Notice of Intent to Certify Sole Source

To: Interested Parties

From: Stacy Baldwin
Agency Procurement Officer

Date: April 21, 2016

Re:  Sole Source Certification Number SS5029 for BioFire FilmArray 2.0 System and
FilmArray Panel Kits

Contact Email Address: solesource@umc.edu

Sole Source Certification Award Details

Regarding UMMC Sole Source Certification Number SS5029 for BioFire FilmArray 2.0 System
and FilmArray Panel Kits, please be advised that UMMC intends to award the purchase of the
BioFire FilmArray 2.0 System and FilmArray Panel Kits to BioFire Diagnostics Inc Div
bioMerieux SA as sole source provider of the BioFire FilmArray 2.0 System and Panel Kits.

UMMC issues this notice in accordance with Mississippi state law, policy, and procedures for
sole source procurements.

Sole Source Criteria

1. Where the compatibility of equipment, accessories, or replacement parts is the paramount
consideration (and manufacturer is the sole supplier).

2. Where a sole supplier’s item is needed for trial use or testing.

3. Where a sole supplier’s item is to be required when no other item will service the needs

of UMMC.
Schedule
Task Date
First Advertisement Date April 21, 2016
Second Advertisement Date April 28, 2016
Response Deadline from Objectors May 5, 2016, at 3:00 p.m.
Central Time
Notice of Award/No Award Posted Not before September 16, 2016



mailto:solesource@umc.edu

Project Details
1. Describe the commodity that the agency is seeking to procure:

The University of Mississippi Medical Center (UMMC) seeks to purchase BioFire
FilmArray 2.0 system to use with the company’s Meningitis panel, Blood Culture
Identification (BCID) Panel, Respiratory panel, and Gl panel. The FilmArray 2.0 platform
provides rapid, easy to set up multiplex polymerase chain reaction (PCR) assays for
meningitis, blood cultures, respiratory pathogens and gastroenteritis. It is fully automated
after initial setup, so that it can be run twenty-four hours per day. The BCID panel will
provide a diagnosis in about an hour for 27 of the most likely causes of blood stream
infections, including gram positive and gram negative bacteria as well as yeast, together
with preliminary susceptibility information. The meningitis panel diagnoses meningitis
caused by fourteen of the most likely bacterial, viral and fungal causes. The respiratory
panel includes polymerase chain reaction (PCR) for twenty of the most likely bacterial and
viral causes of upper respiratory infection. The Gl panel diagnoses gastroenteritis from
twenty-two of the most common bacterial, viral and parasitic causes.

2. Explain why the commodity is the only one (1) that can meet the needs of the
agency:

The BioFire FilmArray 2.0 is currently the only system U.S. Food and Drug
Administration (FDA) cleared to provide multiplex molecular meningitis testing and the
only FDA cleared platform to provide multiplex rapid blood culture diagnostics that
include bacteria as well as yeast in a single panel.

Meningitis

Currently, meningitis diagnostics at UMMC labs are limited to bacterial culture, which
has very poor sensitivity. The send out meningitis PCRs have a turnaround time of 2-3
days, and longer on weekends; turnaround time is similar for bacterial culture.
Furthermore, empiric meningitis therapy results in multiple intravenous antimicrobial
agents, often with substantial toxicity. Being able to reach a positive diagnosis faster has
the potential to vastly improve patient care by reducing antibiotic and antiviral use and
preventing toxicity. It may also help to identify patients who will be less likely to require
admission or continued stay in the hospital.

This empiric therapy often begins before image result for cerebrospinal fluid (CSF) can
be obtained for culture, which makes diagnosis by culture less sensitive, and is a
shortcoming overcome by multiplex molecular assays.

Other available viral meningitis diagnostics, bacterial antigen testing, either lack both
sensitivity and specificity or require selection of individual agents; most also have
substantially greater turnaround time requiring batching and complex setup. Because of
the severity of the illness and the scarcity of diagnostic CSF fluid, testing for the many
possible causes of meningitis in this manner is impractical and often impossible, forcing
the lab and clinicians to prioritize their differential diagnosis when in fact the clinical



syndrome caused by these fourteen pathogens is similar. The BioFire FilmArray 2.0
System and FilmArray meningitis panel kit is the only FDA cleared molecular multiplex
diagnostic panel for meningitis.

