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‘Phone: (956) 318-2626 -
‘Fax: (956) 318-2628

www.co.hidalgo.tx.us/purchasing

MEMORANDUM
SOLE SOURCE JUSTIFICATION

TO: Hidalgo County Commissioner’s Court

FROM: Eduardo Belmarez, MBA, CPM

DATE: March 07, 2023

RE: Sole Source Justification for bioMérieux, Inc., DBA BioFireDiagnostics, LLC

The Hidalgo County Health and Human Services, in conjunction with the Hidalgo Urban County Program, seeks to
procure the purchase of a BioFire®FilmArray®Torch system (PCR testing machine) from bioMérieux, Inc.
BioFireDiagnostics, LLC, a wholly owned subsidiary of bioMérieux, Inc., is the sole legal manufacturer of the
BioFire®FilmArray®Torch system and bioMérieux, Inc. is the sole sales and service provider of this produst.

The United States Patent and Trademark Office has issued U.S. Patent No. 8,394,608 covering the company's
FilmArray® system with exclusive right to the patented technology. This patent covers methods for sample
preparation and two-step multiplex polymerase chain reaction (PCR) in a sealed container, Further, the
BioFire®FilmArray®Torch systemn utilizes the only multiplex assay cleared by the FDA for twenty-two (22)
gastrointestinal pathogen targets. The utility of multiplex gastrointestinal panels will aid the Hidalgo County Health
and Human Services Department in epidemiological outbreak investigations.

Texas Local Government Code Chapter 262,024 (a)(7)(A) states, “(a)A contract for the purchase of any of the
following items is exempt from the requirement established by section 262,023 if the commissioners court by order
grants the exemption; (7)Any item that can be obtained from only one source, including; (A) Items for which
competition is precluded because of the existence of patents, copyrights, secret processes, or monopolies.”

Based on the information provided herein, we humbly request that the Hidalgo County Commissioners Court declare
bioMérieux, Inc., DBA BioFireDiagnostics, LLC. a Sole Source Vendor, for the purpose of procuring the purchase of
a BioFire®FilmArray®Torch system, This sole source declaration will remain in effect through the life term of
BioFire®FilmArray®Torch system and any supplemental service agreements, unless otherwise revoked by the

Hidalgo County Commissioners Court,
Eduardg @l/mm@

Eduardo Belmarez, MBA, CPM
Hidalgo County Purchasing Director

Page 1 of 1
Mamarandum — Solo Source Daciaration
Last revised 0612012022




BioFire® FilmArray® Torch
Specification Sheet
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1. BioFire Torch Overview

The BioFire Torch is an automated in vitro diagnostic (IVD} device
intended for use with FDA cleared or approved IVD BioFire® FilmArray®
Panels. The BioFire Torch is intended for use in combination with assay
specific reagent pouches to detect multiple nucleic acid targets contained
in clinical specimens. The BioFire Torch interacts with the reagent pouch
to both purify nucleic acids and amplify targeted nucleic acid sequences
using nested multiplex PCR {(nmPCR) in a closed system. The resulting
PCR products are evaluated using DNA melting analysis. The BioFire
Torch software automatically determines the resuits and provides a test
report.

The BioFire Torch is a modification of BioFire® FilmArray® 2.0 and is
composed of two to twelve BioFire® FiimArray® Torch Modules connected -
to a BioFire® FilmArray® Torch System Base running BioFire® FilmArray® |
Torch software. The BioFire Torch System Base houses two BioFire ‘“
Taoreh Modules. Up to five Duplex Module enclosures, each capable of \
housing two additional BioFire Torch Modules, may be added on top of |
the BioFire Torch System Base. Each BioFire Torch Module can be i
randomly and independently accessed to run a reagent pouch. The :
BioFire Torch software controls the function of each BioFire Torch Module |
and collects, analyzes, and stores data generated by each BioFire Torch

Module. %

2. BioFire® FilmArray® System Specifications

Sample » One sample capacity per BioFire Torch Module

Description {with up to 12 samples per BioFire Torch)

Run Time » Sample run time aboul one hour f

User Interface « System Base with touch screen and barcode
scanney g

Data Output + Automatic analysis with end-of-run interpretive
reports

Fluorescence « Single color optics module: 475nm excitation,

Acquisition 545nm emission, and sensor imaging
« Operating temperature 15°C to 30°C

Temperature * Peltier devices:

Control « Ambient to 100°C

» Ramp rate from 0.1-0.5°C /sec on melt
+ 15°C to 30°C @ 20 to 80% relative humidity (non-
Operations condensing)
Specification « -16m to 3048m
* Indoor use only
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+ -30°C to 38°C @ 5 to 85% relative humidity (non-

Shipping )
P condensing)
Specifications « -16m to 10,600m
S _ CAC | CAC T
Qty.of o[, . |- | Current | Current
Modules | VO!1age | Freauency | oqoq | at 240 -
e 5 Ty g
Power 2 32A 1.7 A
Requirements 4 100- 50A | 28A
6 6.9A | 38A
8 249 | 080z TagA | 48A
10 106A | 58A
12 125A | B9A

