PUBLIC PROCUREMENT
REVIEW BOARD

SPECIAL TELEPHONIC MEETING MINUTES
Thursday, September 9, 2021

Location: E.T. Woolfolk State Office Building
501 North West Street, Room 1302
Jackson, Mississippi

Board Members Attending Via Teleconference:

Billy Morehead, Chair

Norman McLeod, Interim Vice Chair

Rita Wray

David Russell

Liz Welch, Department of Finance and Administration

DFA Staff Members Present:  Aubrey Leigh Goodwin
Ross Campbeli
Brittney Thompson
Suzanne Hudson
Liz DeRouen
Kevin Griffin

DFA Staff Members Attending Via Teleconference:

Catoria Martin, Special Assistant Attorney General
Liz Bolin, Special Assistant Attorney General

Guest Attending Via Teleconference:

Matt Dry, PEER

HemoCue America (HemoCue/Protestor)
Orlando “Rod” Richmond, Esq., Butler Snow LLP
Mark Garriga, Esq., Butler Snow LLP
Hunter Bennett, Esq., Covington & Burling LLP
Evan Sherwood, Esq., Covington & Burling LLP

Mississippi State Department of Health (MSDH/Agency)
Jennifer Dotson, Director of Procurement
Kevin Pearson, Project Director
Sharon Dowdy, Chief Financial Officer
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Teselyn Funches, Procurement Coordinator
Laura Tucker, Director of Public Health Nursing
LaTeshya Martin, Special Assistant Attorney General for MSDH

EKF Diagnostics, Inc. (EKF/Intended Awardee):
John Lassiter, Burr Forman LLP
Josh Stover, Burr Forman LLP
Pat Breheny, Public Health Sales Specialist
Jami Meeks, Vice President, Strategic Business Development

Ms. Goodwin identified all participants, both present and those attending via teleconference.

.  Call to Order
The meeting was called to order by Chair Billy Morehead.
Il. Consideration of Protest

A. Protest; HemoCue America (HemoCue) v. Mississippi State Department of Health
(MSDH); Contract for Hemoglobin Analyzers and Microcuvettes (RFx # 3140002081)

1. HemoCue (Protestor)

e Mr. Richmond presented arguments on behalf of the Protestor. He reserved five (5)
minutes for rebuttal.

2. Mississippi State Department of Health (Agency)
e Ms. Martin presented arguments on behalf of the Agency.
3. EFK Diagnostics (EKF)
e Mr. Lassiter presented EKF’s response to the protest.
4. HemoCue Rebuttal
e Mr. Richmond presented rebuttal for the Protestor.
Following rebuttal, questions from the Board were addressed.
B. Record on Appeal
i. HemoCue Protest to MSDH dated April 26, 2021
ii. MSDH Response dated June 22, 2021

iii. HemoCue’s Appeal to PPRB dated July 1, 2021
iv. EKF’s Response to HemoCue’s Appeal dated July 30, 2021
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The Protest documents are attached to these Minutes as Attachment A.l, A.ll, A.lll, and
A.lV.

Action: A motion was made by Mr. McLeod to close the meeting to determine whether or
not to declare an executive session. The motion was seconded by Mr. Russell
and unanimously approved by all members present.

Mr. Morehead announced the meeting would close while the public was excused from the
meeting so that the Board could determine whether to into Executive Session. Only DFA staff
and Board members would remain on the teleconference while the Board members determined
whether an Executive Session was appropriate.

Ms. Goodwin outlined the procedure for participants to reenter the meeting after the conference
line was muted for the Board to discuss whether Executive Session would be entered or not.

Action: Mr. McLeod made a motion to go into Executive Session in accordance with
Mississippi Code Section 25-41-7(4)(b) for the purpose of strategy sessions or
negotiations with respect to issuance of an appealable order when an open
meeting would have a detrimental effect on the litigating position of the PPRB.
The motion was seconded by Mr. Russell and unanimously approved by all
members present.

After the conference line was unmuted, Mr. Morehead announced to the public that the Board
was entering Executive Session in accordance with Mississippi Code Section 25-41-7(4)(b) for
the purpose of strategy sessions or negotiations with respect to issuance of an appealable order
when an open meeting would have a detrimental effect on the litigating position of the PPRB.
Everyone except the Board members and DFA staff was excused until the Board concluded its
Executive Session.

Ms. Goodwin outlined the procedure for participants to reenter the meeting when the Board exits
Executive Session.

lll. Executive Session
While the public was excused from the teleconference, only discussion of the protest was had.

Motion: A motion was made by Ms. Wray to find in favor of the Protestor and direct the
agency to either award a contract to HemoCue for the 301 product or reissue the
procurement, after researching the product and revising the specifications to
clarify the minimum requirements and specifically, determine whether the B.7 “30
seconds or less” is a must or whether there are acceptable qualifiers. The motion
was seconded by Mr. McLeod and unanimously approved by all members
present.

Ms. Goodwin identified all participants as they rejoined the Open Session of the teleconference
meeting which reconvened at 10:15 a.m.

PPRB Special Telephonic Meeting Minutes
Woolfolk Building, 13 Floor Conference Room
September 9, 2021

Page 3 of 4



Mr. Morehead announced that during Executive Session the Board conducted strategy sessions
and negotiations regarding an appealable order. Mr. Morehead reported that the Board
unanimously found in favor of the Protestor, and directs the agency to either award a contract to
HemoCue for the 301 product or reissue the procurement. Furthermore, if the agency chooses
to reissue the procurement, then the Board recommends the agency research the product and
revise specifications to clarify the minimum requirements and specifically, determine whether
the B.7 "30 seconds or less" is a must or whether there are acceptable qualifiers. Counsel for
the Board was directed to prepare a written Order in conformance therewith, which will be sent
to all parties.

IV. Other Business

A. Ms. Goodwin gave an update on the Department of Education (MDE). She stated that as
of Wednesday, September 8, 2021, MDE notified DFA staff that they will not request a
Special PPRB Meeting for emergency procurements. MDE has determined there is time
to issue those procurements following nonemergency procurement procedures and
regulations.

B. Next Regular PPRB Meeting is October 6, 2021 at 9:00 a.m.
V. Adjournment

Action: A motion was made by Mr. Russell to adjourn. The motion was seconded by Mr.
McLeod and unanimously approved by all members present.

These Minutes of the Public Procurement Review Board were approved by the members on the
3 of November, 2021.

W@M 1,(1{[24

Billy Morehead, Chair Date
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REVIEW BOARD

STATE OF MISSISSIPPI
GOVERNOR TATE REEVES

DEPARTMENT OF FINANCE AND ADMINISTRATION

LIZ WELCH
EXECUTIVE DIRECTOR

—

NOTICE

A Special Meeting of the

PUBLIC PROCUREMENT REVIEW BOARD

will be held Thursday, September 9, 2021
9:00 a.m.

*This Meeting will be via teleconference.
Public access to the meeting will be provided telephonically.
For access to the call, please send a request to PPRB@dfa.ms.gov*
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Telephonic Regular Meeting
September 9, 2021
9:00 a.m.

BOARD MEMBERS ATTENDING VIA TELECONFERENCE

Billy Morehead
Norman McLeod
Rita Wray

David Russell
Liz Welch
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PUBLIC PROCUREMENT REVIEW BOARD

Telephonic Special Meeting
September 9, 2021
9:00 a.m.

STAFF ATTENDING VIA TELECONFERENCE

NAME AGENCY/COMPANY

Torri Martin Special Assistant Attorney General

Liz Bolin Special Assistant Attorney General
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PUBLIC PROCUREMENT REVIEW BOARD
Telephonic Special Meeting
September 9, 2021
9:00 a.m.

GUESTS ATTENDING VIA TELECONFERENCE

NAME AGENCY/COMPANY

Matthew Dry PEER

Jennifer Dotson Mississippi State Department of Health
Sharon Dowdy Mississippi State Department of Health
Teselyn Funches Mississippi State Department of Health
Laura Tucker Mississippi State Department of Health
Kevin Pearson Mississippi State Department of Health
LaTeshya Martin Mississippi State Department of Health

HemoCue America:
Orlando “Rod” Richmond, Butler Snow LLP
Mark Garriga, Butler Snow LLP
Hunter Bennett, Covington & Burling LLP
Evan Sherwood, Covington & Burling LLP

EKF Diagnostics, Inc.:
John Lassiter, Burr Forman LLP
Josh Stover, Burr Forman LLP
Pat Breheny, Public Health Sales Specialist

Jami Meeks, Strategic Business Development



PUBLIC PROCUREMENT
. REVIEW BOARD
SPECIAL TELEPHONIC MEETING AGENDA
Thursday, September 9, 2021
9:00 a.m.

*This Meeting will be via teleconference. Public access to the meeting will be
provided telephonically. For access to the call, please send a request to
PPRB@dfa.ms.gov*

l. Call to Order
Il. Consideration of Protest

A. Protest: HemoCue America (HemoCue) v. Mississippi State Department of Health
(MSDH): Contract for Hemoglobin Analyzers and Microcuvettes (RFx # 3140002081)

Protestor will have 20 minutes to present; may reserve 5 minutes for rebuttal
Agency will have 20 minutes to present

Intended Awardee will have 10 minutes to present

Protestor will have 5 minutes for rebuttal

= 0019 =

Representatives for HemoCue (Protestor):

Orlando “Rod” Richmond, Esq., Butler Snow LLP, Counsel for HemoCue America
Mark Garriga, Esq., Butler Snow LLP, Counsel for HemoCue America

Hunter Bennett, Esq., Covington & Burling LLP, Counsel for HemoCue America
Evan Sherwood, Esq., Covington & Burling LLP, Counsel for HemoCue America

Representatives for MSDH (Agency):

Jennifer Dotson, Director of Procurement

Kevin Pearson, Project Director

Sharon Dowdy, Chief Finance Officer

Teselyn Funches, Procurement Coordinator

Laura Tucker, Director of Public Health Nursing

LaTeshya Martin, Special Assistant Attorney General for MSDH

Representatives for EKF Diagnostics, Inc. (EKF)(Intended Awardee):
John Lassiter, Counsel for EKF

Josh Stover, Counsel for EKF

Pat Breheny, Public Health Sales Specialist, EKF

Jami Meeks, Vice President of Strategic Business Development, EKF
Ralph Guetlein, Global Director, Devices and Instrumentation, EKF
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B. Record on Appeal

I. HemoCue Protest to MSDH dated April 26, 2021
ii. MSDH Response dated June 22, 2021
iii. HemoCue’s Appeal to PPRB dated July 1, 2021
iv. EKF’s Response to HemoCue’s Appeal dated July 30, 2021

lll. Other Business
A. Next Regular PPRB Meeting October 6, 2021 at 9:00 a.m.

IV. Adjournment
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V.

Attachment A

Record on Appeal

HemoCue Protest to MSDH
e Dated April 26, 2021

MSDH Response
e Dated June 22, 2021

HemoCue’s Appeal to PPRB
e Dated July 1, 2021

EKF’s Response to HemoCue's Appeal
e Dated July 30, 2021



Attachment A.l

Record on Appeal
HemoCue Protest to MSDH

Dated April 26, 2021
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CONTAINS CONFIDENTIAL AND PROPRIETARY
INFORMATION WIHICH MAY NOT BE RELEASED WITHO1I'}
THE PRIOR WRITTEN PERMISSION OF HEMOCUE AMERICA

26 April, 2021

Dr. Thomas Dobbs, State Health Officer
&

Chief Procurement Officer

Mississippi State Department of Health

Purchasing Department

Room 137A

The Underwood Building

570 E. Woodrow Wilson

Jackson, MS 39216

Ref: REQUEST FOR QUOTES-FORMAL (RFQF) REVERSE AUCTION
RFx #3140002081 for Hemoglobin Analyzers and Microcuvettes

Dear Dr. Dobbs and Chief Procurement Officer,

This letter serves as HemoCue America, a division of Radiometer America Inc’s
(“HCAM”) formal protest of the award made by the Mississippi State Department of Health
(“MSDH”) under for RFQF RFx#3140002081 (“RFQF”). As the posting of the award notice
was on April 20, 2021, this protest is timely filed and meets the requirements of the Mississippi
Procurement Manual Chapter 6 Legal and Contractual Remedies, which we were instructed by
the agency to follow.

Based on publicly available information, and given that the specifications established in
the RFQF clearly do not include non-invasive technologies, HCAM is the only company that
offers a product that meets the agency’s needs. Indeed, only two other companies make invasive
analyzers — EKF Diagnostics Inc., dba Stanbio Laboratory (“EKE”) and Immunostics, Inc.
(“Immunostics™) — but neither has a product that can meet the solicitation’s requirements. The
agency’s decision not to make award to HCAM was thus unreasonable and contrary to the
solicitation’s terms.

HemoCue America — a division of
Radiometer America Inc.

250 S. Kraemer Blvd,
Brea, CA 9282]
800.881.1611
hemocue.com
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I. The Agency’s Award Decision I's Improper, Because HCAM’s Hb 301 Analyzer Was
the Only Product that Could Meet the Agency’s Minimum Requirements

MSDH’s solicitation sought a hemoglobin analyzer that had several key features. In
particular, the solicitation’s Specification Sheet required the following:

® Section B.5: “Testing sample size must be 10pl or less.”
e Section B.6: “Measuring range must be Hgb: 0-25.6 g/dL.”
o Section B.7: “Measuring time must be 30 seconds or less.”

Exhibit A. In its question-and-answer session, MSDH explained that compliance with these
standards was “mandatory,” because they were “the minimum required” features to meet “the
needs of the agency.” See Exhibit B. The solicitation reiterated this point, stating that “[njon-
responsive bids will not be considered. A non-responsive bid is . . . a bid that does not comply
with the minimum provisions of the specification.” Exhibit. C, § 19.

Measured against that standard, it is clear that none of EKF’s or Immunostic’s products
can comply. Indeed, only HCAM’s Hb 301 product meets these standards.

Immunostic’s hemochroma PLUS System Does Not Comply with the Solicitation

In the 510K Substantial Equivalence Determination Decision Summary for the
hemochroma PLUS System (#K 182298 Attached) (Exhibit D), the hemochroma PLUS System
has a stated measuring range of 5.0-25.6 g/dL and a stated sample volume of 15 microliters.
Immunostic’s hemochroma PLUS System, therefore, cannot meet the requirements established in
#B.5 nor #B.6.

_Differences
Item Device Predicate
hemochroma PLUS System HemoCue Hb 301 System
K182298 : K061047

Test Prineiple Dual wavelengths for Hgb Dual wavelengths for Hgb
measurement and reference measurement and turbidity
absorption. compensation.

Wavelength Dual wavelengths 530 and 850 | Dual wavelengths 506 and
nm 880 nm

Measuring Range 5.0-25.6 g/dL 0-25.6 g/dL

Sample Type Capillary and venous whole Capillary, venous, and
blood arterial whole blood

Samiple Volume 15nL 10uLl

Test time 3 seconds 10 seconds

Parameter(s) Estimation of hematocrit No estimation of HCT
(HCT)

tHlemoCue America — a division of
Radiometer America Inc.

250 S. Kraemer Blvd.
Brea, CA 92821
800.881.1611
hemocue.com
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EKF’s DiaSpect Tm System Does Not Comply with the Solicitation

In 2018, EKF was awarded 510K approval for their DiaSpect Tm System
(#K172173 Attached) (Exhibit E) and CBER clearance of this product was established in 2020
(#BK200520 Attached) (Exhibit F). This device utilizes a reagentless cuvette and has a stated
measuring range of 1.2 — 25.5 g/dl.. Therefore, it does not meet the Mandatory Specification
established in #B.6.

Predicate Device 3 A
HemoPoint H2 Measurement .Candldate Device
Performance DiaSpect Tm system
System (K172173)
(K081719)
Method of detection | Azide methemoglobin Optical absorbance
(Test methodology) | T | S ——
Sample type Capillary, arterial or venous Capillary or venous
Sample volume | 8 uL < 10pL
Cuvette reagent Azide methemoglobin reagent None
components — I -
Cuvette storage | 15 -30°C S o-s°c |
Cuvette 2 canisters of 50 or 4 canisters of | 5 packs of 100
components | 50 b =
Control Kit Two concentration levels of Three concentration levels of
components controls (3 vials ofeach) | controls (1 vial of each)
Quality Control Requires two buffer based Requires three buffer based
controls to validate the controls to validate the
L _calibration - calibration -
Measurement 0.0-25.6 g/dL 1.2-25.5 g/dL
Range
Measuring Time 30-60 seconds 1 second

EKF’s HemoPoint H2/HemoControl System Does Not Comply with the Solicitation

In the FDA 510K approval letter for the HemoPoint H2 product (#K032482 attached)
(Exhibit G), EKF used the HemoCue B-Hemoglobin testing system (an old discontinued system)
as a predicate device and it’s measuring time is the same as that discontinued HCAM system
“approximately 30-60 seconds” (highlighted below). It is also noted that “measuring time
depends on the concentration.” The system is based on an Azide methemoglobin method.
Reagent in the microcuvette interacts with the sample and absorption is measured. This
absorption is proportional to the tHb (total hemoglobin) concentration. Therefore, the measuring

HemoCue America —a division of
Radiometer America Inc.

250 S. Kraemer Blvd.
Brea, CA 92821
800.881.1611
hemocue.com
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time is always to be expressed as a range and can never meet the mandatory specification as
written in #B.7 — “Measuring time must be 30 seconds or less.”

Comparison to Predicate Device:

Spochication HomoPolnt® H2 HemoCue Commsants
instrauient ; No. 1 No.2 Nod €-3.Ne, 2
Measurement range 0 -256 g/dl. 0-256gidL equivalent
Spacifled range 0-256 g/dL 0235 gfdt equivalont
Specifled accuracy 303 g/dL al =14 gfdL 0.3 g/l al =14 gfdL equivalent
s | torial vanaus, Briorial or = venous, arlarlal or ivalont
empla mataria capillary human blood | caipilory hurmnn blood equivalon
h mesauring lime
Approximalely Approximalely
Messunpgiing 30- 60 sec 30 - 60 sec gopangaonthe
concentralion
Measuring units moliL, gidL, g/l motfl., g/oL. gl aguivalsnt
Calibratlon against NCCLS reference | agsinst ICSH reference BLLSle
currenl version of
method mothod the method
Mothod Azidemelhemoglobir Azidemethemogiobin aquivalent
method (Vanzelli) malhod (Vanzolll) q

e | Subst fal Equival
The HemoPoint® H2 Hemnglobin Pholometer and HemoPoint® H2 Cuvetles and Ihe predicate
devices, HemoCue B-Hemoglobin Syslem with microcuvette ara subslantially equivalent based

on design and function.
KO324¢2.

0CT 2 4 2003
510{K) SUMMARY OF SAFETY AND EFFECTIVENESS
{As required by 21 CFR 807.92)

Trade Name: HemoPoint® H2 Hemoglobin Measurement System

Automaled Hemoglobin System

Class: Il
CFR: 21 CFR 864.5620
Product Code: GKR

Common/Classification Name:

Device Glassification:

Stanbio Laboralory
1261 North Main Streel
Boerne, Texas 78006

Manufacturer:

Device Description / Procedure Principle:
The HemoPoint® H2 Hemoglobin Measurement System is comprised of a HemoPoint®
H2 Hemoglobin Photometer and HemoPoint® H2 Cuveltes.