Blood cultures

Currently, blood culture identification and susceptibility require about two days; BioFire
FilmArray 2.0 System and FilmArray Panel Kits test turnaround time will be two hours
or less. In the setting of potential blood stream infection, this rapid information is critical
in allowing tailored antibiotic therapy. Such interventions also greatly improve the
rapidity with which we can identify probable contaminants, potentially allowing
cessation of unnecessary antibiotic treatment, decreased lengths of stay, and preventing
the resulting toxicity from additional drug exposure. There is no other testing solution
that provides this information as rapidly or does so for gram positive and gram negative
bacteria as well as for yeast in a format suitable to 24 hour testing.

Explain why the source is the only person or entity that can provide the required
commodity:

The BioFire FilmArray 2.0 system only runs FilmArray Panel Kits; the two are designed
exclusively for each other. BioFire Diagnostics, LLC is the manufacturer and exclusive
distributor in the acute care 150 bed and larger hospital market for the FilmArray 2.0
System and Panel Kits.

Explain why the amount to be expended for the commodity is reasonable:
The estimated amount to be expended is for the purchase of the BioFire FilmArray 2.0
System and FilmArray Panel Kits:

FilmArray 2.0 — Quantity 4 $120,000.00
FilmArray Panel Kits 12 month spend  $800,000.00

This amount is within the expected price range for these products.

Describe the efforts that the agency went through to obtain the best possible price
for the commodity:

Through market intelligence, UMMC was able to negotiate best pricing for these products.
All applicable discounts were explored and applied.



Submission Instructions and Format of Response from Objecting Parties

Interested parties who have reason to believe that the BioFire FilmArray 2.0 System and
FilmArray Panel Kits (hereafter, “Products”) should not be certified as a sole source should
provide information in the Vendor Form for the State to use in determining whether or not to
proceed with awarding the sole source to BioFire Diagnostics Inc Div bioMerieux SA. The
Vendor Form may be found at
http://www.dfa.state.ms.us/Purchasing/documents/ObjectiontoSoleSourceDetermination. pdf.

Objections must include the certification in Attachment B.

Comments will be accepted at any time prior to May 5, 2016, at 3:00 p.m. (Central Time) to
solesource@umc.edu. Responses may be delivered via email to solesource@umc.edu. UMMC
WILL NOT BE RESPONSIBLE FOR DELAYS IN THE DELIVERY OF RESPONSES. Itis
solely the responsibility of the Interested Parties that responses reach UMMC on time.
Responses received after the deadline and responses that lack all required information will be
rejected. UMMC reserves the right to inspect Interested Party’s commodity for comparison
purposes.

If you have any questions concerning the information above or if we can be of further assistance,
please contact solesource@umc.edu.

Attachment A-D: Vendor Correspondences
Attachment E: Objection Certification
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Attachment A

March 31, 2016
Ee: FilmArray* Meningitis Encephalitis (ME) Panel Kit Sole Source Justification
To Whom It May Concem:

The MenmgtisEncephalitis (ME) Panel kit that nms on the FilmArmray System is the only FDA-cleared sample-to-
answer test capable of simltaneously testing for fourteen of the most common canses of

Ceniral Nervous System (CNS) mfections from a smele patient sample consisting of cerebrospinal fhmd (CSF).
These targets include bacteria, vimeses and fimgn. The FilmArray 1s the latest in vser-foendly automated nmltiples
PCE. that integrates sample preparation, amplification. detection, and analysis info one easy-to-use system with a test
tum-around fime of about cne hour. The FilmArmay System:

1. Can perform DNA/FNA extraction, punification and highly multiplexed PCE

2. Can generate_ detect and analyze PCE. melting curves. The analysis mclndes a meta-anatysis of all apphicable
conirols and gene targets required for determination of a single result for each organism included n the multiplex
Teaction

3. Is compatible with 200l CSF samples.

4. Sensitivity and specificity of the System is comparable to that of common commercially available real-time PCE
Instrments.