Fuse

+ 250V 3.15A Type T (Modules)
+ 250V 10A Type T (System Base)

Dimensions and
Weight

+18x29x11.5In(458x73.7x292cm) (W xD x
H; System Base only)

+ 4.5 in {11.4 cm) (H; Modules only)

+ 34 in {86.4 cm) max height (12 Modules)
« Weight: Approximately 268 lbs (121.6 kg)
maximum:

+« System Base — 36 Ibs (16.3 kg)

+ Modules — 15 Ibs (6.8 kg) each

« Duplex (Module enclosure) — 6.5 Ibs (~3 kg)

each

EMC
Requirements

» The BioFire® FilmArray® Torch complies with the
emission and immunity requirements in IEC 61326:
Electrical equipment for measurement, control and
laboratory use - EMC requirements - Part 1. General
requirements.

Safety
Requirements

* The BioFire Torch complies with IEC 61010-2-101:
Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-
101: Particular requirements for in vitro diagnostic
(IVD) medical equipment.

CPU * Intel®
Storage and + 512 GB hard drive or greater « 16 GB RAM or
Memory greater

interface and

System Base
» 12+1 Ethernet network interfaces
» 4 USB connections or more

Peripherals
Module
» One Ethernet network interface
+LCD
. + 10.6" diagonal (26.9 cm)
Display - 1280 x 768 resolution
+ Capadltive touch screen interface
Operating + Microsoft® Windows® OS as released with the
System BioFire® FilmArray® System

2{Page
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3. BioFire® FilmArray® System Specifications

Select a clean, well-ventilated area that is large enough to fit the BioFire®
FilmArray® Torch.

» There must be at least 1 inch (2.6 cm) between the rear panels and
any other surface (such as the wall) to allow for proper air flow.

« The depth of the bench-top space should be at least 30 in (77 cm).

+ The width of the bench-top space should be at least 19 in (49 cm).

+ The height of the space required depends on the number of Modules
instalied:

+ System Base — 11.5 in {30 cm)

+ System Base + 1 Duplex — 16 in (41 cm)

+ System Base + 2 Duplexes — 20.5 in (63 cm)
+ System Base + 3 Duplexes — 25 in (64 cm)

+ System Base + 4 Duplexes — 29.5in (75 cm)
+ System Base + 5 Duplexes — 34 in (87 cm)

The BioFire Torch complies with the emission and immunity requirements
in 1IEC 61326. It is advisable to evaluate the electromagnetic environment
prior to operating the device. CAUTION: Do not use this device in close
proximity to sources of strong electromagnetic radiation (unshielded
intentional radio frequency sources, for example) because these may
interfere with the operation of the BioFire Torch.
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Technical Support Contact Information

BioFire is dedicated to providing the best customer support available. If
you have any questions or concerns about this process, please contact
the FilmArray Technical Support team for assistance.

TECHNICAL
- NOTE

Customer and Technical Support for U.S. Customers " o

Reach Us on the Web Reach Us by Phone
www.biofiredx.com 1-800-735-6544 ~Toll Free |

(801) 736-6354, select :

Reach Us by E-mail Option 5 - Utah 1

support@biofiredx.com
Reach Us by Fax
Reach Us by Mail (801) 588-0507
515 Colorow Drive
Salt Lake City, UT 84108
USA
Customer and Technical Support Outside of the U.S,

For International FiimArray technical assistance and support,
please contact your local bioMérieux representative or authorized
distributor.

BI1O FIRE

A BIOMERIEUX COMPANY

4|Page




To Whom it May Concern:

This letter is to confirm that bioMérieus, Inc. is the sole source manufacturer and service provider of the systems
and software listed below with exception of BIOFIRE products. bioMérieux’s wholly owned subsidiary, BicFire
Diagnostics, LLC, is the sole legal manufacturer of the BIOFIRE products listed below and bioMérieux, lnc. is the
sole sales and service provider of these products. Ali bioMérieux Field Service Engineers are certified and
qualified with extensive factory training and experience in working on the entire range of bioMérieux products.

If any unauthorized third-party repairs, alters or modifies a bioMérieux instrument or the operative software,
bioMérieux is not responsible for defects arising from such repair or modifications.

@ BIOFIRE" FILMARRAY" TORCH System and the BIOFIRE" FILMARRAY" 2.6
System and associated reagents:

o BIOFIRE" Respiratory 2.1 Panel

o BIOFIRE* FILMARRAY* Gastrointestinal Panel t

o BIOFIRE" Blood Culture Identification 2 Panel #

o BIOFIRE" FILMARRAY" Meningitis/Encephalitis Panel ¥
o BIOFIRE" FILMARRAY® Pneumonia Panel #

o BIOFIRE” Joint Infection Panel ¢

® BIOFIRE" FILMARRAY" 2.0 EZ
o This system configuration runs the BIOFIRE" Respiratory 2.1-EZ Panel (EUAY

o MYLA® middleware sotution

o Connects to bioMérieux microbiology equipment to consolidate the data into one location and is
only intended to be used with VITEK® MS, VITEK" 2, BACT/ALERT" VIRTUO", and BACT/ALERT" 3D.