The recognized reference method for tHb determination (tHb = total hemoglobin) is the
cyanmethemoglobin mathod, which is also known as the cyanhemoglabin methed, The blood
sample is diluted 1:251 with a reagenl buffering solution. Here the erylhracytes are hemolysed
and the bivalent iron In oxy- and desoxyhemoglobln are oxidised by the reagent potassium
hexacyarioferrate (lll) lo Irivalent iron and so converted to methemoglobin. Together with
cyanide jons, which are also contained in the reagents, the methemoglobin forms a stable,
colored complex, namely cyanmethemoglobin, This has a wide absorption maximum at 540 nm,
This absorption is proportional to the tHb concentration.

In 1866, Vanzetli suggested tc replace KCN by NaN, and thus was able to reduce the toxicity of
the reagent mixture conslderably.

Vanzell's methed is also known as the azide methemogobin method, A modified azide
methemoglobin melhod is used in the HemoPoint® H2 system.

HemoCue Amecrica — a division of
Radiometer America Inc.

250 8. Kraecmer Blvd,
Brea. CA 92821
800.881.1611
hemocue.com
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Additionally, when the EKF cuvettes were updated in 2008 and a new 510K approval
was received (#K081719 attached) (Exhibit H), this measuring time was reaffirmed and
reapproved as “Approximately 30-60 sec”. While the predicate device is now noted as the
previous version of the H2 cuvette, the measuring time and Azide methemoglobin methodology
do not change.

Comparison to Predicate Device:

HemoPoInt® H2 (current HemoPoint® H2
cuvette) {modified cuvette)

Specification Comments

Measurement range 0-258¢9/dL 0-256g/dL equivalent
Specified range 0-258g/dL 0-256 g/dL equivalent
Specified accuracy 03 g/MdL at= 14 g/dL +0.3 g/dL at= 14 g/dL equivalent
. venous, arterial or venous, arterial or .
ESmi=matersl capillary human blood capillary human blood Equlset
s Approximately Approximately. ;
Measuring time 30 — 60 sec 30 - 60 sec equivalent
Measuring units mol/L, gfdl, g/L molL, g/dL, g/l equivalent
Calibration against NCCLS reference | against NCCLS reference
method method Sia N
Method Azidemethemoglobin Azidemethemoglobin uivalent
method (Vanzetti) method (Vanzett) &q

Finally, in 2003 and updated in 2020, EKF submitted and was granted FDA approval —
(#K031898) (Exhibit I Attached) and (#K200909 Attached) (Exhibit J) — for their HemoControl
device. While these approvals were data based, the measuring time is not changed and the
methodology remains reagent based on Azide methemoglobin.

HemoCue America — a division of
Radiometer America Inc,

250.S. Kraemer Blvd.
Brea, CA 92821
800.881.1611
hemocue.com
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Around the time of the release of the RFQF, EKF Diagnostics started making changes to
the “measuring time definition” publicly attainable on their https://www.ekfusa.com/ website.
The screenshot below was taken on 2/ 1/21, after the publication of the RFQF but before the State
reached a final decision on which analyzers to include in the Reverse Auction.
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EKF’s website makes clear that it can take up to 60 seconds to take a measurement, even
though it may be able to perform in “just 30 seconds” or “from 25 seconds.” At best, EKF offers
a range of time from “25-60” seconds, which does not meet the solicitation’s mandatory

standard.

Thus, HCAM’s Hb 301 Analyzer is the only analyzer that could meet the agency’s
requirements. MSDH should have disqualified the other analyzers and made award to HCAM.

II. MSDH Engaged in Unequal Treatment by Disqualifying HCAM’s Hb 201 Analyzer

On April 8, 2021, MSDH disqualified HCAM’s Hb 201 analyzer from the competition,
because it cannot measure hemoglobin in 30 seconds or less. Despite that, and for the reasons
discussed in Section I, it is clear that the agency selected a hemoglobin analyzer that also cannot
comply with the solicitation’s minimum requirements. Thus, the agency engaged in unequal and
irrational treatment -— MSDH relaxed the solicitation standards for the awardee’s product, but
then applied a strict standard to disqualify HCAM’s Hb 201 analyzer. But for that error, there is
a substantial chance that the agency would have selected the Hb 201 analyzer, because of its
combined competitive price and technical merits. That is a classic example of unequal treatment,

and this protest should be sustained.

HemoCue America — a division of
Radiometer America Inc.

250 S. Kraemer Blvd.
Brea, CA 92821
800.881.1611
hemocue.com
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I11. Conclusion

For the above reasons, MSDH’s award decision was contrary to the solicitation’s
standards and prejudiced HCAM. As the only eligible offeror, there is a substantial chance that
HCAM would have been selected for award, but-for the agency’s evaluation error. To remedy
this error, the agency should direct an award to HCAM, as the only offeror whose product meets
solicitation requirements. Thank you for your time and consideration.

Respectfully,

Mark Bellwood
Director of Sales, Specialty Markets
HemoCue America

(214) 412-8900
mark@hemocue.com

HemoCue America — a division of
Radiometer America Inc.

250 S. Kraemer Blvd.
Brea, CA 92821
800.881.1611
hemocue.com
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MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A.
A.1 Prospective device must be CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed.

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years.

B.3 All units must include a physical set of operating manual and brochures.

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost.

B. 5 Testing sample size must be 10pl or less.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less.

B. 8 Unit must provide memory for no less than 100 test results.

B. 9 Unit must include AC adapters and DC battery options.

B. 10 Unit must have internal self check no less than each time unit is powered on.

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months.
C.2 Expiration date after opening must be greater than or equal to 90 days.
C. 3 Guaranteed pricing of microcuvette supplies for 5 years.

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH
receives a quality product meeting the needs of the agency.
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MississipPl STATE DEPARTMENT OF HEALTH

MISSISSIPPI STATE DEPARTMENT OF HEALTH

MAGIC RFx#3140002081

for

Hemoglobin Analyzers and Microcuvettes

AMENDMENT #3 - ATTACHMENT A
Solicitation Questions and Answers

QUESTIONS

ANSWERS

Are the specifications listed in the MSDhORFX
#3140002081 (in section AA 1; section B.B. 1 —
B10 and section C.C1 = C3) mandatory

specifications?

Yes

What is the process for protesting after the award

for MSDH -RFX 31400020817

This is reverse auction request.
The vendors submit quotes
and the program reviews if
they meet the requirements.
We then do open auction on
or around Wednesday, March
10, 2021. The vendor with the
lowest bid will win the auction.

Can a responding supplier to MSDH RFX 3140002081
submit two unigue bid responses? If so, please

explain the process to do so.

This is up to the vendor.

Page 1 of 1
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MSDH Request for Quotes-Formal (RFQF) Reverse Auction
RFx #3140002081

GENERAL CONDITIONS- REVERSE AUCTIONS

ALL BIDS SUBMITTED SHALL BE IN COMPLIANCE WITH ALL CONDITIONS SET FORTH HEREIN. THE BID
PROCEDURES FOLLOWED BY THIS OFFICE WILL BE IN ACCORDANCE WITH THESE CONDITIONS.
THEREFORE, ALL BIDDERS ARE URGED TO READ AND UNDERSTAND THESE CONDITIONS PRIOR TO
SUBMITTING A BID.

1.

DEFINITIONS

The use of the ward "agency" in any Bid Invitation solicitation or specification shall be intended to mean
state agencles only. The words "governing authority” when used shall be intended as meaning city,
county or other local entities.

PREPARATION OF BIDS

2.1 Responding suppliers must provide a Quote with the initial response. Quotes are utilized by the
Purchasing Agent to determine market pricing and set the auction parameters (e.q., start price). Bids
and/or Quates may be submitted through the State of Mississlppi's e-procurement system (MAGIC),
or in person to the Mississippi State Department of Health, Office of Purchasing ("MSDH" or "the
State"). Paper bids are allowed. All prices and notations must be printed in ink or typewritten. No
erasures permitted. Errors may be crossed out and corrections printed in ink or typewritten
adjacent and must be initialed, in ink, by the person signing bid.

2.2 To submit bids electronically, bidders must ensure they are registered inthe MAGIC system and have
received a login, password, and supplier number and that all technical requirements have been met.

2.3 If a bidder is unwilling or unable to participate through MAGIC, an MSDH representative can enter
the Vendor's bid(s) manually (i.e. Surrogate bidding).

2.4 Bidders participating in person by surrogate bidding must so indicate intheir response to the initial
Requestfor Quote-Formal (RFQF).

2.5 Failure to examine any drawings, specifications, and instructions will be at bidder's risk.
2.6 Price each item separately. Unit prices shall be shown. Bid prices must be net.

2.7 It is understood that reference to available specifications shall be sufficient to make the terms of
such specifications binding on the bidder.

2.8 Bidders must fumnish all information requested inthe bid specifications. Further, when required,
each bidder must submit for bid evaluation cuts, sketches, descriptive literature and technical
specifications covering the product offered. Reference to literature submitted with a previous bid or
on file with MSDH will not satisfy this provision.

2.9 Samples of items, when requested, must be furnished free of expense, and if not destroyed in
testing will, upon request, be returned at the bidder's expense. Request for the return of samples
must be made within ten {10) days following opening bids. Each individual sample must be labeled
with bidder's name, manufacturer's brand name and number, State of Mississippi commodity
number, bid number and item reference.



2.10Time of peformance. The number of calendar days in which delivery will be made after receipt of
order shall be indicated in the bid specifications.

3. BID SUBMISSION

3.1 When submitting a bid electronically, the authorized signature may be typed or be an electronic
signature.

3.2 Bids and modifications or corrections received after the closing time specified will not be considered.

3.3 When submitting the response to the RFQF in MAGIC, bidder must ensure all questions have been
answered within the RFQF and all proposed items in bid have a response.

3.4 Bidders submitting paper responses should submit responses to the MSDH by the response
deadline.

4. ACCEPTANCE OF BIDS

MSDH reserves the rightto reject any and all bids, o waive any informality in bids and unless otherwise
specified by the bidders, to accept any items on the bid. The State reserves the right to madify or cancel in
whole or in part its Invitation for Bids.

If a bidder fails to state the time within which a submitted response will expire, it is understood and
agreed that the MSDH shall have 60 days to accept.

5. ERRORINBID

If a vendor is participating in a Live Auction, the vendor can notify MSDH inthe event of an erroneous bid via
the chat message feature. Erroneous bids, where the mistake is apparent to MSDH, may be deleted during
the live auction.

6. SPECIAL DISCOUNT PERIOD

Time in connection with a special discount offered will be computed from date of delivery at destination or

from the date correct invoices are received, ifthe latter date is |ater than the date of delivery. Cash discounts
will not be considered in the award process.

7. AWARD

7.1 Contracts and purchases will be made or entered Into with the lowest responsible bidder meeting
specifications, except as otherwise specified in the bid specifications. Where more than one item is
specified inthe specifications, the State reserves the right to determine the low bidder either on the
basis of the individual item(s) or on the basis of all items included in its Invitation for Bids, or as
expressly provided inthe State's Invitation for Bids.

7.2 Unless the bidder specified otherwise in the bid, the State may accept any item or group of items of
any kind.

7.3 A written purchase order or contract award furnished to the successful bidder within the time of
acceptance specified in the Invitation for Bid results in a binding contract without further action by
either party. The contract shall consist solely of these General Conditions, the Instructions and
Special Conditions, the successful bidder's bid, and the written purchase order or contract award.
The contract shall not be assignable in whole or in part without the written consent of the State.
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8. INSPECTION

Final inspection and acceptance or rejection may be made at delivery destination, but all materials and
workmanship shall be subject to inspection and test at all times and places, and when practicable. During
manufacture, the right is reserved to reject articles which contain defective material and workmanship.
Rejected material shall be removed by and at the expense of the contractor promptly after. notification or
rejection. Final inspection and acceptance or rejection of the materials or supplies shall be made as promptly
as practicable, but failure to inspect and accept or reject materials or supplies shall not impose liability on the
State or any subdivision thereof for such materials or supplies as are not in accordance with the
specification. Inthe event necessity requires the use of materials or supplies not conforming to the
specification, payment therefore may be made at a proper reduction in price.

9. TAXES

The State is exempt from federal excise taxes and state and local sales or use taxes and bidders must quote
prices which do not include such taxes. Exemption certificates will be fumished upon request. Contractors
making improvements to, additions to or repair work on real property on behalf of the State are liable for any
applicable sales or use tax on purchase of tangible personal property for use in connection with the contracts.
Contractors are likewise liable for any applicable use tax on tangible personal property furnished to them by
the State for use in connection with their contracts.

10. GIFTS, REBATE, GRATUITIES

10.1 Acceptance of gifts from bidders is prohibited. No officer or employee of the MSDH, nor any
head of any state department, institution or agency, nor any employee of any state department,
institution or agency charged with responsibility of initiating requisitions, shall accept or receive,
directly or indirectly, from any person, firm or corporation to whom any confract for the purchase
of materials, supplies, or equipment for the State of Mississippi may be awarded, by rebate, gifts,
or otherwise, any money or anything of value whatsoever, or any promise, obligation or contract
for future rewards or compensation.

10.2 Bidding by state employees is prohibited. It is unlawful for any state official or employee to bid
on, or sell, or offer for sale, any merchandise gquipment or material, or similar commodity to the
State during the tenure of his or her office or employment, or for the period prescribed by law
thereafter, or to have any interest in the selling of the same to the State.

11. BID INFORMATION

Bid information and documents may be examined pursuant to the Mississippi Public Records Act of 1983, MS
Code 25-61-1 et seq.

12. PRECEDENCE

Bids shall be made and the contract shall be entered into in accordance with the General Conditions as
hereinafter amended and modified. Should a conflict exist between the General Conditions and the
Instructions and Special Conditions, the Instructions and Special Conditions shall take precedence.

13. COMPETITION

There are no federal or state laws that prohibit bidders from submitting a bid lower than a price or bid given
to the U.S, Government. Bidders may bid lower than U.S. Government contract price without any liability as
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the State is exempt from the provisions of the Robinson-Patman Act and other related laws. In addition, the
U.S. Government has no provisions in any of its purchasing arrangements with bidders whereby a lower price
to the State must automatically be given to the U.S. Government.

14. WAIVER

MSDH reserves the right to waive any General Condition, Special Condition, or minor specification deviation
when considered to be inthe best interest of the State.

15. CANCELLATION

Any contract or item award may be canceled with or without cause by the State with the giving of 30 days
written notice of intent to cancel. Cause for the State to cancel may include, but is not limited to, cost
exceeding current market prices for comparable purchases; request for increase in prices during the period of
the contract; or failure to perform to contract conditions. The Contractor will be required to honor all
purchase orders that were prepared and dated prior to the date of expiration or cancellation if received by
the Contractor within a period of 30 days following the date of expiration or cancellation. Cancellation by the
State does not relieve the Contractor of any liability arising out of a default or nonperformance. If a contract
is canceled by the State due to a Contractor's request for increase in prices or failure to perform, that
Contractor will be disqualified from bidding for a period of 24 months. The Contractor may cancel a contract
for cause with the giving of 30 days written notice of intent to cancel. Cause for the Contractor to cancel may
include, but is not limited to the item(s) being discontinued and/or unavailable from the manufacturer.

168. SUBSTITUTIONS DURING CONTRACT

During the term of a contract, if adequate documentation is provided that supports the claim that the
contract item(s) are not available, items which meet the minimum specifications may be substituted if
approved by MSDH and the substitutions are deemed to be inthe best interest ofthe State.

17. APPLICATION

Itis understood and agreed by the bidder that any contract entered into as a result of this Invitation for Bids
is established for use by M S DHand all purchases made by MSDHfor products included under the provisions
of the contract shall be purchased from the bidder receiving the award unless exempt by special
authorization from the state Office of Purchasing, Travel and Fleet Management.

Under the provisions of Section 31-7-7 Mississippi Code of 1972, Annotated, the prices offered herein shall be
extended to the governing authorities. However, the governing authorities, by provisions of Section 31-7-12
Mississippi Code, may purchase products covered by state contracts from any source offering an identical
product at a price that does not exceed the state contract price.

18. ADDENDA

Addenda modifying plans and/or specifications may be issued iftime permits. No addendum will be issued
within a period of two (2) working days prior to the time and date set for the bid opening. Should it become
necessary to issue an addendum within the two (2) day period prior to the bid opening, the bid date will be
reset to a date not less than five (5) working days after the date of the addendum, giving bidders ample time



to comply with the addendum. When replying to a bid request on which an addendum has been issued, and
the specifications require acknowledgement, the bid shall indicate that provisions of the addendum have
been noted and that the bid is being offered in compliance therewith. Failure to make this statement may
resuit in the bid being rejected as not being in accordance with the revised specifications or plans.

19. NONRESPONSIVE BIDS

Nonresponsive bids will not be considered. A non-responsive bid is considered to be a bid that does not
comply with the minimum provisions of the specification. Any bidder found to repeatedly offer alternated
products that are not compliant with specifications in an attempt to obtain a contract on the basis of pricing
only will be disqualified from bidding for a period of 24 months.

20. SPECIFICATION CLARIFICATION

it shall be incumbent upon all bidders to understand the provisions of the specifications and to obtain
clarification prior to the time and date set for the live auction or bid opening. Such clarification will be
answered only in response to a written request submitted in the specified amount of time set by the MSDH .
TheMSDH reserves the right to specify a time frame in which clarification request shall be made.

21. Omitted

22, PRE-QUALIFICATION PROCESS
22.1 The purpose of the RFQF is to advertise the competitive procurement for solicltation of formal

quotes from potential bidders to participate in the Reverse Auction. The MSDH will be
responsible for defining product categories, adding bidders, and publishing all bid related
documents to the procurement portal. Once the responses have been received and the Opening
Date has been reached, the MSDH will review the submissions to qualify bidders and determine

a starting price for reverse auction items. et =
g p e e e

22.2 The Invitation for Bids/RFQF shall be.adVertised in accordance with Section 3.106.05.4 of the~
Mississippi Procurement Manual. Minimum due date for responses to the RFQF
will be on the 8'™ working day after the last day of advertisement.

22.3 Responses to the RFQF will be reviewed by the MSDH for responsiveness t&s,peciﬁéationa Price
quotes received will be evaluated in conjunction with other market research to determine the

starting price for the Auction.

22.4 The MSDH will accept bidder respanses in MAGIC who have qualified meeting RFx specifications,
Bidders not meeting specifications will not be allowed to participate in the Auction.

22.5 Once qualified, the MSDH will notify the vendor of Qualification and the date of the Live Auction
via email. After receiving the confirmation email, bidders should review/ensure technical
requirements for MAGIC have been met or confirm participation in person.

22.6 Itis requested that bids be submitted onthe basis of statewide distribution. Contractors must
maintain adequate distribution capabilities and adequate stock of all items to insure prompt

delivery.



23. FIRM BID PRICE

Prices accepted from bidder submissions shall be firm for the term ofthe contract except that the State shall
recelve the benefit of any price decrease in excess of five (8) percent. The contractor must provide written
price reduction information within ten (10) days of its effective date.

