS/MS method validation for new
analytes as part of a team project. Infusion and optimization of new analytes
for expansion of existing drug confirmation panels. Responsible for initial
review and final certification of data from LC-MS/MS using MultiQuantTM.

Alere Toxicology

Analyst Il: Method development using LC-MS/MS for quantification of drugs in
urine and oral fluids. Assisted in explanation of results for clients. Quality
Assurance / Quality Control. Developed standard operating protocols (SOPs)
for laboratory procedures. 2009 - 2015

SCIEX Triple QuadTM 4500 MS with Shimadzu LC 20AD HPLC

AP! 4000 LC-MS/MS System (AB SciEx) and 3200 Q Trap LC-MS/MS System
(MDS XSCIEX) (Applied Biosystems)

Olympus AUS40e Chemistry Immunoanalyzer

California Association of Toxicologists — Associate Member
Society of Forensic Toxicologists — Associate Member
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Chemist Preston Wong

M.S., Forensic Science, Sam Houston State University, Huntsville, TX

Education: B.S., Biology, University of Texas at Dallas, Dallas, TX
B.S., Criminal Justice Studies, University of Texas at Dallas, Dallas, TXa
. ) Truesdaif Laboratories, inc.
Experience: Chemist: Mr. Wong is responsible for the analysis of blood and urine samples

by LC/MS; confirmation of drugs and direct instrumental screening of drugs
specializes in HPLC and LC-MS/MS operations. 2017 - Present

Gulfstream Diagnostics

LC-MS/MS Operator/Certifying Scientist: Analyzed LC-MS/MS data for 95
analytes. Prepared calibrators and controls for multiple panels and completed
data validation. Complied and analyzed data in Excel spreadsheets for
stability studies as well as cross instrument validation. 2017

Qrigen Laboralories

Senior Toxicologist/LC-MS/MS Operator/Certifying Scientist. Analyzed LC-
MS/MS data for 59 analytes. Aided in sample preparation and basic
instrument maintenance. Streamlined quantitation methods, sample re-
extraction workflow, and secondary peer-review protocols. Analyzed
medication compliance, method development, and validated data. 2016

Alere Toxicology / Capital Toxicology

Senior Toxicologist/LC-MS/MS Operator/Certifying Scientist: Designed,
created, and simplified the calibration curve, quality controls and internal
standard incorporating over 40 analytes and 33 deuterated internal standards.
Proficient in sample preparation, instrument preparation and basic
maintenance, and data analysis/reporting. 2009 — 2015.

Instrumentation Thermo Exactive / Himani Vaishnayv

and

Training

Publications Muscle: An Alternative Post-Mortem Specimen for Drug Screening by Enzyme

Linked Immunosorbent Assay. Wong, Kerrigan, Smith, Moffat, Gordan,
Lemos. SOFT — 2008.

PCP and Drug Impaired Driving in San Francisco, California. Gordon, Wong,
Lemos. AAFS — 2009.

Driving Under the Influence of Methamphetamine in the City & County of San
Francisco, California. Lemos, Gordon, Wong. AAFS — 2009.

Determination of Endogenous Gamma-Hydroxybutyrate (GHB)
Concentrations in Hair Using LC/MS/MS. Wong, Stout, Kerrigan. 2009.
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Chemist

Education:

Experience:

Instrumental and
Training

Chemist
Education:

Experience:

Instrumentation
and

Training:
Memberships:

Himani Vaishnav

M.S. Organic Chemistry, Gujarat University, Ahmedabad, India
B.S. Chemistry, Gujarat University, Ahmedabad, India

Truesdail Laboratories, Inc.

Responsible for the analysis of blood and urine samples by LC/MS and
GCIMS; confirmation of drugs and direct instrumental screening of drugs.
2014-Present.

Environmental Chemist. Performs hexavalent chromium and anion analysis on
water and solid samples using ion chromatogram. Also trained to perform UV,
VOC, and many other tests in the General Chemistry and Wet Chemistry
Labs. 2012-2014

Advanced Sterilization Products, Irvine, CA
Worked with the biological indicator; handled and maintained the instruments,
did quality inspections of end products. 2011-2014

Axiom Analytical Inc., Tustin, CA

Performed quality tests of fiber optic probe on FT-IR, UN, and VIS
spectrometer; worked directly under the senior engineer for test performance
issues and equipment maintenance. 2008-2011

Agilent 7890A / 5975C GC/MS / Dale Park
Thermo Exactive / Dale Park

Thermo Exactive Plus/ Dale Park

Jose Guerrero
B.S., Chemistry, University of California, Irvine, CA

Truesdail Laboratories, Inc.,

He is responsible for the analysis of blood and urine samples by GC/MS, and
LC/MS; confirmation of drugs and direct instrumental sereening of drugs 2015
— Present

Organic Chemist: Analyzing samples on a diverse range of industrial, waste,
and drinking water samples using GC/MS and GC. Develops new analytical
procedures by GC/MS and GC and performs exiraction for Semi-volatile
organic methods. 2013 - 2015

Sun Star Labs
VOC Chemist: Worked with GC and GC/MS instruments. Performed EPA

methods 8015, 8021, 8260, 624, and 524. 2012-2013

Agilent 7890A / 5975C GC/MS / Dale Park
Themo Exactive / Dale Park
Thermo Exactive Plus/ Dale Park

Member of the American Chemical Society
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Chemist Alberto Robles
Education: B.S., Biology, University of California, Los Angeles, CA
Experience: Truesdail Laborafories, inc.,

He is responsible for the analysis of blood and urine samples by LC/MS;
confirmation of drugs and direct instrumental screening of drugs. 2016 -
Present

Wet Chemistry Analyst. Analyzed samples for free ammonia and general
physical testing of drinking water and wastewater samples. Analytical data
calculations and maintaining QC summary database. 2015 - 2016

Thermmo Exactive / Himani Vaishnav

Instrumentation

and Thermo Exactive Plus/ Himani Vaishnav

Training:

Supervisor, Tuyen Nguyen

Immunoassay yen Nguy

Education Medical Technology, Orange Coast College, Costa Mesa, CA
Experience: Truesdail Laboratories, Inc.