e VITEK® MS PRIME and VITEK" MS

o A mass spectrometry system using matrix-assisted laser desorption/ionization time-of-flight
mass spectrometry (MALDI-TOF MS) for the identificaticn of microorganisms cultured from human
specimens. The system is comprised of the VITEK MS analyzer, MYLA microbiology middieware, and
reagent consumables,

e VITEK' 2 XL, VITEK’ 2 60, VITEK® 2 60, VITEK® 2 COMPACT 60, VITEK® 2 COMPACT 30, and VITEK® 2 COMPACT 15

o Areliable, rapid, and easy automated system for providing bacterial identification and/or
antimicrobial susceptibility testing when used with the following associated reagents:

o VITEK" 2 GN Card aVITEK 2 ANC Card

a VITEK" 2 GP Card aVITER' 2 YST Card
O VITEK® 2 NH Card aVITEK" 2 AST Cards




@ ETEST
o Aquantitative technique for determining the antimicrobial susceptibility of Gram-negative bacteria, Gram
positive bacteria, fastidious bacteria, and yeasts. The system is comprised of a predefined antibiotic gradient
that is used to determine the Minimum Inhibitory Concentration (MIC), in pg/mL, of different antimicrobia
agents against microorganisms as tested on agar media using overnight incubation.

e APl
o Amethod for microorganism identification to the species fevel. The test kits contain strips with
microtubes of biochemicat tests, During incubation, erganism metabolism produces color changes
in the microtubes. The reactions are interpreted according to the reading tables and ar identification
is obtained using APIWEB™. APIWER is an Internet-based platform containing all AP| databases
for a reliable interpretation of API strip results.

@ NUCLISENS' EMAG /easyMAG' instruments

o Automated nucleic acid exiraction systems capabie of processing various sample types and volumes
within the same run using a single standardized workflow.

e EPISEQ*

o EPISEQ is a cloud based, software as a service {SaaS) with a fully automated bio-informatics pipeline for
the analysis of next generation sequencing (NGS) data. Current applications of EPISEQ include whole
genome analysis for bacterial strain typing and variant calling for SARS-CoV-2 viral sequences.

The software is comprised of an intuitive user interface and pre-paid credits for data uploads.

& BACT/ALERT VIRTUOQ" and BACT/ALERT" 3D and BACT/ALERT® culture bottles
o BACT/ALERT is a continuous monitoring blood culture system to be used with BACT/ALERT culture botties.
These hottles contain liquid culture media for recovery of microorganisms from blood and/or sterile body fluids.
The BACT/ALERT MP Reagent System provides a microbial detection system and culture media for the recovery
of mycobacterial species commaonly isolated from patient specimens other than blood.

o CHROMID' Chromogenic Culture Media

o CHROMID is an extensive range of chromogenic media for the simultaneous culture and identification of
microorganisms in clinical specimens, Specific chromogenic substrates are included in the agar along with
peptones and, if needed, antibiotics. The substrate is hydrolyzed when it comes in contact with the bacteria
or yeast, resulting in specific coloration for clear identification. The intensity and specificity of the colors of
CHROMID make results clear to see.

® PREVI' COLOR GRAM

o PREVICOLOR GRAM is an automated Gram staining system that utilizes patented spray technology to
pravide rapid, standardized results for all types of specimens while adding efficiency to the microbiology
process species commonly isolated from patient specimens other than blood.

& VIDAS'

o The VIDAS family instruments, including VIDAS 3, MINI VIDAS, and VIDAS, are automated benchtop
imrmunoassay systems that utilize proven enzyme-linked fluorescent assay (ELFA) technology, for high
quality on-demand test results. There is a specialty menu available of single-test read-to-use reagents.




For all United States Department of Veterans Affairs and State Public Health Laboratory customers as well

as all other customers which are not part of the United States Government including, without limitation, the
Department of Defense and its agencies; the Departments of State, Commerce, Treasury, Transportation,

Interior, Agriculture, Labor, Justice, Education, Health and Human Services, and Homeland Security; the National
Aeronautics and Space Administration; the General Services Administration; the Small Business Administration;
the National Science Foundation; the Environmental Protection Agency; the United States Agency for International
Development; the Federal Reserve System; the Nuclear Regulatory Commission; the United States International
Trade Commission; the United States Trade Representative; the Federal Communications Commission; and the
Government Accountability Office U.S., the BIOFIRE® System is only available through bioMérieux, Inc. in the USA,

If you need additional information, please feel free to email us at
us.servicecontracts@biomerieux.com,

Sincerely,

O i

Dawn Rossin
Vice President of Clinical Marketing, North America

US FDA cleared l ¢C€2797 ! +C€

*This product f1as not been FDA cleared or approved, but las been authorized for emergency use by FXA under an EUA for use by authorized laboratorles;
*This product has been autharized oply for the delection and differentiation of nucteic acid of SARS-CoV-2 from multiple respiratory viral aad bacterial organisms; and,

*The emneargency use of this product is enly authorized for the duration of the declaration that circumstancas exist justifying the authorization of emergency use of Invitra diagnostics for detection and/
or diagnosls of COVID-19 under Section 564(bM1) of the Federal Fond, Drug, and Cosmelic Act, 2L US.C. § 360bh5-3(L31), unless tha dectaration I3 terminated or authosizatian is revokied sooner.