24. CONTRACT EXTENSION

241 Automatic contract renewals or extensions are not allowed. Contracts must be extended or
renewed with the proper documents sighed or approved by the MSDH.

24.2 The MSDH reserves the right to extend the term of a contract, when necessary, to continue a
source of supply whenever new or replacement contracts are not completed prior to the
expiration date. Such extensions are dependent upon the agreement of the Contractor and shall

not exceed three (3) months.

25. SUSPENSION AND DEBARMENT

By submitting a bid, the bidder is certifying that neither the bidder nor any potential subcontractors are
debarred or suspended or are otherwise excluded from or ineligible for participation in federal assistance

programs.
26. ASSIGNMENT

The Contractor shall not assign or subcontract in whole or in pért, its right or obligations under this agreement
without prior written consent of the MSDH.

27. INDEMINIFICATION

Contractor shall Indemnify, defend, save and hold harmless, protect, and exonerate the State of Mississippi, its
Commissioners, Board Members, officers, employees, agents, and representatives from and against all claims,
demands, liabilities, suits, actions, damages, losses, and costs of every kind and nature whatsoever, including,
without limitation, court costs, investigative fees and expenses, and attorneys' fees, arising out of or caused by
Contractor's and/or its partners, principals, agents, employees, and/or subcontractors inthe performance of
or failure to perform this Agreement, Inthe State’s sole discretion, Contractor may be allowed to control the
defense of any such claim, suit, etc. Inthe event Contractor defends said claim, suit, etc., Contractor shall use
legal counsel acceptable to the State; Contractor shail be solely liable for all reasonable costs andfor expenses
associated with such defense and the State shall be entitled to participate in said defense. Contractor shall not
settle any claim, suit, etc., without the State's concurrence, which the State shall not unreasonably withhold.

28. LIVE AUCTION

28.1 Notification of Auction Start date and time will be sent via email to qualifying bidders. Ifa
bidder is unwilling or unable to participate through MAGIC, a representative from the MSDH can
enter the Vendor's bid(s) manually (i.e. Surrogate Bidding). if a bidder elects to participate via
Surrcgate Bidding, the bidder must be physically present at the public bidding location, with the
means to submit written bids for each offer made and signed by an authorized agent of the
Vendor. A Bid Form will be provided to the Vendor at the start of the auction. This form will not
be returned to the bidder but will become a part of the Bid Documentation for Evaluation by the

MSDH.



28.2 The Auction time may be extended at the discretion of the MSDH. Examples of reasons to extend
an auction include, but are not limited to, technical difficulties experienced by the MSDH or
bidder, the need to pause the Auction, or bids placed within the last few moments of bidding.

28.3 Communication with bidders participating electronically during the Auction may be done via the
Live Chat Feature. The MSDH has the ability to send messages to particular bidders or broadcast
to all bidders. Bidders can ONLY communicate with the MSDH, not other bidders.

28.4 Bidders may be removed from a Live Auction for improper conduct, including but not limited to
profanity, threats, consistently entering erroneous or extremely low bids, or other disruptive

behavior.

28.5 Bidders/Suppliers should be advised that no award will automatically result from a reverse
auction, and that the MSDH will review the results of the auction and make a determination in a

timely manner.

29. FORCE MAJEURE

Ifthe MSDH is closed for any reason, including but not limited to: acts of God, strikes, lockouts, riots, acts of
war, epidemics, governmental regulations superimposed after the fact, fire, earthquakes, floods, or other
natural disasters (the "Force Majeure Events”), which closure prevents the opening of bids at the advertised
date and time, all bids received shall be publicly opened and read aloud on the next business day that the
agency shall be open and at the previously advertised time. The new date and time of the bid opening, as
determined in accordance with this paragraph, shall not be advertised, and all bidders, upon submission of a
bid proposal, shall be deemed to have knowledge of and shall have agreed to the provisions of this paragraph.
Bids shall be received by the agency until the new date and time of the bid opening as set forth herein. The
MSDH shall not be held responsible for the receipt of any bids for which the delivery was attempted and failed
due to the closure of the MSDH as a result of a Force Majeure Event. Each bidder shall be required to ensure
the delivery and receipt of its bid by the MSDH prior to the new date and time of the live auction or bid

opening.



MSDH Request for Quotes-Formal (RFQF) Reverse Auction
RFx# 3140002081
INSTRUCTIONS AND SPECIAL CONDITIONS

The Mississippi State Department of Health plans to purchase the following and invites your
quote/participation:

Hemoglobin Analyzers and Microcuvettes for use in clinics/locations Statewide

The Purpose of this RFQF is to advertise this competitive procurement for solicitation of formal quotes
from potential bidders to participate in a Reverse Auction.

The initial response to the RFQF shall include a proposed product, including specifications and/or
sample, for the MSDH to evaluate and determine responsiveness to requirements/specifications. Once
a supplier's/bidder’s product is determined to be responsive, the supplier/bidder may participate in the

reverse auction.

Responding suppliers/bidders must provide a quote with the initial response. Quotes are utilized by the
purchasing agent to determine market pricing and set the auction parameters (e.g., Start Price).

Valid quotes will be accepted until 3:00 PM, CST, February 19, 2021

Qualified bidders will be notified approx. 7 working days prior to the auction via email if selected to
participate. Once notification has been received, bidders should logon to MAGIC to validate technical

requirements prior to the Live Auction.

The anticipated time for this reverse auction, for this procurement, is scheduled to be held on
Wednesday, March 10, 2021, beginning at 2:00 PM CST and end at 2:30 PM CST. All bids must be
entered into the eProcurement system during the allotted timeframe to be considered however, the
MSDH reserves the right to extend the auction date if necessary to complete prequalifications. In
addition, no vendor/supplier may be prohibited from participating in the reverse auction in person by
paper through surrogate bidding.

Suppliers should be advised that no award will automatically result from a reverse auction, and that the
MSDH will review the results of the auction and make a determination in a timely manner.

Vendors/bidders must be registered in MAGIC in order to receive a User ID and Password to log in.
Vendors who are new to MAGIC may visit the Vendor information page on State of MS, Department
of Finance and Administration’s web site, or register online, Vendor Registration.

To Log into MAGIC, open the following URL: https://portal. maglc ms.gov/iri/portal. Enter User ID and
Password. The password is case sensitive.



Vendors/bidders are responsible for ensuring Technical Requirements are met for participating in the
reverse auction, etc. Technical Requirements are listed below:

Technical Requirements

Bidders are responsible for ensuring technical requirements are met.

Acceptable Internet Browser(s)

» Microsoft Internet Explorer (IE) version 11

» Microsoft Edge
» Google Chrome versions 49 and above

Unsupported Internet Browser(s)

> Microsoft Internet Explorer (IE) version 10 or below

» Safari
> Firefox

Note: Pop-up blocker must be turned off.
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MississIPPl STATE DEPARTMENT OF HEALTH

REQUEST FOR QUOTES-FORMAL (RFQF)
REVERSE AUCTION
RFx # 3140002081

The Mississippi State Department of Health (MSDH) will purchase Hemoglobin Analyzers and
Microcuvettes for use in clinics/lacations Statewide and invites your participation in accordance
with the terms and conditions of this RFQF Reverse Auction. Once award of the bid has been
made, the terms and conditions as set forth in this RFQF Reverse Auction shall become a
contract binding on the successful bidder. Any documents submitted to satisfy a requirement of
this request and any assurances made by the successful bidder in satisfaction of this request shall
become a part of the agreement between the Mississippi State Department of Health and the
successful bidder. The Mississippi State Department of Health shall have the right to rely upon
the documents and assurances submitted by the successful bidder.

This RFQF Reverse Auction is for an estimated initial quantity/purchase of (230 Each)
Hemoglobin Analyzers and related supplies (Microcuvettes).  Estimated quantity of
Microcuvettes, for a five year period, is 4500 Boxes of 200. Orders for Microcuvettes will be

placed approx. (3) times per year for approx. 300 Boxes.
Pricing for Microcuvettes shall be guaranteed for a five-year period.

Pricing is also requested, and shall be guaranteed for a five-year period, for any New/Additional
Analyzers purchased after the initial order.

This RFQF Reverse Auction/Award will be for a five-year period.

Pricing to include all shipping charges.

o e ]
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E-Verify Compliance - Contractor/Seller represent and warrants that it will ensure its
compliance with the Mississippi Employment Protection Act (Senate Bill 2988 from the 2008
Regular Legislative Session) and will register and participate in the status verification system for
all newly hired employees. The term “employee” as used herein means any person that is hired
to perform work within the State of Mississippi. As used herein “status verification system”
means the Illegal Immigration Reform and Immigration Responsibility Act of 1996 that is
operated by the United States Department of Homeland Security, also known as the E-Verify
Program, or any other successor electronic verification system replacing the E-Verify Program.
Contractor/Seller agrees to maintain records of such compliance and , upon request of the State,
to provide a copy of each such verification to the State. Contractor/Seller further represents and
warrants that any person assigned to perform services hereunder meets the employment
eligibility requirements of all immigration laws of the State of Mississippi. Contractor/Seller
understands and agrees that any breach of these warranties may subject Contract/Seller to the
following: (a) termination of this Agreement and Ineligibility for any state or public contract in
Mississippi for up to three (3) years, with notice of such (b) the loss of any license, permit,
certification or other document granted to Contractor/Seller by an agency, department or
governmental entity for the right to do business in Mississippi for up to one (1) year, or ( c) both.
In the event of such termination/cancellation, Contractor/Seller would also be liable for any
additional costs incurred by the State due to contract cancellation or loss of license or permit.

E-Payments — Payments by the Mississippi State Department of Health shall be made and
remittance information provided electronically as directed by the State of Mississippi. These
payments shall be deposited into the bank account of the Contractor’s choice. The state may, at
its sole discretion, require the Contractor to submit invoices and supporting documentation
electronically at any time during the terms of this agreement. Contractor understands and agrees
that the State is exempt from the payment of taxes. All payments shall be in United States

currency.

Applicable Law — This purchase(s) shall be governed by and construed in accordance with the
laws of the State of Mississippi, excluding its conflicts of law provisions, and any litigation with
respect thereto shall be brought in the courts of the State of Mississippi. The vendor shall
comply with applicable federal, state and local laws and regulations.

Payment Terms — MS Code Section 31-7-305(3) allows a state entity to pay invoices within 45
days without penalty.

Bid terms are welcome, however, they will not be used as criteria for awarding the bid.

Items will be purchased from the RFQF Reverse Auction by the Mississippi State Department of
Health in accordance with the terms and conditions set out in this request and the attachments

hereto.

State and Federal law requires that the Mississippi State Department of Health not be liable
should federal or state funds not be available to make the purchases. Should federal or state
funds be reduced or eliminated, the State of Mississippi, the Mississippi State Department of
Health, its agents, servants and employees would have no obligation to purchase any quantity of
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goods or services covered by this request for bid. The bidder agrees to hold the above
enumerated entities and individuals harmless in that event.

The bidder/prospective vendor must further give assurances in writing that it can provide and
deliver the items as ordered on a schedule agreeable to the Mississippi State Department of
Health. The contractor shall not assign, sell or subcontract in whole or in part, its rights or
obligations under this agreement without prior written consent of the MSDH. Any attempt
assignment or sale of the contract without said consent shall be void and of no-effect.

The MSDH reserves the right to refuse any items not meeting the specifications of this bid.

Prospective bidders are to contact Cynthia Brasher, Purchasing Director in writing if there
are any questions regarding this RFQF Reverse Auction, either by emuail
cynthia.brasher@msdh.ms.gov or by writing to P. O. Box 1700, Jackson, MS 39215-1700.
Questions are to be received no later than the close of business on February 12, 2021.
MSDH answers/responses will be posted on the State of MS Transparency website and on

the MSDH website within 1-2 days.

Sealed quotes/responses will be accepted/received until 3:00 PM, CST, Friday, February 12,
2021, either hand delivered or by mail to Mississippi State Department of Health,
Purchasing Department, Room 137A, The Underwood Building, 570 E. Woodrow Wilson,
Jackson, Mississippi 39216 or Post Office Box 1700, Jackson, MS 39215-1700. The
quotes/responses must be received before and be dated and time stamped by the submission
deadline. All bids must be properly stamped. No quotes/responses will be accepted after the

established submission deadline.

Currently, due to the continuing Covid-19 pandemic, the Mississippi State Department of
Health remains closed to the public.

Prior to the quote/response due date and time, quotes/responses may be Hand Delivered to
the agency between the hours of 8:00 a.m. and 5:00 p.m., CST. Entry may be obtained at
the Visitor’s entrance to the Mississippi State Department of Health, Osborne Building, 570
E Woodrow Wilson, Jackson, MS 39216. A receptionist will be on duty to receive the bid
responses and forward to the addressee on the envelope/package.

No facsimile (FAX) quotes/responses will be accepted.

Quote/response BID FORM must be signed by a person with authority to bind the bidder, and
must accompany your submission. Failure to comply with this provision, any other provision of
this RFQF Reverse Auction, or any provision of state or federal law or regulation regarding the

submission of bids may cause the bid to be rejected.

In addition, it is requested that bidders also submit a quote/response on-line in the State of
Mississippi electronic procurement system, MAGIC, however, it is not mandatory. In order to
submit quotes/responses bidders must be registered as a vendor in MAGIC system and have an
LD. number and password assigned at the time of registration. Technical assistance may be
found at http://www.dfa.ms.pov/dfa-offices/mmrs/mississippi-suppliers-vendors/. If a bidder
submits both a paper quote/response and an on-line quote/response, the paper quote/response
will take precedence if there is a discrepancy between the two.

The Mississippi State Department of Health reserves the right to waive minor informalities,
which are matters of form rather than substance, or insignificant mistakes or to allow the bidder
to correct them if other bidders are not prejudiced.
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The bid will be awarded to the lowest and best responder/participant of this RFQF Reverse
Auction as determined by the agency. The awardee will perform the terms and conditions of the
bid and any contract awarded hereunder. No assignment of subcontracting of the award or any
contract awarded there under shall be allowed without prior written approval of the State Health

Officer.
PLEASE MARK YOUR ENVELOPES EXTERNALLY:

RFx #3140002081 Submission Deadline: 3:00 PM, CST, February 19, 2021

%
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MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A
A.1 Prospective device must be CLIA Waived

B. General Specifications-Analyzer
B.1 All devices purchased must be new and model currently in production.

Refurbished or demonstrator units are not acceptable. Instrument name and
model must be listed.

B.2 The vendor must guarantee manufacturer replacement units for defective
units for first 5 years.

B.3 All units must include a physical set of operating manual and brochures.
B.4 All units must include training and education program to all sites as well as
refresher trainings at no cost.

B. 5 Testing sample size must be 10pl or less

B. 6 Measuring range must be Hgb: 0-25.6 g/dL

B.7 Measuring time must  be 30 secands or less

B. 8 Unit must provide memory for no less than 100 test results.

B. 9 Unit must include AC adapters and DC battery options

B. 10 Unit must have internal self check no less than each time unit is powered
on.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months.
C.2 Expiration date after opening must be greater than or equal to 90 days.
C. 3 Guaranteed pricing of microcuvette supplies for 5 years.

The specifications listed are the minimum required for this RFQ-F Reverse .
Auction. - They are not intended to limit competition nor specify any particular
bidder/respondent, but to ensure that the MSDH receives a quality product
meeting the needs of the agency.



Response/Quote
BID FORM

RFx 3140002081

Hemoglobin Analyzer - Name and Model #

Estimated Quantity — Initial Purchase: 230 Each $ [EA

Guaranteed Pricing for any NEW/Additional units purchased during a five
year period: $ [EA

Microcuvettes - Name and Product #

Estimated Quantity — Five Year Period: 4500 Boxes/200 PER Box $ /BOX

(Orders to be placed approx. (3) times per year for approx. 300 Boxes)

Name of Company

Quoted By

Signature

Email

Telephone

By signing this Bid Form, the company representative certifies that he/she has authority to
bind the company and has thoroughly read and understands this RFQF Reverse Auction
and the attachments herein and that the company meets all requirements/specifications
and agrees to all provisions of this solicitation and any issned addenda.

%
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MSDH Anticipated Initial

Northern Region 1

Central Region 2

Southern Region 3

WIC shipping & Receiving

Total

Shipping List for  Analyzers;

Nutritionist Quantity
25

b 22

L} NH

" No
" 19
? 22
L] N.w
" 14
14
Percy Catchings 50

230

Address
Yalobusha County Health Dept.
Northern Region | Office
Northern Region | Annex

Starkvllle Food Center
Lauderdale County Health Dept.
Central Region 2 Office

Adams County Health Dept.
Southern Region - Hattiesburg
Southern Region 3 Office

WIC Central Warehouse

RFx 3140002081

645 S. Main Street
532 S. Church Street
2600 Browning Rd.

1203 Louisville St
5224 valley Street
4800 McWillie Circle

415 Hwy 61N
208 W. Pine Street, Suite 100
1141 Bayview Ave., Suite 102

249 West Mitchell Street

Water Valley
Tupelo
Greenwood

Starkville
Meridian
Jackson

Natchez
Hattiesburg

Biloxi

Jackson

MS
MS
Ms

Ms
MS
MS

Ms
MS
MS

MS

38965
38802
38930

39759
39304
39206

39120
39401
39530

39213
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510(k) SUBSTANTIAL EQUIVALENCE DETERMINATION
DECISION SUMMARY

. 510(k) Number:

K182298

. Purpose for Submission:

Expansion of target patient population — addition of pediatric claim

. Measurand:

Hemoglobin

. Type of Test:

Quantitative determination of hemoglobin

. Applicant:

Immunostics, Inc.

. Proprietary and Established Names:

hemochroma PLUS System
hemochroma PLUS Controls

. Regulatory Information:

1. Regulation section:

21 CFR 864.5620, Automated hemoglobin system
21 CFR 864.8625, Hematology quality control mixture

2. Classification:
Class IT
3. Product code:

GKR, System, hemoglobin, automated
GGM, Control, hemoglobin

4. Panel:



Hematology (81)

H. Intended Use:

bt

Intended use{s):

The hemochroma PLUS System is for the quantitative determination of hemoglobin
concentration in non-anticoagulated capillary (finger-stick) whole blood or venous whole
blood (K2-EDTA, K3-EDTA, sodium citrate, lithium heparin, or sodium heparin). The
testing system is designed for point-of-care settings, hospitals, and medical lab facilities.

Estimation of hematocrit, as a function, is only for normal hemoglobin values, 12.0 to
18.0 g/dL (120 to 180 g/dL) and in patients > 6 months old.

The hemochroma PLUS Controls are intended for use as quality control material to
assure the validity and performance of the hemochroma PLUS system in measuring the
human hemoglobin concentration.

The hemochroma PLUS Microcuvettes are only used with hemochroma PLUS Analyzer.
The hemochroma PLUS System is for in vitro diagnostic only.

The hemochroma PLUS Analyzer calculates the test result automatically and displays
hemoglobin concentration in terms of g/dL.