Ms. Nguyen is responsible for testing biological specimens, such as blood and
urine from horses and dogs for medications and drugs. Activities include
sample aliguoting and solvent extraction. Currently she is primarily responsible
for immunoassay testing. 1995-present

Instrumentation DPGC Mark V ELISA autosampler / Araceli Juarez.
and : Packard Multiprobe® 104DT / Araceli Juarez.
Training: All other A equipment / Araceli Juarez
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Senjor Analyst Cuong Dang Pham

Education: Chemical Engineering, Phu Tho University, Ho Chi Minh City, Vietnam

Experience: Truesdait Laboratories, Inc.
He is primarily responsible for accessioning, aliquoting, and extracting equine
and canine specimens. His duties also include solid phase extraction, pH,
specific gravity monitoring, and TCOz testing. 1991-present

instrumentation Nova 4 Blood Gas Analyzer { Timothy Cicora

and

Training:

Laboratory

Technician Ngale

Education: Saint Thomas High School, Saigon, Vietnam

Experience: Truesdail Laboratories, Inc.,

She is responsible for testing biological specimens such as blood and urine
from horses and dogs for medications and drugs. Activities include sample
aliquoting, solid-phase extraction, solvent extraction, thin layer
chromatography, and QA/QC officer. She is also the rerun analyst. 2002-
present
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Laboratory
Technician

Education:

Experience:

instrumentation
and
Training:

Laboratory
Technician

Education:

Experience:

Instrumentation
and
Training:

Hang Bui

Mathematics, Fullerton College, Fullerton, CA

Truesdail Laboratories, Inc.

She is responsible for testing biological specimens such as blood and urine
from horses and dogs for medication and drugs. Activities include sample
aliquoting and solvent extraction. Currently she is responsible for
immunocassay testing and is a back-up for the rerun analyst. 1997-present

DPC Mark V. ELISA Autosampler / Tuyen Nguyen
Packard Multiprobe 104DT / Tuyen Nguyen
All other |1A Equipment / Tuyen Nguyen

Minh Do
Pre-chemistry course, Orange Coast College, Costa Mesa, CA

Truesdail Laboratories, Inc.,

He is responsible for preparing biological specimens such as blood and urine
from horses and dogs for testing of medications and drugs. Activities include
solvent extraction, solid-phase extraction, and TCOztesting. 1995-present.

Nova 4 Blood Gas Analyzer / Cuong Pham
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Office Systems, Chapman Hettinga Education Center, Garden Grove, CA

She is responsible for testing biological specimens such as blood and urine
from horses and dogs for medications and drugs. Activities include sample
aliquoting and solvent extraction. Some of Ms. Nguyen's primary duties include
preparation and quality controf of extraction and development solutions. She is
currently an HPLC analyst and cross-trained in immunoassay testing. 1998-

He is responsible for preparing biological specimens such as blood and urine
from horses and dogs for testing of medications and drugs. Activities include
sample aliquoting, solvent and solid-phase extraction, and specific gravity

B.A., Accounting with a minor in Chemistry and Biclogy, Saigon University of

He is responsible for preparing biological specimens such as blood and urine
from horses and dogs for testing of medications and drugs. Activities include
sample aliquoting, solvent extraction, shipping, immunoassay testing, and
trained as a backup for TCO2 testing.  2001-present.

-~
Laboratory
Technician Cuc Nguyen
Education:
Experience: Truesdail L aboralories, Inc.,
present
Instrumentation HPLC Equipment / Denise King
and DPC Mark V. ELISA Autosampler / Hang Bui
Training: Packard Multiprobe 104DT / Hang Bui
g: All other IA equipment / Hang Bui
Laboratory
Technician Dung Le
Education: High school graduate, Saigon, Vietnam
Experience: Truesdail Laboratorias, Inc.,
monitoring. 2002-present
Laboratory
Technician Dung T. Duong
Education:
Law, Saigon, Vietnam
Experience: Truesdail Laboratories, Inc.,
Instrumentation Nova 4 Blood Gas Analyzer / Cuong Pham
and DPC Mark V. ELISA Autosampler / Tuyen Nguyen
Training Packard Multiprobe 104DT / Tuyen Nguyen

All other |A Equiprnent / Tuyen Nguyen
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Quality Assurance ,.
Manager Michael Ngo
Education: B.S., Information and Computer Science, University of California, Irvine, CA
Experience:

Truesdaif Laboralories, Inc.

Quality Assurance Manager: Responsible for company QA activities. Performs
internal audits to ensure conformance with ISOAEC 17025, ISO 65, and state
DPHS requirements. Oversees performance evaluation testing. Coordinates
with external auditors. Reviews Level IV data packages. I1ssues cofrective
action requests and reviews responses. Participates in management reviews on
QA activities. 2011 - Present

Project Manager: Manage client accounts, scheduling sampling events and field
services. Generate reports via LIMS and EDD for drinking/waste/storm water
and sludge. Analyze lab data, inform clients of results when they are
inconsistent or above MCL. Compile monthly/annual data for analytes and QC
for spreadsheet summaries. Oversee the AS Admin staff, ensure compliance
with all reporting and billing deadlines. 2004 - 2011

Fry's Electronics

Diagnose computer hardware down to each solitary component. Set schematics
and floor plans for different floor sections. Handled the transfer orders to and
from other regional stores. Processed customer returns. Sold performance
service contracts for Fry's. 2004 - 2004

Bank of America

Ran computer systems to regulate work flow, recoilect data, and print work.
Trained and oversaw new A.O.T. 51 associates. Helped in running the module,
data entry, check processing and imaging. 2000- 2004
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Customer Services Manager— Marcheal “Shelly” Brady

Education: A.S., Business Administration, Irvine Valley College, Irvine, CA
Environmental and Engineering Studies, University of California, Irvine, CA.
Experience:

2014-present Truesdail Laboratories, Inc.
Customer Services Manager: Responsible for overseeing the Project
Managers, insuring clients requested turn- around times are met, serves
as a mediator between the client and project management, accounting,
field services, and laboratery staff. Additionally respensible for
managing the contracts and purchase orders for Truesdail’s Analytical
Services Laboratory, Racing Laboratory and Product Certification
Department. Talks to clients, problem solves, and brings major issues to
the technical director's attention.