BioFire Diagnostics, Inc. Announces Issuance of U.S. Patent for the
FilmArray® System

SALT LAKE CITY, Utah, (March 13, 2013) — BioFire Diagnostics, Inc., today announced that the
United States Patent and Trademark Office has issued U.S. Patent No. 8,394,608 covering the
company’s FilmArray system.

FilmArray's proprietary technology represents a significant advancement in user-friendliness and
multiplex infectious disease testing capability for hospital clinical labs. This is the first U.S. patent
issued to cover the FilmArray system, and BioFire has exclusive rights to the patented technology.
Specifically, the patent covers methods for sample preparation and two-step multiplex polymerase
chain reaction (PCR) in a sealed container.

As part of the FilmArray system, BioFire has developed the FilmArray Respiratory Panel (RP), which
rapidly detects nucleic acids In nasopharyngeal swabs obtained from individuals suspected of
respiratory tract infections. Requiring only two minutes of hands-on time, FilmArray RP has about a
one-hour turnaround time, and simultanecusly tests for 20 viral and bacterial targets.

Additionally, BioFire is continuing to develop a broader test menu for its FilmArray system, including a
Blood Culture ID Panel, Gastrointestinal Panel and a Meningitis Panel, with more patents expected in
the future.

“BioFire is excited to broaden its already extensive intellectual property portfolio,” said Kirk Ririe, CEO
of BioFire Diagnostics. “We are confident this newest patent will provide exclusivity for our FilmArray
sysiem and methods.”

For more information, visit www.BioFireDx.com,

About BioFire Diagnostics, Inc.

BioFire Diagnostics, Inc., formerly |daho Technology, Inc., is a privately held clinical diagnostics
company based in Salt Lake City, Utah, The Company manufactures and distributes the FilmArray RP,
which operates on the user-friendly FilmArray system, to hospital-based clinical laboratories across the
U.S. and EU. With the FilmArray RP, BioFire provides the only FDA-cleared clinical diagnostic test for
eight of the 20 organisms in its panel. In addition, BioFire continues to broaden its FilmArray test menu,
and is currently developing a Blood Culture ID Panel, a Gastrointestinal Panel, and a Meningitis Panel.

BioFire holds over 70 patents related to polymerase chain reaction (PCR), and it has used its extensive
patent portfolio to successfully market nearly 200 products to the clinical, research, and military
markets. BioFire customers include the Department of Health and Human Services, the Department of
Defense, state and local law enforcement, and researchers and medical technicians across a spectrum
of fields and industries.

##H

Contact:

BioFire Diagnostics, Inc.
Jill Powlick

801-736-6354 x423
Jill.Powlick@biofiredx.com

ldaho Technelogy s now

390 Wokara Way + Scill Lake Cily, Utah BA108, USA « 801 734 4354 ocal » 1 BC0 735 6544 1otfres + 801 588 0507 fax
BioFireDX.com
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.\\ 3 Guadalupe Garcia <guadalupe.garcia@co.hidalgo.tx.us>

Re: Sole Provider Designation
1 message

Benjamin Cortez Jr. <henjamin.cortez@co.hidalgo.tx.us> Tue, Mar 14, 2023 at 3:42 PM
To: Guadalupe Garcia <guadalupe.garcia@co.hidalgo.tx.us>
Ce: Olga Garza <olga.garza@co.hidalgo.tx.us>, "flores, nellie” <nellie.flores@co.hidalgo.tx.us>, Veronica Cuate
<veronica.cuate@hchd.org>
Good afternoon Lupita,
Your emall found me fantastic. Thanks for asking.
The sole source declaration was approved unanimously under Al-89804 ons 03/07/2023. | have attached the minutes
pertaining to this item, as well as all other pertinent documents gathered, to this email. Upon reviewing the documents
provided by Veronica in her previous email, it seems all bioMerieux, Inc. is missing is their executed Form 1295.

Should you have any questions or concerns, please do nol hesitale to contact me. I'm happy (o be of assistance.

Kindest Regards,

Benjamin Cortez Jr.
Contract Specialist |

Hidalgo County Purchasing Department
2802 South Business Highway 281, Edinburg, Texas 78539
Office: (956) 318-2626 Ext.4879

Email: benjamin.cortez@co.hidalgo.ix.us

CONFIDENTIALITY NOTICE

This transmission Is intended for the sole use of the individual and/or entity to whom it Is
addressed, and may contain information and/or attachments that are privileged, confidential and
exempt from disclosure under applicable law. If the reader of this transmission is not the
intended recipient, you are hereby notified that any disclosure, dissemination, distribution,
duplication or the taking of any action in reliance on the contents of this transmission by
someone other than the intended addressee or its designated agent is strictly prohibited. If your




receipt of this transmission is in error, please notify the sender by replying immediately to this
transmission and destroy the transmission.