Indication(s) for use:

Same as intended use

Special conditions for use statement(s):

For prescription use only

4, Special instrument requirements:

hemochroma Plus Analyzer

I. Device Description:

The hemochroma PLUS System consists of a hemochroma PLUS Analyzer, single-use
hemochroma PLUS Microcuvettes, hemochroma PLUS ID Chip, optical System Check
Microcuvette and hemochroma PLUS Controls. ‘

l.

hemochroma PLUS Analyzer

The hemochroma PLUS Analyzer is a battery powered, hand-held device used to



measure total hemoglobin concentration in human whole blood. Whole blood may be
collected by fingerstick (capillary) or venipuncture and analyzed without pre-processing.
The hemochroma PLUS Analyzer uses hemochroma PLUS Microcuvettes with dual ports
where the user applies samples either through capillary action or direct volume pipetting.
The hemochroma PLUS Analyzer determines hemoglobin concentration in whole blood
samples using a dual wavelength photo-absorption method and measures the degree of
light absorption with a spectrophotometer. The optical distance between the hemochroma
PLUS Microcuvette walls is fixed and permits photometric determination of hemoglobin
in undiluted blood samples. The computed end result is displayed on a LCD display and
can be printed on an external printer (optional).

2. hemochroma PLUS Microcuvette

The hemochroma PLUS Microcuvettes are specially designed for use with the
hemochroma PLUS Analyzer. The microcuvettes function as measuring devices
specifically holding 15 uL of blood and are inserted into the hemochroma PLUS
Analyzer by placing it into the cuvette holder. The optical distance between the
hemochroma PLUS Microcuvette walls is fixed and by measuring the degree of light
absorption permits photometric determination of the hemoglobin in undiluted blood
samples.

3. hemochroma PLUS ID Chip

The hemochroma PLUS ID chip contains encoded memory with the calibration
data/information of the Microcuvette lot. With the ID chip inserted in the designated port,
the hemochroma PLUS Analyzer reads and utilizes the calibration data regarding the lot
under consideration and applies appropriate correction to the conversion formula while
computing the test result.

4. hemochroma PLUS Optical System Check Microcuvette
hemochroma PLUS Optical System Check Microcuvette is designed for use with the
hemochroma PLUS Analyzer only. The Optical System Check Microcuvette is a special
glass filter used to measure the degree of light absorption with the spectrophotometric

method. If the result is between 11.7-12.3 g/dL, the optic system is working properly
according to specification.

5. hemochroma PLUS Controls

The hemochroma PLUS Controls: Level 1 (Low), Level 2 (Middle), and Level 3 (High),
are external quality controls designed for use with hemochroma PLUS Analyzer only.

J. Substantial Equivalence Information:

1. Predicate device name(s):



HemoCue Hb 301 System

Predicate 510(k) number(s):

K061047

. Comparison with predicate:

Similarities
Item Device Predicate
Hemochroma PLUS System | HemoCue Hb 301 System
K182298 K061047
Intended Use/ Indications | The hemochroma PLUS The HemoCue Hb 301 System

for Use

System is for the quantitative
determination of hemoglobin
concentration in non-
anticoagulated capillary
(finger-stick) whole blood or
venous whole blood (Ko-
EDTA, Ks-EDTA, sodium
citrate, lithium heparin, or
sodium heparin). The testing
system is designed for point-
of-care settings, hospitals, and
medical lab facilities.

Estimation of hematocrit, as a
function, is only for normal
hemoglobin values, 12.0 to
18.0 g/dL (120 to 180 g/dL)

and in patients > 6 months old.

The hemochroma PLUS
Controls are intended for use
as quality control material to
assure the validity and
performance of the
hemochroma PLUS system in
measuring the human
hemoglobin concentration.
The hemochroma PLUS
Microcuvettes are only used
with hemochroma PLUS
Analyzer. The hemochroma
PLUS System is for in vitro
diagnostic only.

The hemochroma PLUS

is designed for quantitative
point-of-care whole blood
hemoglobin determination in
primary care using a specially
designed analyzer, the
HemoCue Hb 301 Analyzer,
and specially designed
microcuvettes, the HemoCue
Hb 301 Microcuvettes. The
HemoCue Hb 301 system is for
in vitro diagnostic use only.
The HemoCue Hb 301
Analyzer is only to be used
with HemoCue Hb 301
Microcuvettes.




Similarities

Item Device Predicate
Hemochroma PLUS System HemoCue Hb 301 System
K182298 K061047
Analyzer calculates the test
result automatically and
displays hemoglobin
concentration in terms of g/dL.
Parameter(s) Hemoglobin (Hgb) Same
Differences
Item Device Predicate
hemochroma PLUS System HemoCue Hb 301 System
K182298 K061047

Test Principle

Dual wavelengths for Hgb
measurement and reference
absorption.

Dual wavelengths for Hgb
measurement and turbidity
compensation.

Wavelength

Dual wavelengths 530 and 850
nm

Dual wavelengths 506 and
880 nm

Measuring Range

5.0-25.6 g/dL

0-25.6 g/dL

Sample Type

Capillary and venous whole
blood

Capillary, venous, and
arterial whole blood

Sample Volume

15uL

10pL

Test time

3 seconds

10 seconds

Parameter(s)

Estimation of hematocrit
(HCT)

No estimation of HCT

K. Standard/Guidance Document Referenced (if applicable):

CLS1 EP28-A3C: Defining, Establishing, and Verifying Reference Intervals in the Clinical
Laboratory; Approved Guideline — Third Edition

L. Test Principle:

The hemochroma PLUS Analyzer utilizes a dual wavelength LED light source by which the
hemoglobin absorbance is detected and converted into an electrical signal. The signal is
directly proportional to the amount of hemoglobin present in the sample. The concentration
of hemoglobin is calculated based on a pre-programmed calibration. The hemochroma PLUS
Microcuvette is specifically designed for the hemochroma PLUS Analyzer. Approximately
15 pL of capillary or venous blood is taken up by capillary action using the tip of the
hemochroma PLUS Microcuvette or by direct volume pipetting of the sample. The blood
filled Microcuvette is inserted onto the microcuvette holder, and the hemochroma PLUS
Analyzer measures the degree of light absorption with a spectrophotometer. The absorbance
of the light from the hemochroma PLUS Microcuvette is converted into an electrical signal.
The optical distance between the hemochroma PLUS Microcuvette walls is fixed and permits

5




photometric determination of the hemoglobin in undiluted blood samples.

M. Performance Characteristics (if'when applicable):

1. Analytical performance:

In premarket notification K163465 the following studies were performed for the
hemochroma PLUS System: method comparison to the HemoCue Hb 301 System,
precision/reproducibility, linearity, detection limit, stability, and interference studies. The
established performance and technological characteristics cleared in K163465 remain
unchanged; therefore, additional performance studies were not required to suppott
substantial equivalence in this premarket notification.
a. Precision/Reproducibility:

Refer to K163465
b. Linearity/assay reportable range:

Refer to K163465
¢. Traceability, Stability, Expected values (controls, calibrators, or methods):

Refer to K163465
d. Detection limit:

Refer to K163465
e. Analytical specificity:

Refer to K163465
[ Assay cut-off:

Not applicable

2. Comparison studies:

a. Method comparison with predicate device:
Refer to K163465

b. Matrix comparison:



Refer to K163465
3. Clinical studies:
a. Clinical Sensitivity:
Not applicable
b. Clinical specificity:
Not applicable

c. Other clinical supportive data (when a. and b. are not applicable):

4. Clinical cut-off:

Not applicable

5. Expected values/Reference range:

Adult references ranges were based on existing medically accepted published reference

ranges .
Group Cited Reference Range
Adult Male 14.0 — 18.0 g/dL
Adult Female 12.0 — 16.0 g/dL
Pediatric reference ranges were based on existing medically accepted published references
ranges?.
Group Cited Reference Range
2—6 months_ 9.5-13.5 g/dL,
7 months — 2 years 10.5—14.0 g/dL
3-6 years 11.5—-14.5 g/dL
7-12 years 11.5—15.5 g/dL
13—18 years male 13.0—16.0 g/dLL
13—18 years female 12.0—16.0 g/dL

N. Instrument Name:

! Billett, H.H. Hemoglobin and Hematocrit. Clinical Methods: The History, Physical, and Laboratory Examinations.
Boston: Butterworths, 3rd Edition, 1990: Chapter 51.

? Andropoulos, D.B., and Gregory, G.A. Gregory’s Pediatric Anesthesia. Wiley-Blackwell, 5" Edition, 2012:
Appendix B.



hemochroma PLUS Analyzer

O. System Descriptions:

1.

Modes of Operation:

Does the applicant’s device contain the ability to transmit data to a computer, webserver,
or mobile device?

Yes or No X

Does the applicant’s device transmit data to a computer, webserver, or mobile device
using wireless transmission?

Yes ot No X

Software;

FDA has reviewed applicant’s Hazard Analysis and software development processes for
this line of product types:

Yes X orNo

Specimen Identification:

There is no sample identification function for the hemochroma PLUS Analyzer. Samples
are applied directly to the microcuvettes as they are collected. The end user must develop
a manual system to identify patients that are tested with the hemochroma PLUS
Analyzer.

Specimen Sampling and Handling:

Capillary or venous whole blood is directly applied from the finger or blood tube (using a
disposable pipette) to the Microcuvette. Wipe off excess blood from the surface of the
microcuvette using a piece of soft gauze. The blood-filled Microcuvette is then inserted
into the hemochroma PLUS Analyzer.

Calibration:

The hemochroma PLUS ID chip contains encoded memory with the calibration
data/information of the Microcuvette lot. With the ID chip inserted in the designated port,
the hemochroma PLUS Analyzer reads and utilizes the calibration data regarding the lot
under consideration and applies appropriate correction to the conversion formula while
computing the test result.



6. Quality Control:

The hemochroma PLUS Controls (low, middle, and high hemoglobin) are intended for
use as quality control material to assure the validity and performance of the hemochroma
PLUS System in measuring the human hemoglobin concentration. The hemochroma
PLUS Controls should be assayed according to the manufacturer’s instructions and
following the local and state guidelines. If controls do not perform as expected, the test
results should not be used. '

The hemochroma PLUS Optical System Check is used to assure the performance of the
Optic System of the hemochroma PLUS. The Optical System Check Microcuvette is a
special glass filter used to measure the degree of light absorption with the
spectrophotometric method. If the result is between 11.7-12.3 g/dL, the optic system is
working properly according to specification.

P. Other Supportive Instrument Performance Characteristics Data Not Covered In The
“Performance Characteristics” Section above:

Not applicable
Q. Proposed Labeling:

The labeling is sufficient and it satisfies the requirements of 21 CFR Parts 801 and 809, as
applicable.

R. Conclusion:

The submitted information in this premarket notification is complete and supports a
substantial equivalence decision.
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ADMINISTRATION

_/@ S U.S. FOOD & DRUG

April 06, 2018

EKF-diagnostic GmbH
Mick Fenton

Head of Global QA/RA
Ebendorfer Chaussee 3
39179 Barleben
Germany

Re: K172173
Trade/Device Name: DiaSpect Tm system
Regulation Number: 21 CFR 864.5620
Regulation Name: Automated hemoglobin system
Regulatory Class: Class II
Product Code: GKR
Dated: February 20, 2018
Received: March 05, 2018

Dear Mick Fenton:

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

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801 and Part 809); medical device reporting (reporting of medical device-related adverse events) (21 CFR

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

vaww. fida gov
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803); good manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR
Part 820); and if applicable, the clectronic product radiation control provisions (Sections 531-542 of the
Act); 21 CFR 1000-1050.

Also, plcase note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http:/www.fda.gov/MedicalDevices/Salety/ReportaProblem/default.htm for the CDRH's
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE(@[da.hhs.gov) or phone
(1-800-638-2041 or 301-796-7100).

Sincerely,

Leonthena R. Carrington -S

Lea Carrington

Director

Division of Immunology and Hematology Devices
Office of In Vitro Diagnostics and Radiological Health
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No, 0910-0120

Faod andiDidgkadministration Expiration Date: 06/30/2020
Indications for Use See PRA Statement below.
510(k) Number (if known)
K172173
Device Name

DiaSpect Tm system

Indications for Use (Describe)
The DiaSpect Tm system is intended for the in vitro quantitative measurement of total hemoglobin in non-anticoagulated

capillary whole blood and venous whole blood drawn in K2EDTA or lithium heparin tubes. The DiaSpect Tm system
consists of the DiaSpect Tm analyzer and specifically designed disposable cuvettes, the DiaSpect Tm Cuvettes. The
device is intended for use in point-of-care settings. The DiaSpect Tm analyzer is only to be used with DiaSpect Tm

Cuvettes.

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [] over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995,
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Act (PRA) Staff

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17) Page 1 of 1 PG bk Sen lcst 0 4136740 EF



Section 5 510(k) Summary
510k Number
K172173

Introduction

In accordance with the requirements of 21CFR807.92, the following information provides
sufficient detail to understand the basis for a determination of substantial equivalence.

1. Submitter

EKF-diagnostic GmbH
Ebendorfer Chaussee 3
39179 Barleben
Germany

Tel.: +49 39203 511 0
Fax: +49 39203 511 171

Contact Person: Mick Fenton
Phone: +44 0290705274
Email: mickfenton@ekfdiagnostics.com

Secondary Contact: Karen Golomb
Phone: +1 (830) 249-072

Fax: +1 (830) 249-0851

Email: karengolomb@ekfdiagnostics.com

Date prepared: 10" July 2017
IL. Device Name

Proprietary names:  DiaSpect Tm system

Common names: As above

Classification: 21 CFR 864.5620 — Automated hemoglobin system
Class I
Hematology

Product Code: GKR

111 Predicate Device

The DiaSpect Tm system is substantially equivalent to the currently marketed HemoPoint®
H2 Measurement System (K081719).



IV. Device Description

The DiaSpect Tm system consists of an analyzer and cuvettes. The DiaSpect Tm analyzer is a
spectrophotometric instrument for the total hemoglobin concentration in unaltered human
blood. The DiaSpect Tm Cuvette is injection-moided of poly methyl methacrylate (PMMA)
and contains a cavity of 10 pL, volume. The cavity is empty.

V. Indications for Use

The DiaSpect Tm system is intended for the in vitro quantitative measurement of total
hemoglobin in non-anticoagulated capillary whole blood and venous whole blood drawn in
K2EDTA or lithium heparin tubes. The DiaSpect Tm system consists of the DiaSpect Tm
analyzer and specifically designed disposable cuvettes, the DiaSpect Tm Cuvettes. The device
is intended for use in point-of-care settings. The DiaSpect Tm analyzer is only to be used with

DiaSpect Tm Cuvettes.
Rx only.
VI. Comparison with Predicate

1. Predicate device name(s):
HemoPoint® H2 Measurement System

2. Predicate 510(k) number(s):

K081719
Similarities compared to the chosen (FDA cleared; marketed) predicate device (k081719)
Pr.e dicate Device Candidate Device
Performance HemoRaointiH2 Megsurement DiaSpect Tm system
Bystem (K172173)
(K081719) .
Indications for use | Determine hemoglobin content of Same
whole blood
Analyte Hemoglobin Same
Sample preparation | None Same
(pre-treatment)
Automation Fully automated assay Same
Calibration Factory calibrated Same
procedure
Built in Quality Auto self-check between same
Control measurements




Differences compared to the chosen (FDA cleared; marketed) predicate device (k081719)

Predicate Device
HemoPoint H2 Measurement

Candidate Device

intended for the quantitative
determination of hemoglobin
(Hgb) in whole blood of adults,
infants, and children in a
professional point-of-care
setting. It consists of a dedicated
photometer and  individual,
single-use microcuvettes filled
with reagents.

Performance DiaSpect Tm system
System (K172173)
(K081719)
Intended Use The HemoPoint H2 system is | The DiaSpect Tm system is

intended for the in vitro
quantitative measurement of total
hemoglobin in non-
anticoagulated capillary whole
blood and venous whole blood
drawn in K:EDTA or lithium
heparin tubes. The DiaSpect Tm
system consists of the DiaSpect
Tm analyzer and specifically
designed disposable cuvettes, the
DiaSpect Tm Cuvettes. The
device is intended for use in
point-of-care  settings. The
DiaSpect Tm analyzer is only to
be used with DiaSpect Tm
Cuvettes. RX only

Method of detection

Azide methemoglobin

Optical absorbance

(Test methodology)

Sample type Capillary, arterial or venous Capillary or venous
Sample volume S uL < 10uL

Cuvette reagent Azide methemoglobin reagent None

components

Cuvette storage 15-30°C 0—-50°C

Cuvette 2 canisters of 50 or 4 canisters of | 5 packs of 100

components 50
Control Kit Two concentration levels of Three concentration levels of
components controls (3 vials of each) controls (1 vial of each)

Quality Conitrol

Requires two buffer based
controls to validate the

Requires three buffer based
controls to validate the

calibration calibration
Measurement 0.0 —25.6 g/dLL 1.2 -25.5 g/dL.
Range
Measuring Time 30-60 seconds 1 second

VII Performance Characteristics

1. Analvtical Performance

a. Precision/Reproducibility;

Precision was determined in accordance with CLSI EP5-A2, “Evaluation of Precision
Performance of Quantitative Measurement Methods”. Two precision studies were performed
at the clinical sites per protocol EKF-PS-01. One study was a 20-Day multi-site study using



three levels of external control material, and the other study was a single-day, single-site
precision study with 5 levels of natural and manipulated K2EDTA venous blood.

20-Dqy Precision

The 20-Day precision was performed by running external controls in duplicate twice per day
by two operators at each of three sites (a 20 x 2 x 2 x 3 format with 6 operators, 3 lots, 3
instruments and 3 sites). Lots and instruments were nested with sites. The study was performed
by six of the same operators who performed the Method Comparison studies. The 20-Day
precision data met the criteria of <7% CV,

20-Day Precision Summary

s . N IM Between- Between-

ample ean | Within- Betweon- Day Between- Site Total (SD,
Run (SD, Run (SD, (SD, Operator | (SD, %CV) %cy)
%CV) %CV) %CV) (SD, %CV)

Level 1 240 | 7.99 (0.085, (0.05, 0.59%) (0,04, (0, 0%) (0.04, (0.11,
1.06%) 0.47%) 0.45%) 1.38%)

Level 2 240 | 12.58 (0.11, (0.05, 0,38%) (0.03, (0, 0%) {0.08, 0.14,
0.88%) 0.22%) 0.47%) 1.09%)

Level 3 240 | 15.62 (0.15, (0.06, 0.36%) (0.04, (0, 0%) (0.5, (0:22,
0.92%) 0.27%) 0.97%) 1.41%)

Single-Day Precision

Single-Day precision was performed at a single site using K2EDTA venous whole blood. Five
donors provided 5 samples, some of which were manipulated by removing plasma to increase
hemoglobin, or diluting with the same donor’s plasma to decrease hemoglobin. The study was
performed at a new single site using 3 instruments, 3 lots and 3 untrained operators who had
no prior experience running the DiaSpect Tm, and self-trained on the system. Each of 3
operators ran duplicate tests on all 5 levels with 3 lots of cuvettes in each of 3 instruments,
providing 54 measurements for each level. The higher %CV found for Level 5 may be due to
the increased viscosity of the abnormally high hematocrit for the samples. The Single-Day
precision study met the criteria of <7% CV.