2012-2014 Project Manager: Responsible for all aspects of project management,
including but not limited to, scheduling with clients for sample containers
and pick-up, coordinating with group leaders for analyses, and assists
with report generation and templates for individual reports. Proofreads
reports and double check that the QC reported is reviewed with raw
data. Talks to clients, problem solves, and brings major issues to the lab
manager's attention.

2008-2012 Sierra Analytical Labs, Inc. Laguna Hills, CA
Administration; Responsible for all client correspondence and
satisfaction. Tracking status of in-house projects. Communication with
Department Manager regarding importance of special projects and the
related samples, technical capabilities, and status of client samples.
Laboratory report generation, electronic data deliverables generation,
client correspondence, data entry, customer service, and office support.

1996-2006 Environmental Support Technologies, Irvine, CA
Office Administrator / Project Coordinator: Responsible for all client
correspondence. Prepared Site Health and Safety Plans for each
project. Prepared analytical reports. Performed site investigations and
obtained and review regulatory documents for Phase | Site
Investigations and prepared those reports.
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We have many years of experience of testifying and providing advice regarding drug
positives, preparing litigation packages, and providing supporting documentation. The
following senior staff members are available to serve as expert witnesses. All are Racing
Chemists as determined by their affiliation with the Association of Official Racing Chemists
(AORC) as professional members or affiliates.

Dr. Norman E. Hester, Technical Director Emeritus, has 33 years’ experience at
Truesdail. He has testified and served as an expert witness in cases related to drug
testing and his chemical expertise. He has provided over 80% of the racing related
testimony.

Dr. Anthony Fontana, Chief Science Officer, oversees the day-to-day laboratory
operations and reviews all confirmation data packet reports. Dr. Fontana has experience
with testimony in court and serves as the expert witness in drug related cases.

Ms. Julie Hagihara, Drug Testing Laboratory Operations Manager, is a professional
member of the Association of Racing Chemists and has been called upen to provide
testimony relative to laboratory practices in most areas of testing and quality
assurance/quality control.

The three key contacts with the Commission would be Ms. Julie Hagihara, Dr. Anthony
Fontana, and Dr. Norman Hester. The key contact person for most routine issues such as
reports, containers, turn-around and general logistics is Ms, Julie Hagihara. Dr. Anthony
Fontana is respensible for the overall technical direction of the Racing Laboratories, data
review, and can be contacted on any issue. Dr. Norman Hester is the key contact for
issues of pharmacology, special testing, interpretation of results, and testimony. We will
provide home and/or cell phone numbers of these staff as requested after contract award.

Dr. Hester backs up Dr. Fontana with data review and laboratory technical direction, Dr.
Fontana backs up Dr. Hester for issues of pharmacology, interpretation of results and
testimony. Ms. Shelly Brady backs up Ms. Hagihara with reporting and logistics.

We have at least two (2) individuals cross trained for each type of testing we do. In the
event of a sudden loss of a key staff member, as noted, we have cross trained staff who
can step-up to keep work going. We use overtime liberally as needed if there is a staff
shortage until additional staff can be hired and trained.

When a major transition is planned such as extended leave or retirement, we seek to add
replacement staff in advance for the purpose of cross training. We have an example of
this in process. Dr. Hester was Technical Director of Truesdail Laboratories for over 30
years and is moving to a time of retirement in the future. We hired Dr. Fontana to be his
replacement three years ago to allow for extensive cross training. Dr. Hester is
transitioning to a part time position but will still be available to support the testing program
proposed for Nebraska as needed.
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J. Subcontractors

Truesdail will perform the racehorse testing services at its sole facility located in Irvine,
California. The use of subcontractors will not be required.
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Section 8 — Technical Approach
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8.0 Screening, Confirmation of Analysis and Reporting

In recent years, almost all laboratories have moved away from the use of thin layer
chromatography (TLC). We moved from using TLC in our Nebraska samples a couple of years
ago. TLC has been replaced by direct instrumental screening. High-resolution mass detectors
(also called accurate mass) have become practical replacements for the previous preferred
technologies. There are two significant advantages that high-resolution mass instruments offer.

First, no special configuration is required to obtain high sensitivity and selectivity. For example, to
get equivalent sensitivity using a triple-stage mass spectrometer, special tuning has to be
determined for each drug being sought and these tunings have to be programmed into the
instrument so that they are in effect when that drug enters the detector after chromatography. This
means that only a limited number of drugs can be screened in a single run (about 250) before
compromises have to be introduced that limit sensitivity. Because no special programming is
needed for accurate mass instruments, many more drugs can be added to the sequencing target
analyte list without compromising sensitivity or selectivity. We are currently targeting over 1,800
drugs per run and adding more on a regular basis. A recently compiled list of drugs and drug
metabolites baing sought is included in Appendix B.

Second, analytical data obtained using accurate mass screening can be reanalyzed at a later time
for specific drugs whose use in racing was not suspected at the time the screening was done.
This is not possible with data from triple-stage instruments since the required programming was
not in place at the time of screening.

As discussed in detail below, the arrival of new instrumentation within the last few years has
expanded the range of drugs that can be sought, lowered the limits of detection, and reduced the
time it takes to analyze a sample.