On Tue, Mar 14, 2023 at 3:12 PM Guadalupe Garcia <guadalupe.garcia@co.hidalgo.tx.us> wrote:

Ben:

Good afternoon, T hope this email finds you well.

Can you please give me a status on the sole provider designation for the CDBG-CV item that Ms. Veronica Cuate was
working on?

I need designation back up so that I can submit an agenda item to request Authorization to purchase.

any questions please let me know, Thank you!

Have a blessed day!

Guadalupe V. Gatcia.
Division Manager I1, CDBG
Hidalgo County-Urban County Program

956-787-8127 Ext, 2237
hitps:/iwww.hidalgocounty.us/618/Urban-County

1 Peter 4:8, There is no fear in love,

6 attachments

2 Al - 83904 - Minutes - bioMerieux, Inc, - Sole Source Declaration.pdf
72K

" Sole Source Customer Letter - ALL Products - BFR0001-7529 - PCR MACHINE. pdf
169K

.@ 23-0031 - Executed Sole Source Affidavit - Biomerieux, Inc..pdf
108K

.E 23-0031 - U.8. patent for the FlimArray System - BioFire PCR_Sole Source.pdf
97K

23-0031 Executed Sole Source Justification Memo.pdf
443K

) 23-0031 - Troch Specs PCR MACHINE.pdf
318K




March 7, 2023

1.

1.

2,

Al-89904

Al-89755

Al-89728

Urban County

A. Requesting exemption from competitive procurement requirements
pursuant to Texas Local Government Code 262.024 (a)(7)(A) for an item that
can be obtained from only one source because of the existence of a

patent; (Audio Reference 2h:35m 23s)

On motion by COMMISSIONER PCT. 1, DAVID FUENTES, seconded by
COMMISSIONER PCT. 4, ELLIE TORRES, the Court made a UNANIMOUS
vote of approval on agenda item 27.P.1.A.

Vote: 4 - 0 — Unanimously

B. Acceptance and approval of the Sole Source Declaration [based on the
caption above & herein] for bioMérieux, Inc. DBA BioFireDiagnostics, LLC, for
the purchase of BioFire®FilmArray®Torch system (PCR testing machine),
including any present and future accessories, supplies, support, service, and
maintenance, to be used by Hidalgo County Health and Human Services
Department in their Health Facilities Bio Safety Lab with said declaration to
remain in effect while in place or until revoked by HCCC. (Audio Reference
2h:35m 43s)

On motion by COMMISSIONER PCT. 1, DAVID FUENTES, seconded by
COMMISSIONER PCT. 4, ELLIE TORRES, the Court made a UNANIMOUS
vote of approval on agenda item 27.P.1.B.

Vote: 4 - 0 — Unanimousiy
Co. Wide

Requesting approval to award the contract to the qualified sole response
received from Terra Firma Materials, LLC for Lime Road Material and Services
(C-23-0011-03-07). (Audic Reference 2h:35m 43s)

On motion by COMMISSIONER PCT. 1, DAVID FUENTES, seconded by
COMMISSIONER PCT. 4, ELLIE TORRES, the Court made a UNANIMOUS
vote of approval on agenda item 27.Q.1.

Vote; 4 - 0 — Unanimously

Acceptance and approval of Amendment No. 2 between Hidalgo County and
Triple R Fire & Safety, LLC for fire alarm and security monitoring services to
include additional buildings as illustrated in exhibit B (C-22-042-09-20), (Audio
Reference 2h:36m 47s)

On motion by COMMISSIONER PCT. 1, DAVID FUENTES, seconded by
COMMISSIONER PCT. 4, ELLIE TORRES, the Court made a UNANIMOUS
vote of approval on agenda item 27.Q.2.

Vote: 4 - 0 — Unanimously

(Audio Reference 2h:37m 13s)

37
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AI- 89904 Purchasing Department 27.P.1.
CC REGULAR AGENDA SPECIAL MTG Urban County
Meeting Date:  03/07/2023

Submitted For:  Benjamin Cortez Submitted By;  Benjamin Cortez, PURCHASING DEPT.

Department: PURCHASING DEPT,

CAPTION

A. Requesting exemption from competitive procurement requirements pursuant to ‘Texas Local Government
Code 262.024 (a)(7)(A) for an item that can be obtained from only one source because of the existence of a
patent;

B. Acceptance and approval of the Sole Source Declaration [based on the caption above & herein] for
bioMérieux, Inc. DBA BioFireDiagnostics, LLC, for the purchase of BioFire®FilmArray®Torch system (PCR
testing machine), including any present and future accessories, supplies, support, service, and maintenance, to
be used by Hidalgo County Health and Human Services Department in their Health Facilities Bio Safety Lab
with said declaration to remain in effect while in place or until revoked by HCCC.