Single-Day Precision Summary

Sample Between- Between-
N Mean Within- Between- Operator Analyzer (SD, Total (SD,
Run (SD, lot (SD, (SD, %CV) %CV)

%CV) %CV) %CVY)

Level 1 54 487 (0.05, (0.04, 0.82%) (0.02, (0.11, (0:13,
0.97%) 0.42%) 2.19%) 2.57%)

Level 2 54 10.19 (0.19, (0, 0%) | (0.06, 0.6%) (0.12, (0.23,
1.87%) 1.17%) 2.29%)

Level 3 54 13.75 (0.38, (0.07, 0.48%) | (0.21, 1.5%) (0, 0%) (0.44,
2.77%) 3,19%)




Level 4 54 17.46 (0.69, (0, 0%) (0.08, (0.37, (0.79, 4.5%)
3,93%) 0.48%) 2.14%)

Level 5 54 22.93 (1.45, (0. 0%) | (0.3 1.32%) {0, 0%) (1.48,
6.33%) 6.47%)

b. Linearity

A linearity study was conducted based on CLSI EP6-A. Specimens having eleven hemoglobin
levels were prepared from venous whole blood. Each level was tested in triplicate on one
DiaSpect Tm analyzer. Average results were plotted against results obtained from a
HemoPoint® H2 analyzer, which was used as the reference method. Summarized results are
presented in the following diagram. The correlation coefficient was greater than 0.95 and the
slope of the linear equation was within 1.0+0.1 which met acceptance criteria.
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d. Detection Limit;

LoB

Plasma samples were obtained from (5) individual whole blood donors. The five (5) plasma
“blank” samples were tested for 3 days on one (1) DiaSpect Tm meter in quadruplicate x4)
using two (2) ditferent lots of DiaSpect Tm cuvettes.

LoD

Four (4) whole blood samples (K2EDTA) were collected from different donors. Four C))
independent samples covering Hgb concentrations 0.1 to 0.4 g/dL were prepared. Each sample
was tested sixty (60) times on (1) DiaSpect Tm device using two (2) different lots of DiaSpect
Tm cuvettes for 3 days.



LoQ

Nine (9) unique donor whole blood samples were used to prepare concentrations from 0.7-1.5
g/dL. Each sample was tested using two lots of DiaSpect Tm cuvettes on one DiaSpect Tm
analyzer at least ten times for each lot for three days to achieve variability. The mean and SD
for each sample concentration for each cuvette lot was determined and the bias for each of the
nine levels calculated. LoQ was determined from the specified Total Error to be 1.2g\dL.

Sensitivity Concentration
LoB 0.0 g/dLL
LoD 0.3 g/dL
LoQ 1.2 g/dL

e. Analytical specificity:

Interference and cross-reactivity studies were performed in accordance with the CLSI guidance
EP7-A2 “Interference testing in clinical chemistry”.

Whole venous blood was collected with K2EDTA tubes and was manipulated to create 3
hemoglobin concentrations of 11.0, 14.0, and 18.0 g/dL. Each hemoglobin concentration was
spiked with potential interferent at the test concentrations listed below.

For Disease Conditions KzEDTA venous blood specimens from up to five (5) donors with the
following conditions were collected: Polycythemia, Hypochromia, High WBC Count and
Sickle Cell. The predicate device HemoPoint(H2) was used as the reference method to obtain
the Hgb concentration. Each sample was tested in duplicate on the H2 and five times on the
DiaSpect Tm device. The predicate HemoPoint(H2) average was used to calculate the bias
against each individual DiaSpect Tm result.

Design
Potential interferent Test Concentration acceptance Result

criteria
Bilirubin 20.0 mg/dL <7% Passed
Cholesterol 500 mg/dL <7% Passed
Creatinine 5 mg/dL <7% Passed
Protein 12 mg/dL <7% Passed
Triglyceride 1000 mg/dL, £ 7% Passed
Urea 258 mg/dL <7% Passed
Uric Acid 24 mg/dL <7% Passed
Acetaminophen 2 mg/dL <7% Passed
Ascorbic Acid 6 mg/dL <7% Passed
Dopamine 0.1 mg/dL. <7% Passed
Ibuprofen 55 mg/dL <7% Passed
Tetracycling 1.5 mg/dL <7% Passed
Ferrous Sulfate 22 mg/dL <7% Passed
Ammonium Fetric Citrate 30 mg/dL <7% Passed
Ferrous Fumarate 30 mg/dL. <7% Passed




Iron Dextran 284 mg/dL <7% Passed
Folic Acid 1000 ng/mL <7% Passed
Vitamin B12 2500 ng/mL <7% Passed
Lithium Carbonate 23 mg/dL <7% Passed
Immunoglobin 500 mg/dL <7% Passed
Methyldopa 1.7 mg/dL <7% Passed
Salicylic Acid 100 mg/dL <T7% Passed
5x EDTA Tube filled to 1/5 volume < 7% Passed
Hypochromia Disease state <7% Passed
High WBC Count Disease state <7% Passed
Polycythemia Disease state <7% Passed
Sickle Cell Disease state < 7% Passed

All potential interferants tested within the acceptance criteria.

- Assay cut-off:

Not applicable

g Stability

Cuvettes from 12 different lots produced between December 2008 and July 2011 were tested
in July 2011. Four cuvettes from each lot were tested by measuring the medium level of the

DiaSpect Control HB, target value 12.6 g/dL, on the DiaSpect device.

The mean value of the measurements from all lots is 12.59 g/dL, with a total CV 0.75%. The
results of measurements are summarized in the following Table.

_ Cuvette Lot } Production Date | Meéan Hb g/dL
D080205 | 20081218 | 1253
D090001 | 2009-01-20 1240
~D090002 | 20090526 | 1250
__D090007 | 2009-08-31 | 1250
- D090020 | 2009-12-08 | 1260
DI00009 | 2010-0331 | 1270
~_DI00019 | 2010-05-03 | 1265
_DI00034 | 2010-08-05 | 1270
DI00045 | 2010-11-28 | 1260
~DI110007 | 2011-02-28 |  12.58
DI10013 | 2011-05-02 | 1270
DI10022 | 2011-07-11 |  12.60
Mean Hb g/dL 12.59
SD 0.09
CV% 0.75

Min - Max, Hb g/dL. 12.4-12.7

Conclusion: The DiaSpect Tm cuvette has a shelf life of at least 2.5 years.




h. Calibration

The DiaSpect Tm analyzer is factory calibrated and is not user adjustable.

i. Quality Control

The DiaSpect Tm system includes 3 levels of control solutions with known hemoglobin
concentration. The DiaSpect Control HBT is produced in three concentrations that correspond
to three levels of human hemoglobin. Each vial contains 1.9 mL of a solution of a red dye

(Rhodamine) in purified water. The reagent does not contain any material of human or animal
origin.

The DiaSpect Control HBT is 510(k) exempt.

2. Method Comparison Studies

Method comparison:

Method comparison studies were performed across four sites to support the substantial
equivalence of the DiaSpect Tm Hemoglobin System with the predicate device. Finger stick
capillary, K2EDTA and lithium heparin venous whole blood specimens from a total of 399
subjects across four point-of-care clinical sites were tested on-site with both the DiaSpect Tm
system (in singlicate) and in the HemoPoint® H2 Hemoglobin Analyzer (comparative method,
in duplicate). IRB approval was obtained prior to initiating the studies.

A total of 364 male and female subjects, ranging from 9 months to 89 years of age, provided
363 capillary samples ranging from 8.5 to 20.1 g/dL, 349 EDTA venous samples ranging from
6.5 to 19.9 g/dL and 120 heparin venous samples ranging from 10.4 to 20.0 g/dL when tested
in the DiaSpect Tm system. An additional 35 contrived EDTA venous samples were divided
between three sites and tested to challenge the full measuring range of the DiaSpect Tm system.
Of the 349 EDTA venous samples, five samples with hemoglobin values of 6~7 g/dL were
tested in comparison with the predicate at one additional internal site to demonstrate the
performance of the device around these levels.

Testing was performed over a 5-week period by 9 operators using four DiaSpect Tm analyzers
and three lots of DiaSpect Tm Cuvettes. A single lot of tri-level DiaSpect Control HBT
external controls were run each day specimens were tested. Clinical Study sites were required
to have a current Certificate of Waiver and all operators were untrained, intended use operators.
Operators were full time employees of the Certificate of Waiver test sites used in the study,
who normally perform phlebotomy and/or participate in patient testing. Capillary whole blood
and K2EDTA venous whole blood were tested at the four sites by 9 operators. Lithium heparin
was tested at one site by two operators. The results for all natural and contrived samples
combined are summarized in Table below.



Table Overall Results Sumimary, Natural and Contrived, Samples All Sites

. Blood N N 95% CI 95% Cl1 :
Site # Type (Clinical) | (Contrived) SI00E Slope Hntexciept Intercept R
EDTA 0.947 - 0.099 -
1 Venous 100 12 0.9805 1014 0.5607 1.022 0.984
. 0.928 - -0.167 -
Capillary 101 N/A 0.9628 1.008 0.3985 0.964 0.977
EDTA 0.980 - -0.558 -
Venous 120 11 1.0067 1.032 -0.1795 0.199 0.989
Heparin 1.004 - -0.643 -
2 Venous 120 11 1.0229 1.042 -0.3606 0.079 0.994
i 0.951 - -0.989 -
Capillary 119 N/A 1.0129 1.075 0.0958 0.798 0.943
EDTA 0.963 - -0.295 -
; Venous | 119 12 0.9944 1011 -0.0547 0382 0.992
N 0.952 - -0.454 - =,
Capillary 120 N/A 0.9889 1.026 0.0772 - 0.698 0.978
EDTA 0.642 - -3.518 -
. Venous 5 N/A 0.9487 1.255 0.7755 5,069 0.985
Capillary 23 N/A 1.0145 01' 7245?6- -0.3496 J;Eg% © 10861
EDTA 0.969 - -0-029 -
e Venous 349+ 35 0.9858 1.002 0.2130 0.455 0.986
FOTAL 0.963 - -0.276 -
Capillary 363 N/A 0.9903 1018 0.1164 509 0.963
* See introductory study description.
Passing-Bablok Regression All Sites
Passing-Bablok R
Regression
Capillary y=-0.1198 +1.011x 0.965
All resuits
D
e Y = 0.4867 + 0.9637x 0.986
Venous

Matrix Comparison

120 paired natural EDTA and heparin samples, ranging from 10.4 —19.9 g/dL (EDTA) or
10.4 —20.0 g/dL (heparin) Hgb, agreed closely and can be used interchangeably in the
DiaSpect Tm system. Agreement between capillary and EDTA samples in the DiaSpect was
favourable to that of the predicate system, and thus the DiaSpect Tm and predicate are
substantially equivalent.

Comparison Slope Intercept R
DiaSpect EDTA vs Heparin 0.9981 0.0644 0.9812
DiaSpect, Venous vs Capillary 0.9702 0.4634 0.8839
HemoPoint (predicate), Venous vs Capillary 0.8964 1.4695 0.8926




Expected Values/reference Range

Reference interval calculations were performed to verify that the results obtained for a normal
reference population using the DiaSpect Tm Hemoglobin Measuring System are equivalent to
published ranges (Dacie and Lewis, Practical Haematology, Twelfth Edition, Elsevier Limited
2017). Prospective fingerstick and venous EDTA DiaSpect Tm values from normal, healthy
individuals enrolled in the method comparison studies were pooled and used. The interval
between the 2.5" and 97.5" percentiles was taken as the reference interval. Results for subjects
with no medications, capillary and EDTA venous samples combined.

Population Age Range Cited Reference Range
Adult Male > 22 years 13.0—-17.0 g/dL
Adult Female > 22 years 12.0—15.0 g/dL
‘Child/Adolescent > 2 years to 21 years 11.0-15.5 g/dL
Infant 1 month to 2 years 9.4 —16.5 g/dL

VII. Conclusion
The DiaSpect Tm system data presented and provided is complete and supports the basis for

substantial equivalence to the predicate device.
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510k Number
BK200520

A. Introduction
In accordance with the requirements of 21CFR807.92, the following information provides
sufficient detail to understand the basis for a determination of substantial equivalence.

L. Submitter
EKF-diagnostic GmbH
Ebendorfer Chaussee 3
Barleben, Germany 39179

Primary Contact: Karen Golomb

Phone: +1 (830) 249-0772

Fax: +1 (830) 249-0851

Email: karengolomb@ekldiagnostics.com

Date prepared: October 21, 2020
1L Device Name

Proprietary names:  DiaSpect Tm

DiaSpect Tm Cuvettes

Common names: As above

Classification: 21 CFR 864.5620 — Automated hemoglobin system
Class I1
Hematology

Product Code: GKR

ITI. Predicate Device
The DiaSpect Tm system is substantially equivalent to the currently marketed HemoCue Hb 301

System (BK060048, K061047).

IV. Device Description

The DiaSpect Tm system consists of an analyzer and cuvettes. The DiaSpect Tm analyzer is a
spectrophotometric instrument for the measurement of total hemoglobin concentration in
unaltered human blood. The DiaSpect Tm Cuvette is injection-molded of poly methyl
methacrylate (PMMA) and contains a cavity of 10 L volume. The cavity is empty.

V. Indications for Use

The DiaSpect Tm system is intended for the in vitro quantitative measurement of total
hemoglobin in non-anticoagulated capillary whole blood and venous whole blood drawn in K2-
EDTA or lithium heparin tubes in point-of-care settings and in non-antjcoagulated capillary
whole blood and venous whole blood drawn in K2-EDTA tubes in blood bank settings. The
DiaSpect Tm system consists of the DiaSpect Tm analyzer and specifically designed disposable
cuvettes. The DiaSpect Tm analyzer is only to be used with DiaSpect Tm Cuvettes. Rx only.
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V1. Comparison with Predicate

Predicate device name(s): HemoCue Hb 301 System

Predicate 510(k) number(s): BK060048, K061047

Similarities compared to the predicate device (BK060048 K061047)

Predicate Device Candidate Device
Performance HemoCue Hb 301 System DiaSpect Tm system
(BK060048, K061047) (K172173)

Indications for use Determine hemoglobin content of whole blood Same

Analyte Hemoglobin Same

Sample preparation None Same

Automation Fully automated assay Same

Calibration procedure Factory calibrated Same

Test methodology Optical absorbance Same

Sample volume 10 ul Same

Cuvette reagent None Same

components

Result memory No Same

Quality Control Quality control materials are available Same

Differences compared to the predicate device (BK060048, K061047}
Predicate Device Candidate Device
Performance HemoCue Hb 301 System DiaSpect Tm system
(BK060048, K061047) (K172173)

Intended Use The HemoCue Hb 301 System is The DiaSpect Tm system is intended for
designed for quantitative point-of-care | the in vitro quantitative measurement of
whole blood hemoglobin determination | total hemoglobin in non-anticoagulated
in primary care or blood donation capillary whole blood and venous whole
settings using a specially designed blood drawn in K2-EDTA or lithium
analyzer, the HemoCue Hb 301 heparin tubes in point-of-care settings and
Analyzer, and specially designed in non-anticoagulated capillary whole
microcuvettes, the HemoCue Hb 301 blood and venous whole blood drawn in
Microcuvettes. The HemoCue Hb 301 | K2-EDTA tubes in blood bank settings.
System is for In Vitro Diagnostic use The DiaSpect Tm system consists of the
only. The HemoCue Hb 301 Analyzer | DiaSpect Tm analyzer and specifically
is only to be used with HemoCue Hb designed disposable cuvettes. The
301 Microcuvettes. DiaSpect Tm analyzer is only to be used

with DiaSpect Tm Cuvettes.
Rx only.

Sample type Capillary, arterial or venous whole Capillary or venous whole blood
blood

Built-In Quality Auto self-check at start and at regular | Auto self-check confirms each

Control time intervals measurement

Expected values

Adult Males 13.0-18.0 g/dL 13.0-17.0 g/dL.

Adult Females 11.0-16.0 g/dL 12.0 - 15.0 g/dL.

Children 2 yrs to teenage: 11.0 —16.0 g/dL >2 yrsto 21: 11.0 — 15.5 g/dL

Infants Post-natal: 10.0 — 14.0 g/dL 1 mo. to 2 yrs: 9.4 —16.5 g/dL

Operating 10 to 40°C (50 to 104°F) 10 to 42°C (50 to 107°F)

temperature

Cuvette storage

10 — 40°C (50 to 104 °C)

0-50°C (3210 122 °F)

Cuvette
composition

Composed of polystyrene

Composed of poly methyl methacrylate
(PMMA)
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Predicate Device Candidate Device
Performance HemoCue Hb 301 System DiaSpect Tm system
(BK060048, K061047) (K172173)
Control Kit Two concentration levels of liquid Three concentration levels of liquid
components controls controls
Measurement 0.0 —-25.6 g/dLL 1.2-25.5 g/dL.
Range
Connectivity Serial port ¢ Wireless Bluetooth Low Energy
» USB

Measuring Time 3 seconds 1 second
User Interface e Display » Display

e Beeper ¢ Beeper

e One button » Cuvette holder
Microcuvette Place on a tray Slot in
Insertion Technique
Power Sources e AC adapter * 3.6 V integrated lithium ion rechargeable

® 43X AA batteries batteries

o USB Adaptor

Dimensions 6.3x5.5x2.8 inch 6x3.5x1.6 inch

VII. Performance Characteristics

1. Analytical Performance

Analytical studies to determine the substantial equivalence of the DiaSpect Tm system in point-
of-care settings have been previously cleared under K172173. Precision study summaries from
K172173 are included as follows:

a. Precision/Reproducibility:
20-Day Precision

Reproducibility was conducted at three intended use sites over 20 operating days using three
DiaSpect Cuvette lots (one lot per site), three DiaSpect Tm Analyzers (one instrument per site),
and one lot of DiaSpect Controls at three levels (Iow, medium and high). Each control set was
run in duplicate twice daily for 20 days, by two operators at each site. A total of 160 test results
were generated for each control level at each site. SD and %CV for within-run, between-run,
between-day, between-operator, and between-site were calculated for each site and all sites
combined. Reproducibility results at all test sites were within the defined acceptance criteria.

Table 1 20-Day precision data met the criteria of <7% CV.

o Between- | Between- |Between-i Between-
Within- . Total

Run Day Operator Site
Sample N |Mean| Run SD, SD,
e SD, SD, SD, SD, e,

%CV %CV %CV |  %CV
0.085, 0.05, 0.04, 0, 0.04, 0.11,
g 240 1799 | [ ocos 0.59% 0.47% 0% 0.45% 1.38%
. 011, 0.05, 0.03, 0, 0.05, 0.14,
Medium | 240 |12.58| sy 0.38% 0.22% 0% | 047% | 1.09%
. 0.15, 0.06, 0.04, 0, 0.15, 0.22,
High 240 [15.82] o000 | 360 0.27% 0% | 097% | 1.41%
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Single-Day Precision

Single-day precision was performed at a single site using K2-EDTA venous whole blood. Five
donors provided five samples (one sample each), some of which were manipulated to increase or
decrease hemoglobin levels. The study was performed at a single site using three instruments,
three Iots of cuvettes, and three operators. Each of three operators ran duplicate tests on all five
levels, providing 54 measurements for each level. Single-day precision results were within the
defined acceptance criteria.