The UHPLC/HRMS instrument (Thermo Exactive Orbitrap) provides sensitivity hundreds of times
better than thin-layer chromatography and for most drugs, more sensitive than ELISA tests.
Therefore, UHPLC/HRMS will be the primary screening tool.

We are providing a brief summary of the proposed testing protocols below. More details are
covered in the specific test sections.

Blood Samples

Screening with Ultra High Performance Liquid Chromatography Coupled with High
Resolution Mass Spectrometry (UHPLC/HRMS)

Blood {serum) will be the maijor focus for the comprehensive UHPLC/HRMS testing of routine
samples. The trend in recent years has been to modify reguiations to have analytical thresholds
established for many drugs. The vast majority (but not all} of the new thresholds are for levels in
blood serum or plasma.
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As discussed in more detail in the next section, serum is extracted to produce acidic/neutral and
basic fractions which allows us to test for all drugs with blood threshold at the threshold level and
for most drugs below thresholds, to screen for hundreds of other drugs and metabolites {currently
over 1,800). Exact levels in samples are determined in the confirmation process.

Dimethylsulfoxide (DMSO) also has a regulatory threshold but while it has some therapeutic
properties, it is more commonly described as an organic solvent. We also screen DMSO by
UHPLC/HRMS but it is not isolated by the more general scheme and a unique preparation is
required for the analysis.

Urine Samples

For urine samples, we will screen alt samples with two (2) immunoassays and direct instrumental
screening by UHPLC/HRMS. Our goal is to test for a few drugs and/or metabolites that are not
detected well by the UHPLC/HRMS screening using immunoassay. The testing required by the
Commission lists most of their minimum detectability requirements in urine.

The UHPLC/HRMS screening described above for blood tests will be used for all samples for
furosemide threshold levels. For samples suspected to be in violation of the quantitative threshold,
the corresponding urine will be tested for violation of the specific gravity. Specific gravity testing is
performed with a clinical refractometer.

Confirmations

Samples found to be suspect from screening by UHPLC/HRMS or immunoassay are subjected to
further testing to confirm the drugs identity and for drugs with thresholds to provide quantitation. Most
confimations are done by liquid chromatography coupled to triple qguadrupole mass spectrometry
(LC/MS/MS), a few compounds may still be confirmed by GC/MS. Quantitation of phenylbutazone and
oxyphenbutazone is performed with standard HPLC.

Multipoint calibrations are done to quantify drugs with established thresholds and duplicate
determinations are made to provide an estimate of uncertainty. The step-by-step process for
confirmations is given in Section 1.1

8.1 Direct-Instrumental Screening (Background)

Testing for drug control has been a changing process over its approximately 70-year history.
Microcrystalline testing was used in the 1940's and 50's. This gave way to thin-layer
chromatography that dominated testing until the 1980’s, when drug-specific immunoassays
became available to improve sensitivity for many drugs.

In the late 1980’s and 90's direct instrumental screening by gas chromatography/mass
spectroscopy (GC/MS) began to replace thin-layer chromatography. Improvements to liquid
chromatography/mass spectroscopy in the 1990's brought a new tool to use for drug screening.
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By the 2000’s, high-performance liquid chromatography coupled with ion trap detectors (LC/MS")
and/or triple-quadrupole mass spectrometer detectors (LC/MS/MS) provided the most sensitive
technology for drug screening. These technologies are still prominently used in many laboratories
as a common screening method.

While LC/MS ion trap and LC/MS/MS triple-quadrupele technologies are extremely sensitive, they
have limitations. The number of compounds that can be screened is limited by the scan time; and
the maximum number of compounds that can be sought in a single run is 200 to 250 without losing
sensitivity. LC/MS/MS methods only screen for compounds pre-programmed into the method, and,
once generated, the data cannot be re-examined to look for additional compounds.

Two (2) new improvements recently became available for LC/MS testing. On the chromatography
side, Ultra-High Performance Liquid chromatography (UHPLC) has become more routine. On the
mass spectrometer side, High-Resolution Mass Spectroscopy (HRMS) has become available at a
much lower cost than previously allowing a much more flexible screening protocol.

UHPLC was made possibie by the development of pumping systems that deliver much higher
pressures to chromatography columns. High pressures allow for the use of more tightly packed
and narrow columns. The net result is much higher resolution chromatography, sharper peaks,
and in most cases improved sensitivity. Also, the time required to analyze a sample has been
greatly reduced allowing more samples to be analyzed in a given timeframe. While UHPLC
instrumentation is rather expensive, the high throughput of samples has allowed our lab to lower
the cost for direct instrumental screening of samples.

Screening by HRMS has overcome the two main limitations of the triple-quadrupole mass
spectroscopy listed above. The number of drugs that can be sought in a single run is not fimited by
scan time or loss of sensitivity issues. The HRMS detector easily detects all unknown peaks and
the instrument's manufacturer has developed comprehensive software to help identify unknowns.
Since detection criteria do not need to be programmed into the instrument before the analytical run
is made, data collected from HRMS systems can be re-examined at any time after collection to
look for new compounds once structural information is available.

The Thermo Orbitrap™ HRMS instruments are manufactured in Germany and European labs were
the first to employ this technology. The equine drug-testing laboratory in France quickly adopted
the “"Orbitrap” technology for its equine drug-screening program. in the U.S., the equine drug-
testing lab at the University of California, Davis, was the first university lab to bring this system on-
line and Truesdail was the first commercial lab in the U.S. to use this technology for screening.

Since acquiring our first Thermo Orbitrap™ UHPLC/HRMS system, Truesdail began building a
target list of compounds of interest to the racing community to be sought in each sample. We
began with setting up our target list to include the total list of compounds required by the American
Graded Stakes Committee and the list of compounds in ARCI's (Association of Racing
Commissioners International) uniform classification list. We have also included drugs targeted in
human Olympic athletes, which could be used on horses. Our target list includes both parent drugs
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and known drug metabalites. Currently our target list has over 1,800 compounds and is still
growing.