BACKGROUND
Purchasing Project No. 23-0031

Fiscal Impact

CALENDAR YEAR: ACCT. #:
FUNDS AVAILABLE Y/N?: MATCHING FUNDS Y/N?:
BUDGLETARY IMPACT:
Project is funded by the HC Urban County Program using CDBG-CV Funding
Attachments

Sole Source Affidavit
Patent Information from Vendor

Sole Source Documentation fiom Vendor

Technical Specification Sheet
Sole Sonrce Justification Memorandum

Form Review

Inbox Reviewed By Date

Purchasing / Infernal I3ina Trevino 03/03/2023 01:51 PM

Budget & Management Veronica Ortiz 03/03/2023 04:30 PM

Final Approval Monica Salinas 03/03/2023 08:12 PM

Form Started By: Benjamin Cortez Started On: 03/01/2023 03:24 PM

Final Approval Dates 03/03/2023

W WAI-AA]
WL WCAG 2.0

AgendaQuick ©2005 - 2023 Destiny Software Inc. All Rights Reserved.




Al-89904 Purchasing Department 47, GG. 0.
CC REGULAR AGENDA SPECIAL MTG Urban County
Meeting Date:  03/07/2023

Submitted For: Benjamin Cortez, PURCHASING DEPT.

Submitted By: Benjamin Cortez, PURCHASING DEPT.

Department: PURCHASING DEPT.

—

CAPTION

A. Requesting exemption from competitive procurement requirements pursuant to Texas Local
Government Code 262.024 (a)(7)(A) for an item that can be obtained from only one source because of
the existence of a patent;

B. Acceptance and approval of the Sole Source Declaration [based on the caption above & herein] for
bioMérieux, Inc. DBA BioFireDiagnostics, LLC, for the purchase of BioFire®FilmArray®Torch
system (PCR testing machine), including any present and future accessories, supplies, support, service,
and maintenance, to be used by Hidalgo County Health and Human Services Department in their Health
Facilities Bio Safety Lab with said declaration to remain in effect while in place or until revoked by
HCCC.

BACKGROUND
Purchasing Project No. 23-0031

Fiscal Impact

CALENDAR YEAR: ACCT. #:
FUNDS AVAILABLE Y/N?: MATCHING FUNDS Y/N?:
BUDGETARY IMPACT:

Project is funded by the HC Urban County Program using CDBG-CV Funding

Attachments
Sole Source Affidavit
Patent Information from Vendor
Sole Source Documentation from Vendor
Technical Specification Sheet
Sole Source Justification Memorandum

Form Review

Inbox Reviewed By Date
Purchasing / Internal

Budgel & Management

Final Approval




Form Started By: Benjamin Cortez Started On: 03/01/2023 03:24 PM




LAY
S,

Guadalupe Garcia <guadalupe.garcia@co.hidaigo.tx.us>

Re: Sole Provider Designation request
1 message

Benjamin Cortez Jr. <ben|amin.cortez@co.hidalgo.tx.us> Wed, Mar 1, 2023 at 4:08 PM
To: Guadalupe Garcia <guadalupe.garcla@co.hidalgo.ix.us>
Ce: Varonica Cuate <veronica.cuale@hchd.org>, "flores, nellie” <nellie.flores@co.hidalgo.tx.us>, Eduardo Beimarez <eduardo.beimarez@co.hidalgo.tx.us>, Eduardo
Ollvarez <eddie.olivarez@hchd.org>, Olga Garza <olga.garza@co.hidalgo tx.us>

Good afternoon, Lupita,

Please find the attached Agenda ltlem mamo for this sole source declaration request. The item has been placed en the upcoming (3/7/23) CC Regular Agenda as
Al-89904,

Should you have any guestions or concerns, please don't hesitate to reach oul,

Kindest Regards,

Benjamin Cortez Jr.
Contract Specialist |

Hidalge County Purchasing Department
2802 South Business Highway 281, Edinburg, Texas 78539
Office: (956) 318-2626 Ext.4879

Email: benjamin.corez@co.hidaigo.ix.us

CONFIDENTIALITY NOTICE

This transmission Is intended for the sole use of the Individual andlor entity to whom it Is addressed, and may contain information
and/or attachments that are privileged, confidential and exempt from disclosure under applicable law. 1If the reader of this
transmission Is not the intended reciplent, you are hereby notified that any distclosure, dissemination, distribution, duplication or
the taking of any action in reliance on the contents of this transmission by someone other than the intended addressee or its
designated agent is strictly prohibited. Iif your receipt of this transmission Is In error, please notify the sender by replying
immediately to this transmission and destroy the transmission.

On Mon, Feb 27, 2023 al 9;39 AM Guadalupe Garcla <guadalupe.garcia@co.hidalgo.ix.us> wrote:
Ben:
Good morning, can you please vonfivm if this will go on the March 7, 2023 agena? Thank you.
' Guadalupe V. Garcia,
| Division Manager I, CDBG
Hidalge County-Urhan County Program
ORG-TRF.8127 Exi, 2237
https /iwww.hidalgocounty.us/618/Urban-Counly

i Peter 4:8. There is no fear in love,

On Mon, Feb 27, 2023 at 8:24 AM Veronlca Cuate <veronica.cuate@hchd.org> wiote!
! : Please sae lha comploted affidavit. Let me know if we need anything else.