Table 2 Single-Day precision data met the criteria of <7% CV,

Within-Run [Between-Lot| Lct"een- Eehyecn: Total

Sample | N Mean| - <py wicvy | (SD, %CV) (S{ie'f/:g\;) (é‘];"a‘f/zzc";) (SD, %CV)
Level | | 54 | 4.87 | (0.05,0.97%) |(0.04,0.82%)| (0.02, 0.42%) | (0.11,2.19%) | (0.13,2.57%)
Level2 | 54 |10.19| (0.19,1.87%) | (0,0%) | (0.06,.06%) | (0.12,1.17%) | (0.23,2.29%)
Level3 | 54 |13.75 | (0.38,2.77%) |(0.07,0.48%)| (021,1.5%) | (0, 0%) (0.44, 3.19%)
Level 4 | 54 |17.46| (0.69,3.93%) | (0,0%) | (0.08,0.48%) | (0.37,2.14%) | (0.79, 4.5%)
Level 5 | 54 |22.93 | (1.45,6.33%) | (0,0%) | (03,132%) | (0,0%) | (1.48,6.47%)
b. Linearity

Please refer to submission K172173.

¢. Traceability, Stability, Expected values (Controls, Calibrators)
The DiaSpect Control HBT is produced in three concentrations that correspond to three levels of
human hemoglobin.

d. Detection Limit:
Please refer to submission K172173.

e. Analytical specificity:
Please refer to submission K172173.

J. Assay cut-off:
Not applicable

g. Stability
Please refer to submission K172173.

h. Calibration
The DiaSpect Tm analyzer is factory calibrated and requires no further calibration.

i, Quality Control

DiaSpect control solutions are available to facilitate compliance with local, state and/or federal
regulations or accreditation requirements. The DiaSpect Control HBT is produced in three
concentrations that correspond to three known levels of human hemoglobin. Each vial contains
1.9 mL of a solution of a red dye (Rhodamine) in purified water. The reagent does not contain
any material of human or animal origin, The DiaSpect Control HBT is 510(k) exempt.
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2. Method Comparison Studies

Method comparison studies were conducted with finger stick capillary whole blood and paired
K2-EDTA venous whole blood at blood bank settings. A total of 150 capillary and 147 venous
blood donors were tested with the DiaSpect Tm and HemoCue Hb 301 at two sites.

DiaSpect Tm vs HemoCue Hb 301 (linear regression)

Site Matrix N (921',2"&) (I;'S“’/ch:';; r

1 Capillary || .75 (0.89? i9f41‘.‘0377) (-1.0(1)'112816.228) 0.951
vignous e (1.0961’111321%2074) (r3.70—22:§i;~5-52].0074) 950

3 Capillary s (0.89?&9:1{)?9957) (,-0.35253381?0731 WL
jlenous 51 oa .134: 1 " 81‘.‘2227) (-3.41;;24'16-523.1 i1y (2287

e SRy = 10 (0.91’;)&.193‘(1)%9948) (-0.343625109.3733 ) | 0967
Venous | 147 a0 g 0.978

(11068 ~ 1,1863) | (-3.4183 ~-2.1122)
DiaSpect Tm vs HemoCue Hb 301 (Passing-Bablok regression)

"o | Mamix r (9?’;.),[)&) (I;lste/:cg;; 3

ALL Capillay _ifj 150 (0.95112'0?(1.032) (-1.01 10;43.2805,) Ly

ALL || Venous ) 147 (1.10}){4? 179) (306 ngos | 0978

The bias of the DiaSpect Tm at hemoglobin acceptance levels for donors was calculated from the

regression curves using the Hb 301 as the reference method.

DiaSpect Tm Capillary DiaSpect Tm Venous
Donor Cutoffvs Hb 301 [, T evel | % Bias | Hb Level | % Bias
Adult Female, 12,5 g/dL 12.2 g/dL, -2.4% 11.8 -5.6%
Adult Male, 13 g/dL 12.7 g/dL -2.3% 12.4 -4.8%

Using the Hb 301 as the reference method, the agreements for blood donor acceptance at these
cutoff levels are as follows:

Capillary All Donors Hb 301 >Cutoff Hb 301 <Cutoff
DiaSpect Tm >Cutoff 127 2
DiaSpect Tm <Cutoff 7 14

Agreement (Score 95% CI)
Accept = 127/134 = 94.8% (89.6~97.4%)
Reject = 14/16 = 87.5% (64.0~96.5%)

Venous All Donors Hb 301 >Cutoff Hb 301 <Cutoff
DiaSpect Tm >Cutoff 120 1
DiaSpect Tm <Cutoff 13 13

Agreement (Score 95% CI)
Accept = 120/133 = 90.2% (84.0~94.2%)
Reject = 13/14 = 92.9% (68.5~98.7%)
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The negative bias observed for the DiaSpect Tm was resolved by comparing both test methods to
a laboratory reference method. In a separate study conducted at one site, 100 capillary and 100
venous samples were tested with the DiaSpect Tm and HemoCue Hb 301 and compared with the
same venous samples that were also tested with the Sysmex XP-300. The DiaSpect Tm was
found to be substantially equivalent to the Sysmex XP-300 {calibrated to the hemiglobincyanide
method, HiCN), while the HemoCue Hb 301 consistently provided results that are higher by
approximately 0.6 g/dL. The results are summarized below.

The bias of the DiaSpect Tm at hemoglobin acceptance levels for donors was calculated from the
regression curves using the Sysmex XP-300 as the reference method.

’ DiaSpect Tm Capillary DiaSpect Tm Venous
Donor Cutoff vs XP-300 |5, Fovel | % Bias | Hb Level | % Bias
Adult Female, 12.5 g/dL 12.56 0.5% 12.53 0.2%
Adult Male, 13 g/dL 13.05 0.4% 13.07 0.7%

The bias of the Hb 301 at hemoglobin acceptance levels for donors was calculated from the

regression curves using the Sysmex XP-300 as the reference method.

Hb 301 Capillary Hb 301 Venous
Donor Cutoff vs XP-300 55,0l T % Bias | Hb Level | % Bias
Adult Fernale, 12.5 g/dL, 13.12 5.0% 13.03 42%
Adult Male, 13 g/dL. 13.62 4.8% 3.55 42%

Using the Sysmex-XP-300 as the reference method, the agreements for blood donor acceptance

at these cutoff levels are as follows:

Capillary All Donors Sysmex XP-300 >Cutoff Sysmex XP-300 <Cutoff
‘DiaSpect Tm >Cutoff 75 3
DiaSpect Tm <Cutoff 6 16

Agreement (Score 95% CI)

Accept = 75/81 = 92.6% (84.8~96.6%)
Reject = 16/19 = 84.2% (62.4~94.5%)

Venous All Donors Sysmex XP-300 >Cutoff Sysmex XP-300 <Cutoff
DiaSpect Tm >Cutoff 77 0
DiaSpect Tm <Cutoff 4 19

Agreement (Score 95% C1)

Accept=77/81 = 95.1% (88.0~98.1%)
Reject = 19/19 = 100.0% (83.2~100.0%)

Matrix Comparison

Please refer to submission K172173.

VII. Conclusion

The DiaSpect Tm data presented and provided is complete and supports the basis for substantial

equivalence to the predicate device for use in blood bank settings.
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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
(As required by 21 CFR 807.92)

Trade Name: HemoPoint® H2 Hemoglobin Measurement System
Common/Classification Name:  Automated Hemoglobin System

Device Classification: Class:
CFR: 21 CFR B64.5620
Product Code: GKR

Manufacturer: Stanbio Laboratory
1261 North Main Street
Boerne, Texas 78006

Device Description / Procedure Principle:
The HemoPoint® H2 Hemoglobin Measurement System is comprised of a HemoPoint®
H2 Hemoglobin Photometer and HemoPoint® H2 Cuvettes.

The recognized reference method for tHb determination (IHb = total hemoglobin) is the
cyanmethemoglobin method, which is also known as the cyanhemoglobin method. The blood
sample is diluted 1:251 with a reagent buffering solution. Here the erythrocytes are hemolysed
and the bivalent iron in oxy- and desoxyhemoglobin are oxidised by the reagent potassium
hexacyanoferrate (lli) to trivalent iron and so converted to methemoglobin. Together with
cyanide ions, which are also contained in the reagents, the methemoglobin forms a stable,
colored complex, namely cyanmethemoglobin. This has a wide absorption maximum at 540 nm.
This absorption is proportional to the tHb concentration.

In 1966, Vanzetti suggested to replace KCN by NaN; and thus was able to reduce the toxicity of
the reagent mixture considerably.

Vanzetti's method is also known as the azide methemogobin method. A modified azide
methemoglobin method is used in the HemoPoint® H2 system.

In the HemoPoint® H2, however, the use of microcuvettes with short light pathways makes it
possible to analyze undiluted blood. The filled cuvette is inserted into the HemoPoint® H2
photometer, the color produced by the chemical reaction in the cuvette is measured, and the Hb
level is calculated and displayed.

In the HemoPoint® H2 photometer the light transmitted through the cuvette sample is
measured.

i b
Pa'-‘hl;!i-—bp

Hosrtg s
- b

Principle of photometric transmitted light measurement.
Po: 100 % - light intensity, P: remaining light intensity, b: distance through the solution

For this purpose, light is directed through the blood sample and the transmission T is
measured. From the amount of light absorbed by the sample, the concentration of the
hemoglobin in the cuvette can be calculated using Lambert-Beers Law.

Light emitting diodes (LED’s) are used as light sources and a photodiode to detect the light.
The light emitting diodes utilize the central wavelengths 570 nm (for measurement) and 880 nm
(for turbidity compensation).

2-2



Section Two — Statements/Certifications

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS CONT'D

Intended Use: .
The HemoPoint H2 Hemoglobin Measurement System is indicated for the quantitative determination of

hemoglobin in arterial, venous, ar capillary blood.

The microcuvettes part number 3010-100 are indicated for use in the HemoPoint® H2 Hemoglobin
Measurement System and the Hemocue® measurement system. The microcuvettes are intended to be
used only once and must be disposed of after use as potentially infectious waste.

Estimation of hematocrit as a function of Hemoglobin is performed for normal hemoglobin ranges only (120
to 180 g/L or 12.0 to 18.0 g/dL). The estimated hematocrit is not indicative of disease states such as
anemia and abnormal values and will not be reported.

For In Vitro Diagnostic Use Only

Comparison To Predicate Device;

Precision:
Within-run imprecision HemoPoint® H2 System and HemoPoint® H2 Cuvettes on HemoCue Device < 2%

HemoPoint® H2 cuvette measured |HemoPoint® H2
in HemoPoint® H2 device measured in HemoCue

device

Hemoglobin/high

(17.3 g/dL):

Within-Run Precision | Swy 0.111 g/dL, CV 0.6 % Swr0.103 g/dL, CV 0.6 %

(NCCLS EPS5-A):

Total Precision | Sy 0.207 g/dL, ,CV 1.2 % S70.162 g/dl., CV 0.9 %

{(NCCLS EP5-A):

Hemoglobin/low

(10.7 g/dL)

Within-Run Precision | S, 0.095 g/dL, CV 0,9 % S.: 0.068 g/dL, CV 0,6 %

(NCCLS EP5-A):

Total Precision | Sy 0.114 g/dL, CV 1.1 % S70.086 g/dL, CV 0.8 %

(NCCLS EP5-A):

Hemoglobin/normal

(12.9 g/dL)

‘Within-Run Precision | Sw; 0.084 g/dL, CV 0.7 % ‘Swr0.102 g/dL, CV 0.8 %

(NCCLS EP5-A):

Total Precision | St 0.148 g/dL, CV 1.1 % S70.134g/dL, CV1.0%

(NCCLS EP5-A). 1

Between-Day 10.7 g/dL: SD 0.102 g/dL, CV1.0% |[10.9 g/dL: SD 0.094 g/dL,

Imprecision 12.9 g/dL: SD 0.141g/dL, CV1.1% |CV0.9%

Single observation, |17.3 g/dL: SD 0.169 g/dL, CV 1.0 % [13.0 g/dL: SD 0.126 g/dL,

20 days ’ CV1.0%
17.2 g/dL: SD 0.148 g/dL,
CV0.9%

Correlation Study:
Correlation coefficient HemoPoint® H2 System compared to

NCCLS H15-A3 reference method, venous blood: 2 0.98
Correlation coefficient HemoPoint® H2 cuvettes on HemoCue Device compared to
HemoCue System, venous blood: 20.97
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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS CONT’D

Experimental Data:

HemoPoint® H2 System: (HemoPoint® H2 cuvettes measured in HemoPoint® H2 device):

Regression line and correlation
coefficients compared to NCCLS H15-A3
reference method (g/dL), venous blood
(Summary from 4 Clinical Study Sites)

Y=0.023 + 1.006X

R=0.999

N=174, duplicate measurements
Range 3.31 g/dL to 24.4 g/dL

Regression line and correlation
coefficients compared to HemoCue
system (g/dL), venous blood,

Y=-0.233 +1.001X
R=0.998
N=286, duplicate measurements

(Summary from 4 Clinical Study Sites)

Range 3.25 g/dL to 23.85 g/dL

HemoPoint® H2 cuvettes measured in HemoCue device*

Regression line and
coefficients compared to
system (g/dL), venous blood,

(Summary from 4 Clinical Study Sites) -

correlation
HemoCue

Y= 0.139 +986X
R=0.999
- N=288, duplicate measurements
Range 3.25 g/dL to 23.85 g/dL

Comparison to Predicate Device:

Specification HemoPoint® H2 HemoCue Comments
Tnstrument & No: t Noi 2 2 m%&ﬁfmz
IRy T

Measurement range 0-25.6 g/dL 0-256g/dL equivalent

Specified range 0-25.6 g/dL 0-23.5g/dL equivalent

Specified accuracy + 0.3 g/dL at =14 a/dL +0.3 g/dL at =14 g/dL equivalent

~ venous, arterial or venous, arterial or )
Sample material equivalent

capillary human blood

capillary human blood

measuring time

. Approximately Approximately
Measuring time _ i depends on the
30 - 60 sec 30 - 60 sec Eoneentalon
Measuring units mol/L, g/dL, g/L mol/L, g/dL, g/L equivalent
Calibration against NCCLS reference | against ICSH reference NCiCLS !s f
method method current version o
the method
Method Azidemethemoglobin Azidemethemoglobin equivalent

method (Vanzetti)

method (Vanzetti)

Conclusion / Substantial Equivalence:
The HemoPoint® H2 Hemoglobin Photometer and HemoPoint® H2 Cuvettes and the predicate
devices, HemoCue B-Hemoglobin System with microcuvette are substantially equivalent based

on design and function.

Kirk Johnson
QA/Regulatory Affairs Manager
Stanbio Laboratory




DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration

Mr. Kirk Johnson 0CT 2 4 2003 a%ii\?ﬁ:hn%Rgggso
QA/Regulatory Affairs Manager

Stanbio Laboratory

1261 North Main Street

Boerne, Texas 78006

Re: k032482
Trade/Device Name: Stanbio Laboratory HemoPoint® Hemoglobin Measurement

System
Regulation Number: 21 CFR § 864.5620
Regulation Name: Automated Hemoglobin System
Regulatory Class: II
Product Code: GKR
Dated: August 5, 2003
Received: August 12,2003

Dear Mr. Johnson:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.
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If you desire specific information about the application of labeling requirements to your device,
or questions on the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
hitp://www.fda.gov/edrh/dsma/dsmamain.html.

Sincerely yours,

e P,

Steven I. Gutman, M.D., M.B.A.

Director

Office of In Vitro Diagnostic Device Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known): K o31.481-

Device Name: Stanbio Laboratory HemoPoint® Hemoglobin Measurement System

Indications for use:

The HemoPoint® H2 Hemoglobin Measurement System is indicated for the quantitative
determination of hemoglobin in arterial, venous, or capillary blood.

The microcuvettes part number 3010-100 are indicated for use in the HemoPoint® H2
Hemoglobin Measurement System and the Hemocue® measurement system. The microcuvettes
are intended to be used only once and must be disposed of after use as potentially infectious
waste.

Estimation of hematocrit as a function of Hemoglobin is performed for normal hemoglobin
ranges only (120 to 180 g/liter or 12.0 to 18.0 g/deciliter ). The estimated hematocrit is not
indicative of disease states such as anemia and abnormal values will not be reported.

For In Vitro Diagnostic Use Only

Caution: Federal law restricts this device to sale by or on the order of a physician.

Vo los Lriil

Divisiﬁh Sigg-Off

Office of In Vitro Diagnostic Device
Evaluation and Safety

s10k)__K0 32 48+

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use\/ OR Over the Counter Use
(Per 21 CFR801.109)

(Optional Format 1-2-96)
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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
{(As required by 21 CFR 807.92)

Trade Name: HemoPoint® H2 Hemoglobin Measurement System
Common/Classification Name:  Automated Hemoglobin System

Device Classification: Class: Il
CFR: 21 CFR 864.5620
Product Code: GKR

-

Manufacturer: ‘ Stanbio Laboratory
1261 North Main Street
Boerne, Texas 78006

Device Description / Procedure Principle:
The HemoPoint® H2 Hemoglobin Measurement System is comprised of a HemoPoint®
H2 Hemoglobin Photometer and HemoPoint® H2 Cuvettes.

The recognized reference method for tHb determination (tHb = total hemoglobin) is the
cyanmethemoglobin method, which is also known as the cyanhemoglobin method. The blood
sample is diluted 1:251 with a reagent buffering solution. Here the erythrocytes are hemolysed
and the bivalent iron in oxy- and desoxyhemoglobin are oxidised by the reagent potassium
hexacyanoferrate (lll) to trivalent iron and so converted to methemoglobin. Together with
cyanide ions, which are also contained in the reagents, the methemoglobin forms a stable,
colored complex, namely cyanmethemoglobin. This has a wide absorption maximum at 540 nm.
This absorption is proportional to the tHb concentration.

In 1966, Vanzetti suggested to replace KCN by NaN3 and thus was able to reduce the toxicity of
the reagent mixture cansiderably.

Vanzetti's method is also known as the azide methemogobin method. A modified azide
methemoglobin method is used in the HemoPoint® H2 system.

In the HemoPoini® H2, however, the use of microcuvettes with short light pathways makes it
possible to analyze undiluted blood. The filled cuvette is inserted into the HemoPoint® H2
photometer, the color produced by the chemical reaction in the cuvette is measured, and the Hb
level is calculated and displayed.

In the HemoPoint® H2 photometer the light transmitted through the cuvette sample is
measured.

- B s——
P —Pi—b P

whoarbing whdon
b concarbelon &

Principle of photometric transmitted light measurement.
Po: 100 % - light intensity, P: remaining light intensity, b: distance through the solution

For this purpose, light is directed through the blood sample and the transmission T is
measured. From the amount of light absorbed by the sample, the concentration of the
hemoglobin in the cuvette can be calculated using Lambert-Beers Law.