In 2011 our new UHPLC/HRMS screening technology was approved during our annuat ISO/IEC
17025 audit and added to our scope of accreditation.

8.2 Preparation of Samples for Direct Instrumental Screening

Liquidfliquid extractions will be used to isolate both basic and acid/neutral fractions from blood
samples. The flow chart for direct instrumental screening of blood samples is shown in
Figure 8-1.

Solid Phase Extraction will be used to isolate drugs from urine specimens. Enzyme hydrolyzed
urine specimens spiked with internal standards are passed through solid phase cartridges. Two
fractions are collected: (1) a basic drugs fraction and (2) an acid/neutral fraction. The flow chart for
direct instrumental screening of urine samples is shown in Figure 8-2.

The following sections provide more detail of how the analyses are completed.

8.3 Direct Instrumental Screening of Biood by UHPLC/HRMS

Liquid-liquid extractions are used to produce two fractions for analysis, an acidic/neutral fraction
and a basic fraction of drugs. The acidic/neutral fraction contains NSAIDs, anabolic steroids,
diuretics, corticosteroids, analgesics, and stimulants. The basic fraction contains beta-agonist,
local anesthetics, tranquilizers, sedatives, narcotics, etc. We are proposing to test both fractions
on all blood samples by UHPLC/HRMS. Our protocol is outlined in the flow chart Figure 8-1.

Huge amounts of data are generated by these systems. However, high-speed processors and the
ability to process data off-line (i.e., using ancther computer, not the one running the instrument)
further add to the Thermo Orbitrap™ system's capabilities.

If a tentative identification made by the UHPLC/HRMS, the analyst will review the full complement
of information produced by the run to make sure a suspect compound has been determined. Also,
if the suspect has a regulatory threshold, determination will also be made of estimated level. If a
sample is declared suspect, then a new portion of the suspected blood and/or urine will be taken
and prepared, and analyzed to produce a full confirmation package as discussed later in the
section on confirmation.

As the flow diagram Figure 8-1 indicates, our preparation scheme produces a fraction for analysis
that contains acid/neutral drugs and anabolic steroids. Within the acid/neutral group, we find all
common NSAIDs (phenytbutazone, fiunixin and ketoprofen), furosemide and mast diuretics, and
adjunct bleeder medications.
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In the recent past, we needed to use at least two {2), and sometimes three (3), separate analyses
employing different detection methods to be able to test for these compounds. However, the
method we developed with support of Therme-Fisher’s technical support chemists on our
Orbitrap™ UHPLC/HRMS system has allowed us to detect and provide quantitative information in
one short run. As part of our routine blood screening protocol, we run control samples that contain
levels of drugs with regulatory thresholds in blood that have been spiked at regulatory level. A
comparison of levels found in track samples with levels found in spiked samples provides an
indication of the probable violation of rules.

Thus, the proposed option to test blood samples with the Orbitrap™ UHPLC/HRMS technology
provides a quantitative screen for phenylbutazone, oxyphenbutazone, ketoprofen, flunixin,
furosemide (and other specific drugs) on each sample. Other similar drugs that the Commission
might request may be added without affecting the cost of testing.

Samples found to be suspect for rule violations are subject to full confirmation process described
in Sections 8.7-8.9. Phenylbutazone levels are confimed by HPLC. Ketoprofen, flunixin, and
furosemide are confirmed by LC/MS/MS.

8.3.1 Acidic/Neutral Fraction of Blood

As noted above, this fraction contains NSAIDs, anabolic steroids, diuretics, corticosteroids,
analgesics, and stimulants. Which means we are testing for hundreds of compounds. However, for
clarification we are listing below some specific compounds to assure you we are testing for the
thresheld compounds listed by your regulations.

Phenylbutazene Betamethasone
Flunixin Clenbuterol
Ketoprofen Dantrolene
Furosemide Dexamethasone
Boldencne Diclofenac
Mandrolene Firocoxib
Testosterone Isoflupredene
Salicylic Acid Methylprednisolone
Cetirizine Prednisolone
Cimetidine Triamcinelone Acetonide
Caffeine

The corresponding urine is tested when drugs are found in serum that have thresholds in urine.
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8.3.2 The Basic Fraction of Blood

The basic fraction contains beta-agonists (bronchodilators), local anesthetics, tranquitizers,
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sedatives, narcotics and stimuiant drugs. Listed below are an example of specific compounds from

the hundreds we test.

Acepromazine
Albuterol
Bupivicaine
Detomidine
Mepivicaine
Omeprazole Sulfide
Promazine
Morphine

Pyrilamine
Butorphanol
Guaifenesin
Lidocaine
Methocarbamol
Procaine
Xylazine
Benzoylecgonine
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Figure 8-1 -- Flow Chart for Direct Instrumental Analysis of Blood

Samples received, logged-in and
checked for proper sealing, breakage,
chain of custody, etc.
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Portions of sample are aliquotted
from original container for direct —_—
instrumental analyses.

Original sample stored in
secure refrigerator.

Liquid-Liquid Extraction

— —

Acid/Neutral Drugs Basic Drugs
NSAIDs, Beta-agonist,
Anabolic Steroids, Local Anesthetics,
Diuretics, Tranquitizers,
Corticosteroids, Sedatives,
Analgesics, Narcotics,
Stimulants etc.

- . . | f—‘—“—

Direct Instrumental Screen by
UHPLC / HRMS

(A) continued on next page
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Figure 8-1 (continued) -- Flow Chart for Direct Instrumental Analysis of Blood
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8.4 Dimethylsulfoxide (DMSO)

Dimethylsulfoxide is used as a therapeutic to relieve swelling, but in the strict sense is a rather
common organic solvent rather than a drug. DMSO is not picked by the broad-based screening
protocol described above, but is easily detected by UHPLC/HRMS using a different sample
preparation and analysis protocol. The required threshold level for DMSO is extremely high
compared to most other drugs (10 ug/ml) and our sensitivity is very low so detection is not an
issue.