3. Requires less than five minutes for set up and completes a nm in about one hour.
6. Ships with Windowse and analysis software.

7. Is capable of reading bar codes.

8. Is fully automated following initial nm set-up.

9. Contamns all necessary reagents for sample prep, PCE and detection and reagents can be stored at room
temperature.

BioFire Diagnostics, LLC is the manufacturer and exclusive distnbutor in the acute care 150 bed and larger hospital

muarket for the FilmArray System and the FilmArray Menineitis Encephalitis (ME) Panel, Respiratory Panel (BF),
Blood Culture Identification (BCID) Panel, and Gastromtestinal (GI) Panel.

Please feel free to contact me if you require any firther mformation ((801) 736-6334 x463).
Sincerely,

[
f,x"l,»m .-r-.r L

Wadgﬂtenm
Semior Vice President of Sales and Marketing
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Attachment B

Juoly 232014

Re: FilmArmay® BCID Kit Sele Sunrce Judification
To Whom ¥ May Concern:

The FilmAray Syslem is the lalest in user-friemdly sstonmted multiplex PCR The FilinArray
micples sample peepacation. amplification, detection, and analysis #Wio Dne essy-in-use
system. Capable of defecting 27 Blood Culture Identification (IBCID) targets in one sample in
approximately one hour, the FilmAmay Systes

1. Can pevform DNA/RNA exiraction, purification and highly multiplexed PCR,

2. Can geserate, defect and analyze PCR melting corves. The analysis faclindes a
meta-analysis of all applicable contvols and gene targeis required for determination
of 2 smyde result for each orgamism incloded in the multiplex resction.

3. Can suppost fhioresrence acqnisition LED excitatinn.
is capable of simufteneows datection =ud entification of moltiple bactenal ami
yarst naclerc acuds and selact penetic detetmaemts of antimscrobial resistance.
5. Sensitivity and specificity of the system is comparable v that of common
commercially avaitable real-time PCR instruments.
15 10 X 13.3 x 6.3 inches and weighs 20 pounds.
Kequires less than five minmes for set up and completes a rum in about one hour.
Ships with a WindowsE-based computer aud analysis software,
. 4 capable of reading bar codes.

lo Is fully sutpmated following mitial nm sed-up.

11. Coutsns afl sevessar y reagents for sample prep, PCR, and detection

12. Is only available throuph BioFire Disepastics, LLC. in the USA.
BioFire Diagnostics, LLC is the manufactures and exclusive distributor in the acute care 150 bed and
jarper huspital market for the FimAmay System and the FilmAmray Meningitis/Cncephalitis (ME)
Panel, Respiratory Pane! {RP), Blood Culture |dentification {BOD) Panel, and Gasbrointestinal {Gi)
Panel.
Please fecl five fo contect me if you require amy Gather mfrmation ((801) 736-6354 z463).

At A=

Wade Stevenson
Vice President of Sales and Marketing
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Attachment C

May 12 2014

Re: FilmArrayD Gastrolatestnad (O Pared iz Sele Sonree Jnsificatton
To Woos: Tt Mav O ncerm:

The FilmAzey Sysbess is e Lred n yser-fiicodiv aromated multigles PUR. The FikmArmay

mizerntes sample preparaion. amplificstion. dstecdor, snd anabads o one eesy-lo-gse

Trstam. (epohic of defecting 22 (rostroiniestened femeels ioclosive of bocleme virwsts emd

parasites in one sample io aporgwimatedy cne harr, the FilmAray Sysiann:

b, Cws pertorm DREARNA eopackion, puritication and Rizhty mulizploxed PCR

Z. Cam generate, defect and analyre PO meltme corves. The anelvels mvciudes 8 mein-
annlysts of alt applicable coatonls sl cone tangsts regoired fiv determination of a sigie
resnlt for each ompariew inciuded m the arftiplex meaction.