Light'emitting diodes (LED's) are used as light sources and a photodiode to detect the light.
The light emitting diodes utilize the central wavelengths 570 nm (for measurement) and 880 nm
(for turbidity compensation).

2.2



510(K) SUMMARY OF SAFETY AND EFFECTIVENESS CONT'D

Intended Use:

The HemoPoint H2 Hemoglobin Measurement System is indicated for the quantitative
determination of hemoglobin in arterial, venous, or capillary blood.

The microcuvettes part number 3010-100 are indicated for use in the HemoPoint® H2
Hemoglobin Measurement System and compatible measurement systems. The microcuvettes
are intended to be used only once and must be disposed of after use as potentially infectious
wasta

Estimation of hematocrit as a function of Hemoglobin is performed for normal hemoglobin
ranges only (120 to 180 g/l or 12.0 to 18.0 g/dL). The estimated hematocrit is not indicative of
disease states such as anemia and abnormal values and wili hot be reported. A

For In Vitro Diagnostic Use Only |

Comparison To Predicate Device:;

Precision:
Within-run imprecision HemoPoint® H2 System and HemoPoint® H2 Cuvettes on HemoCue
Device = 2%

HemoPoint® H2 cuvette measured |HemoPoint® H2
in HemoPoint® H2 device measured in HemoCue
device
Hemoglobin/high
(15.7 g/dL):
Within-Run Precision | S.r 0.087 g/dL, CV 0.5 % Sw0.102g/dL, CV 0.7 %
(NCCLS EP5-A);
Total Precision | Sr 0.1747 gfdL, CV 1.1 % Sy 0.302 g/dl., CV 1.9 %
(NCCLS EP5-A):
Hemoglobin/low
{11.8 g/dL)
Within-Run Precision | Swr 0.070 g/dL, CV 0.6 % Sw-0.105g/dL, CV 0.9 %
(NCCLS EP5-A):
Total Precision | St 0.162 g/dL, CV 1.4 % Sr 0.198 ¢g/dL, CV 1.6 %
{NCCLS EP5-A):
Hemoglobin/normal
(8.0 g/dL)
Within-Run Precision | Sw 0.058 g/dL, CV 0.7 % Sy 0.068 g/dL, CV 0.8 %
(NCCLS EP5-A):
Total Precision | St 0.122g/dL,CV 1.5 % Sy 0.158 g/dL, CV 1.9 %
(NCCLS EP5-A):
Between-Day 15.7 g/dL: SD 0.179 g/dL, CV 1.1 % |15.7 g/dL: SD 0.286 g/dL,
Imprecision 11.8¢g/dL: SD0.176g/dL, CV1.5% [CV1.8%
Single observation,| 8.0 g/dL: SD0.111g/dL,CV1.4% |[11.8 g/dL: SD 0.201 g/dL,
20 days CV16%
8.0 g/dL: SD 0.118 g/dL,
CV15%
Correlation Study:
Correlation coefficient HemoPoint® H2 System compared to
NCCLS H15-A3 reference method, venous blood: 2 0.998
Correlation coefficient HemoPoint® H2 cuvettes on HemoCue Device compared to
HemoCue System, venous blood: = 0.995
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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS CONT'D

Experimental Data:
HemoPoint® H2 System: (HemoPaint® H2 cuvettes measured in HemoPoint® H2 device):

Regression line and correlation - Y=0.2929 + 1.0086X
coefficients compared to NCCLS H15-A3 - R=0.999

reference method (g/dL), venous blood - N=100, duplicate measurements
(Summary of resuits)

Regression line and correlation . =-5.8261 +1.0462X
coefficients compared to HemoCue - R=0.995

system (g/dL), venous blood, - N=100, duplicate measurements

(Summary of results)

HemoPoint® H2 cuvettes measured in HemoCue device™

Regression line and correlation s =-0.2181 + 1.0159X
coefficlents compared to HemoCue - R=0.997
system (g/dL), venous blood, - N=100, duplicate measurements

{Summary of results)

Comparison to Predicate Device:;

. " HemoPoint® H2 (current HemoPoint® H2
Specification cuvette) (modified cuvette) Comments
Measurement range 0-25.6g/dL 0-25.6 g/dL equivalent
Specified range 0-25.6 g/dL 0-256grdL equivalent -
Specified accuracy + 0.3 g/dL at =14 g/dl. 0.3 g/dL at= 14 g/dL equivalent
. vénous, arterial or venous, arterial or .
Sample material capillary human blood capillary human blood equivalent
i Approximately Approximately g
Measuring time 30 — 60 sec 30 — 60 sec equivalent
Measuring units mol/L, g/dL., g/L mol/L, g/dL, g/l equivalent
Calibration against NCCLS reference | against NCCLS reference .
method method equivalent
Method Azidemnethemoglobin Azidemethemoglobin equivalent
method (Vanzetti) method (Vanzetti) q

Conclusion / Substantial Equivalence:

The modified HemoPoint® H2 cuvettes for the HemoPoint® H2 Hemoglobin Photometer and
and the predicate devices, Hemo Point® H2 Hemoglobin Measurement System with
microcuvette are substantially equivalent based on design and function.

Kirk Johnson
QA/Regulatory Affairs Manager
Stanbio Laboratory 2-4



—/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administralion

2048 Gaither Road
Rackville MD 20850

JUL 1 8 2008

Stanbio Laboratory

¢/o Mr. Kirk Johnson

QA Regulatory Affairs Manager
1261 North Main Street

Boerne, Texas 78006

Re: k081719
Trade/Device Name: Stanbio Laboratory HemoPoint® H2 Hemoglobin Measurement
System
Regulation Number: 21 CFR 864.5620
Reguotation Namie: Automated hemogiobin system
Regulatory Class: Class II
Product Code: GKR
Dated: June 16, 2008
Received: June 18, 2008

Dear Mr. Johnson:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications

. for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good marmmfactaring practice, fabeling, and prolibifions against misbranding and
adulteration.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
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notification. The FDA finding of substantial equivalence of your device to a legally markcted
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of In Vitro Diagnostic Device Evaluation and Safety at (240) 276-0450. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR
Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s Office of
Surveillance and Biometric’s (OSB’s) Division of Postmarket Surveillance at (240) 276-3474.
For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDRY)), please contact the Division of Surveillance Systems at (240) 276-3464. You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance af its toll-free aumber (800) 638-2041 or
(240) 276-3150 or at its Internet address hitp://www.fda.gov/edrh/industry/support/index. html.

Sincerely yours,

;{Qﬁ’r/m— Eroue A Tharee Cha

Maria M. Chan, Ph.D.

Acting Division Director

Division of Immunology and Hematology Devices

Office of In Vitro Diagnostic Device Evaluation
and Safety

Ceunter for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K081719
Device Name: Stanbio Laboratory HemoPoint® Hemoglobin Measurement System
Indications For Use:

The HemoPoint® H2 Hemoglobin Measurement System is indicated for the quantitative
determination of hemoglobin in arferial, venous, or capillary blood.

The microcuvettes part number 3010-100 are indicated for use in the HemoPoint® H2
Hemoglobin Measurement System and the Hemocue® measurement system. The
microcuvettes are intended to be used only once and must be disposed of after use as
potentlally infectious waste.

Estimation of hematocrit as a function of Hemoglobin is performed for normal
hemoglobin ranges only (120 to 180 g/liter or 12.0 to 18.0 g/deciliter ). The estimated
hematocrit is not indicative of disease states such as anemia and abnormal values will
not be reported.

For In Vitro Diagnostic Use Only

Caution: Federal law restricts this device to sale by or on the order of a physician.
Prescription Use AND/OR Over-The-Counter Use
{Part 21 CFR 801 Subpait O} (21 CFR 801 Subpart G}

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

Offiod of In Vit Diagaoe
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Food and Drug Administration

%
-/ﬁ DEPARTMENT OF HEALTH & HUMAN SERVICES

%"r.
w 2 4 2003 2098 gaither Road
SEP Rockville MD 20850
EKF Diagnostic GmbH
c/o Mr. Stephen Gorski
Submission Correspondent
S65 W 35739 Piper Road
Eagle, Wisconsin 53119

Re: k031898
Trade/Device Name: EKF-diagnostic Hemo Control Hemoglobin Measurement System
Regulation Number; 21 CFR § 864.5620
Regulation Name: Automated Hemoglobin System
‘Regulatory Class: II
Product Code: GKR, KHG
Dated: June 16, 2003
Received: July 1,2003

Dear Mr. Gorski:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registratfon and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820). This letter
will allow you to begin marketing your device as described in your Section 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market.
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If you desire specific information about the application of labeling requirements to your device,
or questions on the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.htm!.

Sincerely yours,

Bivern Aome,n

Steven I. Gutman, M.D., M.B.A.

Director

Office of In Vitro Diagnostic Device Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known):

Device Name: EKF-diagnostic Hemo Control Hemoglobin Measurement System

Indications for use:

The Hemo_Control Hemoglobin Measurement System is indicated for the quantitative
determination of hemoglobin in arterial, venous, or capillary blood.

The microcuvettes part number 3000-3011-050 are indicated for use in the Hemo_Control
Hemoglobin Measurement System and compatible measurement systems. The microcuvettes are
intended to be used only once and must be disposed of after use as potentially infectious waste.

Estimation of hematocrit as a function of Hemoglobin is performed for normal hemoglobin ranges
only (120 to 180 g/liter or 12.0 to 18.0 g/deciliter ). The estimated hematocrit is not indicative of
disease states such as anemia and abnormal values will not be reported.

For In Vitro Diagnostic Use Only

Caution: Federal law restricts this device to sale by or on the order of a physician.

Diviﬁh' Sigh-Off .

Office of In Vitro Diagnostic Device
Evaluation and Safety

sk 03159

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ‘/ OR Over the Counter Use
(Per 21 CFR301.109)

(Optional Format 1-2-96)
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_/@ =7 U.S. FOOD & DRUG

ADMINISTRATION

June 12, 2020

EKF-diagnostic GmbH

Andrew Rutter

Global Head, Quality Assurance & Regulatory Affairs
Ebendorfer Chaussee 3

Barleben, 39179

Germany

Re: K200909
Trade/Device Name: Hemo Control
Regulation Number: 21 CFR 864.5620
Regulation Name: Automated Hemoglobin System
Regulatory Class: Class II
Product Code: GKR
Dated: April 3, 2020
Received: April 6, 2020

Dear Andrew Rutter:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register:

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's

U.S. Foed & Drug Administration
10903 New Hampshlre Avenue
Silver Spring, MD 20993
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requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801 and Part 809); medical device reporting (reporting of medical device-related adverse events) (21 CFR
803) for devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to hitps://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.{da.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

Takeesha Taylor-bell -S

Takeesha Taylor-Bell

Chief ,

Division of Immunology and Hematology Devices
OHT7: Office of In Vitro Diagnostics and
Radiological Health

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120

Food and Drug Administration Expiration Date: 06/30/2020
Indications for Use See PRA Statement below.
510(k) Number (if known)
k200909
Device Name

Hemo Control

Indications for Use (Describe)
Hemo Control is intended to be used for the quantitative determination of hemoglobin (Hb) concentrations in human

blood.

The Hemo Control Hemoglobin Microcuvettes are intended to be used with the Hemo Control photometer for the
quantitative determination of hemoglobin (Hb) concentrations in human blood. )

For in-vitro diagnostic use only.

Type of Use (Select one or both, as applicable)
X Prescription Use (Part 21 CFR 801 Subpart D) [] Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may nof conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (7/17) Page 1 of 1 1SC Publishing Services (361) 44346740
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510k Summary

Introduction

Submitter

Contact Person:

Secondary Contact:

Date Prepared:

Device Name:

Device Descriptions:

According to the requirements of 21CFR807.92, the following
information provides sufficient detail to understand the basis for a
determination of substantial equivalence.

EKF-diagnostic GmbH
Ebendorfer Chaussee 3
39179 Barleben
Germany

Andrew Rutter

Phone: +44 2920 710570

Fax: +44 2920 705715

Email: andrewrutter@ekfdiagnostics.com

Karen Golomb

Phone:

Fax:

Email: karengolomb@ekfdiapnostics.com

24" April 2020

Proprietary names:
Hemo Control

Common names: As above.

Classification: 21CFR864.5620 (Class II, Automated
hemoglobin system)

Product Code: GKR

Hemo Control consists of the Hemo Control photometer / analyzer and
the Hemo Control Hemoglobin Microcuvettes, its accessories and
consumables (i.e. Control Solution Hb-con).

The Hemo Control photometer / analyzer is a semi-automated,
spectrophotometric instrument, which provides instant quantitative
total hemoglobin results.

Using the reagent filled microcuvette a small amount of arterial,
venous or capillary blood is taken up by capillary action. The filled
microcuvette is inserted into the Hemo Control photometer. The color
produced by chemical reaction in the microcuvette is measured and the
Hb value is displayed.

The measurement accuracy of the Hemo Control Hemoglobin
Measurement System can be verified by use of Hb-con control
solution, a quality control material with pre-determined hemoglobin
concentration.



Predicate Devices:

Predicates 510(k):

Special Conditions
for Use:

Special instrument
Requirements:

Intended Use:

As a second quality control measurement, the control cuvette as a
physical standard is used for a comfortable and cheap check of the

device.

EKF Diagnostic Hemo Control Hemoglobin Measurement System

k031898

For in vitro diagnostic use.
Rx Only

None

Hemo Control is intended to be used for the quantitative determination
of hemoglobin (Hb) concentrations in human blood.

The Hemo Control Hemoglobin Microcuvettes are intended to be used
with the Hemo Control photometer for the quantitative determination of
hemoglobin (Hb) concentrations in human blood.

For in-vitro diagnostic use only.

Comparison with predicate:
Similarities and differences compared to the chosen predicate device:-
Hemo Control Hemoglobin System (k031898)

Predicate Device: Candidate Device:
Hemo Control Hemo Control

Mode] number 3000-0031-6901 3040-0010-0218

Intended Use: Quantitative determination of Quantitative determination of
hemoglobin hemoglobin

Indications 16t Use

The Hemo Control Hemoglobin Hemo Control is intended to be vsed
Measurement System is intended | for the quantitative determination of
to be used for the quantitative hemoglobin (11b) concentrations in
determination of hemoglobin (Hb) | human blood.

concentrations in human blood.

Analyte

Hemoglobin Hemoglobin

Sample requirements

Venous, capillary or arterial blood | Venous, capillary or arterial blood

Methodology

Hem-azide methemoglobin Hem-azide methemoglobin

Het-Estimation from hemoglobin | Hct-Estimation from hemoglobin




Functionality Data transfer only Additional data management
functionality
Accessory None Optional Add Pack Hemo Control DM
Performance Characteristics
Hemo Control
Analytical Performance
a. Precision:
Within Run Total Single Observation
(CV) (CV) 20 days
(V)
Hemoglobin/Low 0.8% 1.0% 0.9%
(107 g/L)
Hemoglobin/Normal 0.6% 1.0% 0.8%
(129 g/L)
Hemoglobin/High 0.6% 1.1% 1.0%
(173 g/L))

b. Linearity/assay reportable range:
0-25.6 g/dL

¢. Traceability (controls, calibrators, or method):
Device calibrated against NCCLS reference method

Comparison studies
a. Method comparison
Comparison to NCCLS Reference Method:
y=1.0064x + 0.0234, r=0.0076, n=174

Comparison to HemoCue hemoglobin measurement system
y=1.0005x — 0.2334, r=0.9962, n=286

Comparison of Hemo Control Cuvettes in HemoCue
y=0.9855x + 0.139, r=0.998, n=286



b. Matrix comparison
Capillary samples, 4 sites:
y=0.96x + 0.3742, 1=0.8256, n=275

Arterial samples, 1 site:
y=0.9868x — 0.0285, r=0.998, n=10

Expected values/Reference range

Based on literature references

Women: 12.0 — 16.0 g/dl
Men: 13.0 —17.5 g/dl
Children, depending on age: 9.0 -24 g/dl

Proposed Labeling
The labeling is sufficient and it satisfies the requirements of 21 CFR Part 809.10.

Conclusion

The submitted information in this premarket notification is complete and supports a
substantial equivalence decision.



Attachment A.ll

Record on Appeal
MSDH Response

Dated June 22, 2021
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MississipPl STATE DEPARTMENT OF HEALTH

TRANSMITTED BY E-MAIL AND U.S. MAIL

June 22, 2021

Mark Bellwood

Director of Sales, Specialty Markets
HemoCue America

250 S. Kraemer Blvd.

Brea, CA 928821
mark@hemocue.com

Re:  Response to Protest regarding Request for Quotes- Formal (RFQF) Reverse
Auction RFx 3140002081 for Hemoglobin Analyzers and Microcuvettes

Dear Mr. Bellwood:

The Mississippi State Department of Health (MSDH) is in receipt of your protest dated April 26,
.2021. After consideration thereof as well as the relevant facts and circumstances, MSDH denies

your protest and would show the following in support thereof.
STATEMENT OF RELEVANT FACTS

On October 1, 2020, MSDH issued RFx 3140002081 Request for Quotes-Formal (RFQF) Reverse
Auction seeking bids for the purchase of Hemoglobin Analyzers and Microcuvettes. MSDH
included a list of specifications for the analyzer and microcuvettes. See MSDH-REx # 3140002081
Specification Sheet Attached hereto as Exhibit A. Questions were to be submitted by February 12,
2021, and answers were provided to the offerors on February 24, 2021. After Amendments and
weather delays, the bids were submitted by March 19, 2021.

MSDH received bids from two vendors. EKF Diagnostics proposed the Hemo Control Analyzer
Model #3040-0010-0218 and HemoCue submitted two hemoglobin analyzers, the HCAM Hb

201+ and Hb 301.

Each submission was reviewed for responsiveness. To ensure that the models submitted met
MSDH needs, on March 31, 2021, Kevin Pearson emailed each vendor a copy of the list of
specifications and requested that the vendors, “provide a response for each specification as listed
on the attached specification sheet and return by email for further review.” Each vendor was asked
to respond by April 2, 2021. See emails to EKF Diagnostics and HemoCue attached here (o as

composite Exhibit B.
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Based on the response provided by EKF, MSDH determined that the analyzer could meet the
specifications of B.7 if the test were performed correctly and deemed the analyzer responsive to
the request. The vendors were notified that the reverse auction would take place on April 20, 2021,
at 9:00 A.M. CST.

On April 19, 2021, on the eve on the reverse auction, an email from Mark Bellwood, was sent to
Kevin Pearson asking how to “challenge” the disqualification of the 201. Mr. Pearson was not
available on April 19, however, he responded to the request for protest regulations on April 20,
2021, prior to the reverse auction.

MSDH proceeded with the reverse auction as scheduled. HemoCue was informed via email
correspondence that it did not win the reverse auction.

HemoCue filed a protest on April 26, 2021, with a random list of EKF products and their
functionality arguing that the EKF products did not meet specifications. The protest requests that
MSDH vacate its award to EKF because HemoCue alleges that the Hb 301 is the only analyzer
that can meet MSDH specifications and that the disqualification of the 201+ was erroneous and
prejudicial. HemoCue further requests that MSDH directs the contract award in its favor as the
only offeror capable of meeting MSDH specifications.