8.5 Direct Instrumental Screening of Urine by UHPLC/HRMS

Screening of both urine and blood samples provides much redundancy to the testing in that most
compounds will be found in both media. However, the Commission’s regulatory thresholds have
minimum requirements for detectability for most drugs in urine and thus testing of both urine and
blood will be performed according to the Commission's regulatory guidelines. There are some
differences to be noted in blood versus urine samples. Many drugs are removed from circulation
in the blood through a metabolic process, thus we tend to find higher levels of parent drug for
some in the blood, and higher levels of metabolites of some in the urine.

Because we expect to find many drugs to have been metabolized, urine samples are subjected to
enzyme hydrolysis prior to extraction. Hydrolyzed urine is isolated and separated by solid phase
extraction into acidic/neutrat and basic fractions covering the same type of drugs as indicated
above for blood samples. Your program needs the acidic fraction tested to confirm that permitted
NSAIDS and furosemide were given when levels are too low to detect in the blood. The extracts
are concentrated and exchanged into mobile phase for analysis as outlined in the flow chart in
Figure 8-2.

8.5.1 The Acidic/Neutral Fraction of Urine

This fraction contains parent drugs and/or metabolites of NSAIDs, anabolic steroids, diuretics,
corticosteroids, analgesics, and stimulants. As with our section on blood testing, we have listed
below an example of specific compounds that we test.

Phenylbutazone Betamethasone

Flunixin Clenbuterol

Ketoprofen Dantrolene

Furosemide Dexamethasone
Boldenone Diclofenac

Nandrolone Firocoxib

Testosterone Isoflupredone

Salicylic Acid Methylprednisolone
Hydrocortisone Prednisoicne
Theobromine Triamcinolone Acetonide
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8.5.2 The Basic Fraction of Urine

The basic fraction from urine contains parent drugs and/or metabolites of beta-agonists
(bronchodilators), loyal anesthetics, tranquilizers, sedatives, narcotics and similar drugs. Listed
below are specific compounds from the hundreds we test for that are part of your regulations.
Since the basic fraction is redundant to the same fraction of the blood it will be used on an as
needed basis to support blood findings or if needed to detect some new or unusual compound.

Acepromazine Pyrilamine
Albuterol Butorphanol
Bupivicaine Dermorphin
Detomidine Lidocaine
Mepivicaine Methocarbamol
Omeprazole Sulfide Procaine
Promazine Xylazine
Morphine Benzoylecgonine
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Figure 8-2 Flow Chart for Direct Instrumental Analysis for Urine
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Figure 8-2 {continued} Flow Chart for Direct Instrumental Analysis for Urine
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8.6 Immunoassay Testing

Although immunoassay testing is decreasing in importance, there are a few drugs that do not
extract well and could easily be missed in direct instrumental screens. Truesdail proposes to use
two (2) immunoassay tests for each urine sample. Glycopyirolate and Ipratropium are molecules
containing quaternary amines that are not extracted well by the routine extraction scheme.
Although these drugs are extracted well with an alternative extraction method and detected by
UHPLC/HRMS. UHPLC/HRMS is a very cost effective testing methodology when used to test for
hundreds of compounds, but it is costly if used to enly test for two (2) compounds. Thus, it is most
cost effective to test for just these two (2) compounds by immunoassay

All ELISA kits depend on drug specific antibodies bound te plastic microtiter wells for detection of
drugs. The characteristics of the antibodies attached to the wells of the plate determine which
drug(s) the assay will detect. In most respects the kits are the same except for the antibodies in
the wells and the drug that is used to coat the enzyme responsible for the color reaction.

Truesdail runs all kits with a minimum of two {2) standards, even when the manufacturer does not
specify guantitation. Quantitative data has allowed us to monitor the behavior of the assay and to
validate detection levels on each plate.

ELISAs are currently run on a plate of 96 wells. Calibration standards, QA/QC samples, and
reruns require about 15% of the plate. Therefore, approximately 80 samples can be screened on a
typical 96 well microtiter plate.

Flow charts for ELISA testing from initial sampling of urine through final GC/MS or LC/MS
confirmation are shown in Figure 8.3.
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Figure 8-3 Flow Chart for Immunoassay Testing
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8.7 Confirmation Methodology

Samples found to be suspicious during the screening tests are subjected to additional testing to
confirm the presence of the suspected drug. The goal of our confirmation test is to provide
incontrovertible identification of the detected substance. Truesdail Laboratories has been
consistently successful when called upon to defend our analytical result. A flow chart for
confirmation testing has been included in Figure 8-4. The methodologies proposed by Truesdail
for confirmations are covered by the scope of our current ISO/IEC 17025 accreditation.

8.7.1 Confirmation Basic Requirements

Confirmation by GC/MS or LC/MS requires three stages: (1) Sample preparation, (2) GC/MS or
LC/MS analysis, and {3) Interpretation of results. Detailed descriptions of these stages can be
found in our Standard Operating Procedure Manual. The methodologies used for confirmation are
covered by the scope of our current ISO 17025 accreditation.

8.7.2 Sample Preparation for Confirmation

A fresh aliquot of the suspect sample is obtained for confirmations. The amount of sample material
used in the preparation depends on the apparent concentration of the drug as estimated by the
screening procedure. An extraction procedure is chosen depending on the type of drug and the
nature of the sample. The goal of the extraction procedure is to concentrate and purify the drug.

The sample preparation may include the following steps alone or in combination: solid-phase
extraction, enzymatic hydrolysis, and liquid/liquid extraction.