: Thanks,
Veronica

{ ! On Frl, Feb 24, 2023 at 4:54 PM Veronica Cuate <yeronica.cuate@hchd.org> wrote:
i | i Ses Scle vendor updale halow,




Affidavit  Bxensts @iy

Tom Ceflier
[T

Vedonics,

%

s are 611l warking 50 the affidavit Y4 have a notary sad the CFO has the afidavitio shgn  Gating ie bxs sHiher togethes has been \heissus. Even the astional sales directat is invotved In galing this complaiad 1wt continud to vioik on gsiiing

Iisis ta you
Best

Tom

On Wed, Fab 22, 2023 at 11:53 AM Veronica Cuate <veronica.cuale@hchd.org> wrote!
! Vendor replied they shoutd have it completed by tomorrow.

On Wed, Feb 22, 2023 at 9:48 AM Guadalupe Garcia <guadalupe.garcia@co hidalgo.fx.us> wrote:
Veroniea:

Let me know if there is anyLhing we can do to help speed up the process.
Thanks for your prompt response and attention.

I'm excited!

Have a blessed day!

Guadatupe V., Gaccia,

Division Manager [T, CDBG

Hidaige County-Urhan County Program

| 056.787-8127 Tixt, 2237

f htlps:h’www.h%daigocounty.usi618/Urban-Counly

1 Peter 4:8. Thete Is no fear in love.

On Wed, Fab 22, 2023 at 9:43 AM Veronica Cuate <veronica.cuate @hchd.org> wrote:
| Letme follow up with the vendor,

| On Wed, Feb 22, 2023 at 9:39 AM Benjamin Cortez Jr. <benjamin,.cortez@eo hidalgo.ix.us> wrole:
'! Good morning, Veronlca,

i 3:00pm,

Pleass don't hesitate to reach should you have any questions.

Kindest Regards,

Benjamin Cortez Jr.
Contract Speciallst |

A Hidalgo County Purchasing Department
! 2802 South Business Highway 281, Edinburg, Texas 78539
Office; (956) 318-2626 Ext.4879

i Emaik: benjamin.coriez@co.hidalga.tx.us

D

. CONFIBENTIALITY NOTICE

|
a
i
.
i

I would really like to get this item on the agenda for sole provider so that we can move forward to purchase as saon as possible.

i

! Would you kindly provide me with an updale regarding the execulion of the sole source affidavil requested from BioMerieux last week. | know
P time is a hlg concern on this project, so I'd like to get this item on the agenda for the upcoming March 07, 2023 Commissioners

| Court meeting. To do so, we would have to have ali documentation ready to submit by Wednesday, March 1, 2023 no later than

This transmission is Intended for the sole use of the individual andior entity to whom it 1s addressed, and may contaln
information andior attachments that are privileged, confidential and exempt from disclosure under applicable law. If

|
|
. S‘fhe reader of this transmission is not the intended reclpient, you are hereby notified that any disclosure,




dissemination, distribution, duptication or the taking of any action in reliance on the contents of this transmission by
someone other than the Intended addressee or its designated agent Is strictly prohibited. If your receipt of this
transmission is In error, please notify the sender by replying immediately to this transmission and destroy the
| transmission.

On Tue, Feb 14, 2023 at 12:06 PM Veronica Cuate <varonica,cuate@hchd.org> wrole:

E : Benjamin,
L

Please see my responses below and let me know if you need additional information. Attached Is the patent document
and | sent the affidavit to BloMerieux to complete,

1. Explain why the request of services or goods cannot be competitively bid and why this purchase is economically only
available from a single source?

- The only multiplex assay FDA-cleared for 22 gastrointestinal pathogen targets, the utility of a multiplex
gastrointestinal panel will aid in Epidemiclogical outbreak investigations.

2. Describe the unigueness of items or services to be procured from the proposed vendor (e.g., compatibifity or patent
{ssues),

= - Patent covers methods for sample preparation and two-step multipiex polymerase chain reaction (PCR) in a sealed
: conlainer.

3. How did the agency determine that the item or service is only available from one source {e.g., market survey results,
i independent agency research, patented or proprietary system}.
- United States Patent and Trademark Office has issued U.S, Patent No. 8,394,608 covering the company’s
FilmArray system with exclusive right to the patented technology.

' ; | On Tue, Feb 14, 2023 at 10:03 AM Benjamin Cortez Jr. <bsnjamin.cortez@co.hidalgo.ix.us> wrote:

Good morning, Veronica,

. Please provide answers to the foliowing questions, al your earliest convenlence. These answars will assist us in preparing the Sole Source
¢ Juslification we will present to the Commissioner's Court,

1. Explain why the reguest of services or goods cannot be competitively bid and why this purchase is ecohomically
only available from a single source?

2, Describe the unigueness of Items or services to be procured from the proposed vendor (e.g., compatibility or
patent issues).

i
1
P
i

: 3. How did the agency determine that the itern or service is only available from ohe source {e.g., market survey results,
w independent agency research, patented or proprietary system),

: w Additionally, | am aftaching a PDF contalning our department's "Sole Source Affidavit.” Please forward this fo your contact at BioMerieux. Have
‘ i them exscute the affidavit, and return il to us at thelr earliest convenience.