3 Cas soopert fucrascencs acguisition LED sxotRticn.

1. ¥5 corpatible with up 1o 20000 samgles,

5, Sersinvity and specificsn of B svelenl &5 camparslds to tar of comivon Somarercialty
erenilable peai-time POR metrments.

. e 10w 155 5 6.5 Inches and weiehs 20 povads

7. Reguires 1zss than five mimies for set wp and completes a nm in shoul ore hoo,

. Ships with a Window 8 beved comtpule aod qmivais sofiwane,

4 |15 capable of rapding bar codes.

1 15 fulky muoimated folbowing indfial ree set-up.

11, Comraing all necessary regsenis for sampte prep, PUR, and deteciion

12, 15 ooy avaiiebie thromgh BioFics Hagnostics, LT in the T28A.

BinFre: agnosiics, WL is the manutaciurer and exchisie distibuto- in the zoute cars 150 bed and
larger ospital market far twe Firamray Syslen: and the FirmAmray Meningitis/E noephalitis [IE)
Paviet, Respiratony Fane] (RPY, Blood Cutrare 1dentificatioh [BCI0) Paned, and Gastointzsting! (51
Parws], . .

Please feel tree 20 conmact e B vonr require any futher intopmation (0801 7366354 23631,

Sincerely,

ci;w/ ol zE _--H_hﬁ__

Warde Slevenson
Wipe Preadent of Sales xad Marketing
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Attachment D

July 28,2013

Re: FilmATTay® Respiratory Pathogen Panel Kit Sole Sowrre Justiication
1o Whom It May Concem:

The DimArray System i the ixtest i user-Fiendly mtomatod meltiplex PUR. The FilmAray
ipzaratcs saEpic preparstion. smplification, dotovtion, snd analysis mie one cusy-fo-asc syshemn
Cspable of defectiny 20 Respimalory Puthogen Ponel (RE) turgets m one sanple in approximately
ono bour, the FikmArmy System:

Can generaks, delecd snd analyze POR meling curves.  The mnalysis includes 8 mein-
3nahysis of all epphicsbic contraly and gene largels required for defermination of a wngle
result fur cach niganistn incladed o the smdiplex eaction

Cun support fluorescence seqiiisition LED excitation,

Can process Nosophanmaeaal Swah.

Is compatiblc with up to 250ul suaplcs.

Seasifivity amd specificity of 1he system & compaable o thai of commes commercally
aveilnhie real-tivae POR instroments.

7. B 10 x 15.5 x 6.3 inches and weighs 20 pounds.

8 Regusires less Sum Gve mimnes for 5o vp and compleses i run in abowt ong T,

9. Ships with 2 Windows-basad computar and anaiysis softwarc.

1. Is capuble of reading bar codes,

11. Is filly aulcmated lollovwmg matud rm set-up.

12. Comtams 2 necessary reapenis Sor sacapde prep, PCR_ 2nd Jetection

13, Ts onty available through Riokire isgaostics, L1C. i the (SA

BloFire Uiaghastics, LLC is the manufacturer and exclusive distributeor in the acute care 150 bed and

larger hospital market for the FilmArray System and the FilmAsray Meningitis/Encephalitis {MF)
Panel, Resspiratory Paned (RP), Blood Culture identification {(BCID) Panel, and Gastrointestinal {Gl)
Panel

Please fecl froe 1o contact me if you roguire agy fuvther information ((801) 736-6354 x463),

Sincerely,

a,./..( - il

Wadc Sicvensom

Viee President of Sales and Markcting
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Attachment E

SUBMITTED IN RESPONSE TO
Sole Source Certification No. SS5009
Accepted until May 5, 2016, at 3:00 p.m.

I certify that the information contained in this objection is true and accurate to the best
of my knowledge. | understand that UMMC will investigate all statements made in this
objection and that any false or misleading information provided may result in adverse

action.

Objector Name
Objector’s title

Date