8.7.3 Drugs with Thresholds

When confirmation testing is done for drugs having regulatory thresholds, the sample is run in
duplicate. If the sample volume is insufficient, only one aliquot is run. Quantitation is achieved by
analyzing three control samples spiked with the drug or metabolite at different levels with
appropriate blanks to construct a calibration curve. Response factors for the drug are determined
and used to calculate quantitative levels of the drug in suspect specimens.
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Figure 8-4 Flow Chart for Confirmation
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8.8 GC/MS Confirmation

A defensible data package reporting a drug positive must be assembled with care. Each day that
confirmation work is done, the tune of the GC/MS is first verified. This is followed by a number of
injections that must include: blanks, standard solutions, sample extracts, positive and negative
controls.

DFTPP tune check of Mass Spectrometer

A standard solution of the suspect drug and/or metabolites
A solvent blank

A negative control sample, C(-)

A solvent blank

The suspect sample*

A sclvent blank

Analysis of a second portion of the suspect sample*

A solvent blank”

C(+)1, C{+)2, C(+)3, etc.** Control spiked with the suspect drug or metabolites with
one spiked at the regulatory level

11. A solvent blank

12. The standard injected in step 2 is re-injected

©oNDOA W=

—_—
o

*For requiatory threshold drugs, two (2) separate work-ups and analyses of the suspect sample
are done to provide an estimate of analytical error, if enough sample is present. If there is not
enough sample, then only one work-up and analysis will be performed. This estimate is required
for drugs where a regulatory threshold has been established. The lowest concentration value
determined in injections 6 and 8 must exceed the threshold value plus the error measurement for
the sample to be considered positive. If no estimate of analytical error is required by the regulatory
agency, then one work-up of the suspected sample is performed.

=*Control spikes at five (5) levels are run when the concentration of the drug is required to exceed
a regulatory level {threshold}. The control negative plus control positives are used to establish a
calibration curve. Only one positive control sample is required to confirm drugs without thresholds.

The purpose of the steps above is as follows:

Steps 3, 5, 7, 9, 11: A solvent blank is injected to verify that the instrument does not contain a
contaminant residue remaining from prior injection of a sample, standard, or spiked control.

Steps 2, 12: The standard must be injected to determine both the retention time and the mass
spectrum of the substance present in the sample. Two injections of the standard are used to
demonstrate that the performance of the instrument has not changed in any significant way during
analysis, which can take five or more hours from start to finish.
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Step 4: A negative control test consists of a sample containing no drugs. An aliquot of the sample
will be extracted in parallel with the suspect sample. This extract is used to verify that the reagents
and glassware used in the extraction process are not contaminated with a drug. The spiked
negative control test sample assures the analyst that naturaily occurring material which are
present in plasma/serum extracts do not affect the analysis of the drug and that the extraction
procedure is working.

Step 10: At least five (5) spiked control samples are run at different levels when confirmations are
done for drugs with a threshold level. One of the spiked control samples is run at the regulatory
level to be enforced. This is usually the midpoint-spiked sample, but may also be the lowest spiked
sample if sensitivity is an issue. Spiked control samples are run sequentially from lowest to
highest. If carryover is known to be a problem, blanks may be run between spikes.

The mass spectra and the retention times for the drug peak from injections number 2, 6, 8, 10 and
12 are compared to determine whether the chromatographic behavior of the drug (indicated by the
retention time) and the structure of the drug (derived from the mass spectra) are consistent
between the sample, spiked control, and the standard.

8.9 LC/MS Confirmation

Truesdail has an AB| 4000 Q-Trap triple-quadrupole LC/MS, SCIEX 5500 tripie-quadrupole LC/MS
and two (2) Thermo Exactive UHPLC/HRMS systems for drug detection and confirmation.

Our protocol for analysis follows the same general outline as that documented above for GC/IMS.
The LC/MS and UHPLC/HRMS however, are tune-checked on a daily basis using the analyte
being sought, rather than DFTPP used for GC/MS analysis. The Orbitrap UHPLC/HRMS also
checks mass accuracy approximately every 48 hours. The positive ionization is checked with a
mixture of caffeine, L-Methionyl-Arginyl-Phenyl-Alanine, Acetate and Ultramark 1621. The
negative ionization is checked with a mixture of sodium dodecylsuifate, sodium taurochiolate, and
Ultramark 1621.
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The typical LC/MS confirmation data package will follow the order of analysis listed below:

A standard solution of suspected drug and/or metabolites
A solvent blank

A negative control sampie, C{-)

A solvent blank

The suspect sample*

A solvent blank

A duplicate extraction of the suspect sample*

A solvent blank®

C(+)1, C(+)2, C(+)3, etc.™ Control spiked with the suspect drug or metabolites with
one spiked at regulatory level

10. A solvent blank

11. The standard injected in step 1 is re-injected

©CoONDORAWDN =

*For regulatory threshold drugs, two (2) separate work-ups and analyses of the suspect sample
are done to provide an estimate of analytical error, if enough sample is present. If there is not
enough sample, then only one work-up and analysis will be performed. This estimate is required
for drugs where a regulatory threshold has been established. The lowest concentration value
determined in injections 5, 7 must exceed the threshold value plus the error measurement for the
sample to be considered positive. If no estimate of analytical error is required by the regulatory
agency, then one work-up of the suspected sample is performed.

**Control spikes at three or more levels are run when the concentration of the drug is required to
exceed a regulatory level (threshold}. The control negative plus control positives are used to
estabiish a calibration curve. Qnly one paositive control sample is required to confirm drugs without
thresholds.

Steps 2, 4, 6, 8, 10: A solvent blank is injected to verify that the instrument does not contain a
contaminant residue remaining from prior injection of a sample or standard or spiked control.

Steps 1, 11: The standard must be injected to determine both the retention time and the mass
spectrum of the substance present in the sample. Two injections of the standard are used to
demonstrate that the performance of the instrument has not changed in any significant way during
analysis, which can take five or more hours from start to finish.