Should you have any queslicns, please don't hesilate 1o reach out.

: P ' Kindest Regards,

Bengamin Cortez Jr.
, Contract Specialist |

Vo Hidalgo County Purchasing Department

2802 South Business Highway 281, Edinburg, Texas 78539
i Office: (956) 318-2626 Ext.4879

Emalk banjamin,cortez@co.hidalgo.tx.us




i
|

. 1 CONFIDENTIALITY NOTICE

: {‘ This transmission is intended for the sole use of the Individual and/or entity to whom it is addressed, and may

[ | contain Information andfor attachments that are privileged, confidential and exempt from disclosure under

© | applicable law. If the veader of this transmission is not the intended rociplent, you are hereby notified that any
. disclosure, dissemlnation, distribution, dupfication or the taking of any actlon In reliance on the contents of this

- . transmission by someone other than the intended addressee or Its designated agent is strictly prohibited. If your
. receipt of thls transmission s in error, pfease notify the sender by replying Immediately to this transmission and
- destroy the transmission,

- On Mon, Feb 13, 2023 at 11:02 AM Guadelupe Garcia <guadalupe.garcia@co.hidalgo.tx.us> wrote!
. Mr, Belmarez;
* Good merning, 1 hope this email finds you well, Per your gunidance, the UCP is requesting that your staff assist us with: the sole
provider designation for the vendor attached below. As you ave currently aware, the UCF will be proeuring the purchase of the approved
" equipment for the PF_Health Faeility Under the UCP 2020 CDBG-CV funding.

The vendor who provides the PCR Machine that we are looking for is the only vendor who can provide the machine with the specific
capabilities and specific testing capacity. Shoultd you need additional information regarding the PCr Machine descriplion and capabilities,
please reach Ms, Veronica Cuate at your earliest convenience, If necessary we can set up a meeting between the UCP, Purchasing and the
Health Department staff. Please let me know at your convenience and I can scheduie that accordingly.

Again, thank you in advance for yowr prompt response and attention to this matter.

Guadalupe V. Garcia,
i 1 Division Manager II, CDBG
.~ Hidalgo County-Urhan County Program

: 956-787-8127 Ext, 2237
~ https/Awwnw. hidalgocounty.us/618/Urban-County

i Peter 48, There is no lear in love,

---------- Forwarded message ---------
.+ From: Veronica Cuate <veronica.cuate@hchd.org>
- | Date: Mon, Feb 13, 2023 at 9:40 AM
© ¢t Subject: Sole Provider Designalion request
- 17 To: Guadalupe Garcla <guadalupe.garcia@co.hidatgo.tx.us>, Eduardo Ollvarez <eddie.olivarez@hchd.org>, Rigoberto Hinojosa
© <rigoberlo.hinojosa@hchd.org>

Please see the fallowing instrument spacs and Sole source islter. Piease proceed with sole provider designation,

. Mrs. Veronica Cuate, MBA, BSMT

" Lab Manager 1il

" Health & Human Services Department
1304 South 25th Avenue

: Edinburg, Texas 78642

“{956) 383-6221

The information transmitted by this email is intended only for the person or entity fo which it is addressed.
This email may contain proprielary, business-confidential and/or privileged material. If you are not the
intended reciplent of this message, be aware that any use, review, retransmission, distribution, reproduction
or any action taken in reliance upon this message Is strictly prohibited. If you received this in error, please
contact the sender and delete the material from all of your systems.

; Thank you,

Mrs. Veronica Cuate
. Lab Managar lll

- The information transmitted by this email is intended only for the person or entity to which it is addressed. This
~email may contain proprietary, business-confidential and/or privileged material. If you are not the intended
recipient of this message, be aware that any use, review, retransmission, distribution, reproduction or any




- action taken in refiance upon this message is strictly prohiblted. If you received this in error, please contact the
i sender and delete the material from alf of your systems.

bbb ¢ Thank you,

: Mss, Veronica Cuate
P ¢ | Lab Manager Il

The information transmitted by this email is intended only for the person or entity fo which it is addressed. This
emall may contain proprietary, business-confidential andfor privileged material. If you are not the Intended reciplent
of this message, be aware that any use, review, retransmission, distribution, reprodugtion or any action taken in
reliance upon this message Is strictly prohibited. If you received this in error, please contact the sender and delete
the material from all of your systems.

: 1 | Thank you,

Mrs. Veronica Cuate
Lab Manager Il

g Thank you,
* | Mrs. Veronica Cuate
Lab Manager i

: Thank you,

- Mrs. Veronica Cuate
7 Lab Manager Il

' The information transmitted by this email is intended only for the person or entity to which it is addressed. This email may
contain proprietary, business-confidential and/or privileged material. If you are not the intended recipient of this message,

 be aware that any use, review, retransmission, distribution, reproduction or any action taken in reliance upon this

| message is strictly prohibited. If you received this in error, please contact the sender and delete the material from all of

| | your systems.
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