Step 3: A negative control test consists of a sample containing no drugs. An aliquot of the sample
will be extracted in parallel with the suspect sample. This extract is used to verify that the reagents
and glassware used in the extraction process are not contaminated with a drug. The spiked
negative control test sample assures the analyst that naturally occurring material which are
present in plasma/serum extracts do not affect the analysis of the drug and that the extraction
procedure is working.
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Step 9: At least five (5) spiked control samples are run at different spike levels when confirmations
are done for drugs with a threshold level. One of the spiked control samples is run at the
regulatory level to be enforced. This is usuvally the midpoint-spiked sample, but may aisc be the
lowest spiked sample if sensitivity is an issue. Spikes are run sequentially from lowest to highest. If
carryover is known to be a problem, blanks may be run between spikes.

8.10 Proposed Reporting Protocols

Preliminary screening results will be communicated by telephone, facsimile, or email to the
designated Commission personnel within 72 hours following receipt of the samples. Suspect
samples that are flagged by the initial screening process will be retested to identify the suspect
drug and then confirmed using positive and negative controls. Final results will be communicated
by telephone, facsimile, or e-mail to designated Commission personnel no later than five (5) days
following preliminary identification of a sample as being suspect, excluding Saturdays, Sundays
and holidays.

Written reports specifying the findings can be sent within 48 hours of the electronic report. A
complete litigation packet of the test results will be provided upon request,

In some instances, unusual drug substances may be found on screening and initial confirmation
testing that are very difficult to positively identify by standard testing techniques. in these
instances, our laboratory will require additional time and possibly apply other testing
methodologies. In such cases, the Commission’s designate will be notified prior to the end of the
confimation period that a drug substance is present but is, as yet, unidentified, and additional time
will be necessary.

Truesdail will report to the Comrmission all findings of prohibited substances found at any
detectable level in addition to any findings of therapeutic substances at or exceeding those levels
set forth by the RMTC, ILAC, AORC and 1SO 17025, and the ARCI{ Controlled Therapeutic
Medication Schedule. We have in place specific detection limit studies demonstrating we meet all
these requirements. As noted above, we routinely seek over 1,800 compounds in each analysis.
Our detection levels range from the low pg/ml to the low ng/ml levels.
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DPC Mark V Robotic Pipettor

. DPC Mark V Robotic Pipettor for ELISA sample-handling with computer data
system.

. Perkin Elmer Multi-prebe N Plus robotic Pipettor for ELISA sample handling with
computer data system.

. Packard MultiProbe 104DT pipetting system (for ELISA sample handling} with

computer data system.

Extraction, and Related Equipment

. Color spot testing kit and reagents

. Three (3) Positive Pressure manifolds fer solid-phase extraction
. Six (6) Drying manifclds

. Eppendorf 5810R centrifuge

. Eppendorf 5804 centrifuge

. Eppendorf 5810 centrifuge

. Eppendorf 5418 micrecentrifuge

. LabQuake shakers: Over a dozen are available (~17)
. Marathon 3000 centrifuge

. IEC floor-model centrifuge

. Three (3) Clay Adams bench top, six-place centrifuges
. Two (2) 225, 24 place centrifuges
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Nova 4 Blood Gas Analyzer for TCO:

Nova 4 Analyzer
Equipped with ISE’s for Na, K, CI, and TCO; (2 units)

Additional Analytical Equipment and Supplies

As a broad-based chemical testing laboratory, Truesdail has all of the routine items necessary to
support a drug testing operation. This includes such items as reagents, standards, chemical
supplies, pure drugs for reference standards, laboratory sinks, steam baths, hot water baths,
distiled water, centrifuges, balances and scales, cameras and photomicrographic equipment,

paper and column chromatography apparatus, lab ovens, pH meters, specific gravity meters
(refractometers), glassware, etc.

Backup Facilities, Equipment, Instruments, etc.

In addition to our Racing Chemistry Laboratory, there are six other labs within Truesdail
Laboratories. They have equipment which duplicates the Racing Lab’s and, therefore, is available
as backup. The available equipment is:

. We have five (5) additional GC/MS systems in other labs that can back up the
Racing GC/MS systems.

. Four (4) LC/MS systems in the Racing dedicated to drug testing that backup each
other.

. One {1) HPLC systems is dedicated to drug testing. We have three (3) HPLC
systems available as backup in other departments with UV detectors.

C:\Users\Shelly Brady\Documents\RFPs\DVWWA My Documents\Bids - RACING\Nebraska\New foldenTruesdail Response to
Nebraska 2017 (Final).docx 11/4/2017 1:49 PM wp 113



" TRUESDAIL LABORATORIES, INC. Proposal to:

Nebraska State Racing Commission
Request for Proposal — Analysis of Equine Urine and Blood Samples
RFP 5702 Z1 — November 2017

i

. Three (3) ELISA plate readers, and two (2} ELISA plate pipettors provide backup
for immunoassay testing.

. TCO: testing has two (2) instruments, two (2) Nova 4 Blood Gas Analyzer.

As a final contingency in the event of 2 major disaster, Truesdail has a close working relationship
with both Texas A&M University’s Equine Testing Laboratory and New York State's Laboratory. In

the event of a total disaster, samples could be subcontracted to one, or both, of these RMTC
accredited labs.

C:\Usars\Shelly Brady\Documents\RFPS\DVAA My Docurnents\Bids - RACING\Nebraska\New folder\Truesdail Response ta
Nebraska 2017 (Final).docx 11/1/2017 1:49 PM wp 114






' TRUESDAIL LABORATORIES, INC. Proposal to:

J Nebraska State Racing Commission
Request for Proposal — Analysis of Equine Urine and Blood Samples
-~ RFP 5702 21 — November 2017

Section 9 — Cost Proposal Requirements
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Appendix A
Accreditations
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Appendix B
Drugs Sought
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