HemoCue’s arguments are incorrect, and it is in the best interest of the State to award to the vendor
which proved to be both responsive and the winner of the reverse auction.

DISCUSSION

The decision regarding responsiveness of each product submitted was based on certifications and
clarifications provided by each vendor. HemoCue cannot challenge the results of its own
statements,

Each vendor completed and submitted a Bid Form signed by the company representative. A
statement at the bottom form clearly states that the by signing the form, the company representative
certifies that, “the company meets all requirements/specifications and agrees to all provisions of
this solicitation and any issued addenda.” Mr. Pearson specifically asked each vendor to provide
information to clarify their responses regarding the required specifications.

On March 31, 2021, HemoCue provided a written response as requested for the 201+ and the 301
products and EKF provided its response on April 1, 2021.

The responses to each specification objected to by HemoCue in this protest are as follows:
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EKF Hemoglobin Analyzer and Microcuvettes

No. | Specification EKF Response

B.5 | Testing sample size must be 10ul or less. Hemo Control Cuvette sample size is 8uL

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Hemo Control measuring range is 0-25.6
g/L.

B.7 | Measuring time must be 30 seconds or less. | The Hemo Control Analyzer measures
hemoglobin and provides a calculated
hematocrit. The measuring time for one
sample can be as quick as 25 seconds, if
performed correctly, or up to 60 seconds if
performed incorrectly or if the hemoglobin
concentration is high. (Emphasis added)

HemoCue Hb 301
No. | Specification HemoCue Response
B.5 | Testing sample size must be 10ul or less. Yes

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Yes
B.7 | Measuring time must be 30 seconds or less. | Yes

HemoCue Hb 201+
No. | Specification HemoCue Response
B.5 | Testing sample size must be 10ul or less. Yes

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Yes

B.7 | Measuring time must be 30 seconds or less. | No. (Emphasis Added)

(See also Email responses from HemoCue and attached hereto as EFX Exhibits C and D.)

Upon further review of the bids and the foregoing responses, MSDH disqualified HemoCue’s
201+ as nonresponsive. The 301 was deemed responsive and allowed to proceed to the reverse
auction. HemoCue was informed of this decision on April 8, 2021. HemoCue thanked MSDH for
the notification and did not protest the disqualification. (See Exhibit E.)

MSDH addressed concerns raised by HemoCue in its protest prior to making a final determination
regarding responsiveness. Specifically, MSDH proactively asked for further clarification
regarding the specifications. Based on the vendors’ responses, MSDH determined that HemoCue’s
201+ was the only product that did not meet all specifications as required and the 201+ was
disqualified. EKF provided an explanation of its analyzer’s function in its response B.7. After
consideration of EKF’s statement, MSDH determined the EKF product met MSDH specifications.
Nothing prohibited HemoCue from providing an explanation of its responses. It chose not to
provide any additional information for consideration at that time and is prohibited from doing so

now.
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MSDH proactively requested additional information from each vendor. Each vendor had an
opportunity to respond and provide any additional information. MSDH accepts both HemoCue
and EKF’s responses as accurate and truthful. The 201+ was disqualified based on the vendor’s
response, and therefore, was neither erroneous nor prejudicial. Further, if HemoCue truly believed
that the 301 was the only product that met MSDH specifications, it should have filed its protest
upon notification that the 201+ had been disqualified, or at least notified MSDH of its belief that
the 301 was a sole source.

Based on the foregoing information, MSDH sustains its findings that all products met
specifications except the Hb 201+ and affirms the results of the reverse auction.

DECISION

For these reasons, the protest submitted by HemoCue is DENIED.

In accordance with OPSCR Rule 7-112.04 Right to Appeal, you may appeal this decision to the
Public Procurement Review Board within seven (7) calendar days of receipt of this Protest
Decision. Any appeal of this decision must follow OPSCR Rule 7-112 Protest of Solicitations and
Awards  found at  https://www.dfa.ms.gov/media/9413/pprb-opscr-rules-and-regulations-
efficetive-01182020.pdf.

Sincerely,

Thenitas Dobbs, , MPH
State Health Office
Mississippi State Department of Health

cc:  Pat Breheny, EKF Diagnostics, PatBreheny@ckfdiagnostics.com
Brittney Thompson, Director, OPSCR
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MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A.
A.1 Prospective device must be CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed.

B.2 The vendor must guarantee manufacturer replacément units for defective units for first 5 years.

B.3 All units must include a physical set of operating manual and brochures.

B.4 All units must include training and:education program to all sites as well as refresher trainings at no
cost.

B. 5 Testing sample size must be 10pl or less.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less.

B. 8 Unit must provide memory for no less than 100 test results.

B. 9 Unit must include AC adapters and DC battery options.

B. 10 Unit must have internal self check no less than each time unit is powered on.

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost.

C. General Specifications-Microcuvettes

C.1 Expiralion.date at time of shipment must be greater than 18 months,
C.2 Expiration-date after opening must be greater than or equal to 90 days.
C. 3 Guaranteed pricing of microcuvette supplies for 5 years.

‘The specifications listed are the minimum required for this RFQ-F Reverse Anction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH

receives a quality product meetinng the needs of the agency.

ATTACHMENT A
MSDH



Pearson, Kevin

From: Pearson, Kevin

Sent: Tuesday, March 30, 2021 8:06 AM

To: patbreheny@ekfdiagnostics.com

Cc: Nelson, Johnny

Subject: Question

Attachments: RFx 3140002081 Specification Sheet.docex

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with al
specifications as listed in the RFx packet.

Please provide a response for each specification as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank you,

Kevin Pearson

ATTACHMENT B
MSDH



Pearson, Kevin

From: Pearson, Kevin

Sent: Tuesday, March 30, 2021 8:10 AM

To: customerservice@hemocue.com

Cc: Nelson, Johnny

Subject: Questions

Attachments: RFx 3140002081 Specification Sheet.docx

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with all
specifications as listed in the RFx packet.

Please provide a response for each specification, as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank You

Kevin Pearson



Pearson, Kevin

From: Spetz, Mary L <Mary.L.Spetz@hemocue.com>

Sent: Wednesday, March 31, 2021 1:08 PM

To: Pearson, Kevin; Nelson, Johnny

Cc: Bellwood, Mark C; Dayton, Sara X

Subject: RFx 3140002081

Attachments: RFx 3140002081 Specification Sheet (Hb301).docx; RFx 3140002081 Specification

Sheet (Hb201+).docx

Hi Kevin-

In response to your request of yesterday, please find a specification sheet for each unit submitted in MSDH-
Rfx#314000208. Please let us know if this meets your expectations, as all supporting documentation was submitted
previously. If this response is not in line with what you are looking for, please make us aware and we will submit

anything additional that you are in need of by Friday April 2.

Please Note: Please reply to my email address, rather than the-customerservice@hemocue.com , as that is a generic
email which is not monitored as closely.

Wwarm Regarols,

Marg Spetz

Key Account Representative
585-353-3648
Mary.L.spetz@hemocue.com

) @ SHenole |

Please be advised that this email may contain confidential information. If you are not the intended recipient, please
notify us by email by replying to the sender and delete this message. The sender disclaims that the content of this email
constitutes an offer to enter into, or the acceptance of, any agreement; provided that the foregoing does not invalidate
the binding effect of any digital or other electronic reproduction of a manual signature that is included in any

attachment.

ATTACHMENT C
MSDH



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

Hb 301

A.
A.1 Prospective device must be CLIA Waived. Yes

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed. Yes

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years. Yes
B.3 All units must include a physical set of operating manual and brochures. Yes

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost. Yes

B. 5 Testing sample size must be 10ul or less. Yes

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Yes

B.7 Measuring time must be 30 seconds or less. Yes

B. 8 Unit must provide memory for no less than 100 test results. Yes, with included Basic Connect
package.

B. 9 Unit must include AC adapters and DC battery options. Yes

B. 10 Unit must have intemal self check no less than each time unit is powered on. Yes

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost. Yes

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. Yes
C.2 Expiration date after opening must be greater than or equal to 90 days. Yes
C. 3 Guaranteed pricing of microcuvette supplies for 5 years. Yes

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH

receives a quality product meeting the needs of the agency.



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes
Hb 201+

A.
A1 Prospective device must be CLIA Waived. Yes

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed. Yes

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years. Yes
B.3 All units must include a physical set of operating manual and brochures. Yes

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost. Yes

B. 5 Testing sample size must be 10ul or less. Yes

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Yes

B.7 Measuring time must be 30 seconds or less. No

B. 8 Unit must provide memory for no less than 100 test results. Yes, with included Basic Connect
package.

B. 9 Unit must include AC adapters and DC battery options. Yes

B. 10 Unit must have intemal self check no less than each time wnit is powered on. Yes

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost. Yes

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. Yes
C.2 Expiration date after opening must be greater than or equal to 90 days. Yes
C. 3 Guaranteed pricing of microcuvette supplies for 5 years. Yes

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH
receives a quality product mecting the needs of the agency.



Pearson, Kevin

Pat Breheny <PatBreheny@ekfdiagnostics.com>

From:

Sent: Thursday, April 1, 2021 5:03 PM

To: Pearson, Kevin

Subject: RE: Question

Attachments: MS RFx 31400020817 Specification Sheet Answered questions 3.31.21.docx
Kevin,

Please see our response to the documented attached for MSDH’s RFx 3140002081 for Hemoglobin items.
Please let me know if you have any further questions.

Thank you,
Pat Breheny

Pat Breheny
Public Health Sales Specialist

Cell: 210-601-5252
Email: patbreheny@ekfdiagnostics.com

b

U I.r_ﬁf,g.:"*‘ ARTEE &, -7 N A
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1261 North Main Street @ Boerne, TX, USA 78006
Tel: 830.249.0772 » Fax: 830.249.0851 & www:stanbio.com

From: Pearson, Kevin [mailto:Kevin.Pearson@msdh.ms.gov]

Sent: Tuesday, March 30, 2021 8:06 AM

To: Pat Breheny ATTACHMENT D
Cc: Nelson, Johnny MSDH
Subject: Question

Thank you far your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with al

specifications as listed in the RFx packet.
1



Please provide a response for each specification as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank you,

Kevin Pearson

Ihis message and ail attachments sre confidentiai and/or proprietary to the Mississipn! State Departrent of iHeaith, and may contain sensitive
informatien, including, but nat limited to, protectad health information as dafined by the Heaith instirance Portability and Accountability Act of
1995 (HIPAA). The information contained 1n and attached o this message is intencled for the exciusive use of the intendead recipient. Ths use,
disclosure, copying or distribution by any mears, to anyone other than the interdad recipient without the pricr written permission of the
Mississippi State Department of Health, is strictly prohibited. Any such unauthorized disclosure, copying or distribution may viziate federal and/or
state privacy laws, including, but not fimited to HIPAA. If yau have received this message or any attachments in errar, please rotify the sender by
replying to the amail or by phone, and delete this message from vour computer without additional disclasure Thank you fur your assistance in the

protection of confidential information



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A
A.1 Prospective device must be CLIA Waived

The Hemo Control Analyzer is CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production.
Refurbished or demonstrator units are not acceptable. Instrument name and
model must be listed.

The Hemo Control Analyzer/s to be provided will be new and of current model
year. Hemo Control Analyzer - Model #3040-0010-0218

B.2 The vendor must guarantee manufacturer replacement units for defective
units for first 5 years. Hemo Control Analyzer will be under warranty for 5 years
for replacement from award of Bid.

B.3 All units must include a physical set of operating manual and brochures.
Each Hemo Control Analyzer will include a hard copy of user manual and support
literature.

B.4 All units must include training and education program to all sites as well as
refresher trainings at no cost. Hemo Control training, education and refreshers
to be provided at no cost.

B. 5 Testing sample size must be 10yl or less. Hemo Control Cuvette sample size
is 8ul.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Hemo Control measuring range
is 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less. The Hemo Control Analyzer
measures hemoglobin and provides a calculated hematocrit. The measuring
time for one sample can be as quick as 25 seconds, if performed correctly, or up
to 60 seconds if performed incorrectly or if the hemoglobin concentration is
high,

B. 8 Unit must provide memory for no less than 100 test results. Hemo Control
Analyzer stores 4000 test results in memory.

B. 9 Unit must include AC adapters and DC battery options. Each Hemo Control
Analyzer includes an AC adapter as well as a built in rechargeable battery good
for up to 100 hours of operation when new and fully charged.

B. 10 Unit must have internal self-check no less than each time unit is powered
on. Hemo Control Analyzer performs a self-test automatically at regular intervals
while the unit is powered on,

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no
shipping cost. Hemo Control Analyzers will be delivered to the WIC Central
Office in Ridgeland, MS with no charge freight.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. The
Hemo Control Microcuvettes will have 18 months or better dating at time of
shipment,

C.2 Expiration date after opening must be greater than or equal to 90 days.
Hema Control Analyzer Microcuvettes expire 90 days after opening canister
when following proper storage and handling procedure.



C. 3 Guaranteed pricing of microcuvette supplies for 5 years. The pricing
submitted for the Hemo Control Microcuvette supplies will be guaranteed for 5
years or term of the Bid, including extensions.

The specifications listed are the minimum required for this RFQ-F Reverse
Auction. They are not intended to limit competition nor specify any particular
bidder/respondent, but to ensure that the MSDH receives a quality product
meeting the needs of the agency.



Pearson, Kevin

Bellwood, Mark C <Mark.C.Bellwood @hemocue.com>

From:

Sent: Monday, April 19, 2021 4:41 PM

To: Pearson, Kevin; Brasher, Cynthia; Nelson, Johnny
Cc: Spetz, Mary L; Dayton, Sara X

Subject: RE: Reverse Auction

Hello,

We look forward to participating in the reverse auction tomorrow with our Hb301.
Since the Hb201+ was denied participation, what is the process to challenge the denial:
We have looked but cannot understand a clear process for protest in Mississippi.
Thank you,

M

Mark Bellwood
HemoCue America | Director, Specialty Markets | 250 S. Kraemer Blvd. - Mailstop: Bi,SW.11 | Brea California 92821 | phone +1 714 646 2273 | fax +1 714 441 8160

| mohile +1 214 412 8900 | Mark.C Beltwoad @hemocue.com
www, hemocue.us

(i) @) @Hewolue

Please consider the envitonment before printing this e-mail.

This message and any attachment(s) hereto are confidentlal and may be privileged or otherwise pratected from disclosure. If you are not the intended recipient you are hereby notified
that you have received this message in error and that you must not - in whole or in part - review, copy, distribate, retaln caples or disclose the contents of this message or any
attachments hereto, If you are not the intended recipient, please notlfy the sender immediately by return e-mall and delete thls message and any attachment from your system.

From: Bellwood, Mark C

Sent: Thursday, April 8, 2021 11:49 AM

To: Pearson, Kevin <Kevin.Pearson@msdh.ms.gov>
Cc: Spetz, Mary L <Mary.L.Spetz@hemocue.com>
Subject: RE: Reverse Auction

Hi Kevin,
Thanks for this notification on the Hb 301 being accepted. We will block 4/20 for participation and await the time once

itis set.

Can you tell me which analyzers from other vendors were accepted to participate in the reverse auction?
Thanks,

M

Mark Bellwood
HemoCue America | Director, Specialty Markets | 250 S. Kraemer Blvd. - Mailstop: B1,SW.11 | Brea California 92821 | phone +1 714 646 2273 | fax +1 714 441 8160

| mobile +1 214 412 8900 | tark ¢ Lellwondi
www. hemocize.us

in) ) 9Hemolue

terbviode (L orm

ATTACHMENT E
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Please consider the environment before printing this e-mail.

This message and any attachment(s) hereto are confidential and may be privileged or vthenwise protected from disclosure. If you are not the intended recipient you are hereby natified
that you have received this message in error and that yau must nat - in whale or in part - review, copy, distribute, retain copies or disclose the contents of this message or any
attachments heceto, if you are not the intended recipiznt, please netify the sender immediately by return 2-mail andl delete this message and any attachment from your system.

from:
Sent: Thursday, April 8, 2021 12:31 PM

To: Spetz, Mary L
Subject: RE: Reverse Auction

You will get something from Cynthia but 4/20 is the date not sure of time yet.

From: Spetz, Mary L <Mary.L.Spetz @hemocue.com>

Sent: Thursday, April 8, 2021 11:30 AM

To: Pearson, Kevin <Kevin.Pearson@msdh.ms.gov>

Ce: Brasher, Cynthia <Cynthia.Brasher@msdh.ms.gov>; Bellwood, Mark C <Mark.C.Bellwood@hemacue.com>; Dayton;
Sara X <sara.x.davton@hemocue.com>

Subject: RE: Reverse Auction

Thank You Kevin!

When is the reverse auction going to take place?
wiarm Regards,

Mary sSpetz

Key Account Representative

585-353-3648
L VAot

(n) @) @lemolue

From: Pearson, Kevin <Kevin.Pearson@msdh.ms.gov>
Sent: Thursday, April 8, 2021 11:58 AM

To: Spetz, Mary L <Mary.L.Spetz@hemocue.com>

Cc: Brasher, Cynthia <Cynthia.Brasher@msdh.ms.gov>
Subject: Reverse Auction

Your submission of 3140002081 for the HB 201 was not accepted for the reverse auction. The unit did not meet the
specifications.

Your 301 will be included.




Attachment A.lll

Record on Appeal

HemoCue’s Appeal to PPRB
Dated July 1, 2021



BUTLER

July 1, 2021

Via Hand Delivery

Mississippi Public Procurement Review Board
Mississippi Department of Finance and Administration
E.T. Woolfolk State Office Building

501 North West Streetl, Room 1302

Jackson, MS 39216

Appeal of the Mississippi State Department of Health’s Decision Denying HemoCue
America’s Protest of RFx #3140002081

To the Members of the Public Procurement Review Board:

Pursuant to Mississippi Procurement Manual § 6.204(3)!, HemoCue America (“HCAM™)
submits this appeal ol a final decision by the Mississippi State Department of Health (*“MSDI™),
which denied HCAM'’s protest of a contract for hemoglobin analyzers and microcuvettes
awarded to EKF Diagnostics In¢., dba Stanbio Laboratory, (“EKF™) under Request for Quotes-
Formal Reverse Auction. RFx# 3140002081 (“solicitation” or “RFQF”).> This appeal is
submitted on behalf of HemoCue America — a division of Radiometer America Inc., 250 S.

Kraemer Blyd., Brea, CA 92821, The undersigned serves as counsel for HemoCue America.

: MSDH cited this provision when setting forth HCAM’s appeal rights in an email
on June 28, 2021.

: Although the final decision is dated Junc 22, 2021, MSDH did not actually
transmit that decision to HCAM until June 24. See 6/24/21 Email from MSDH to Mark
Bellwood of HCAM (attached as Exhibit A). This protest is timely filed within 7 days of
that date. See Mississippi Procurement Manual § 6.204 (° [I]he aggrieved person shall
file an appcal within seven days of receipt of a decismn )
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The facts show that EKFs analyzer does not meet the solicitation’s minimum
requirements and, thus, is not eligible for award. Additionally, MSDH treated the offerors
unequally by relaxing the minimum requirements for EKF’s analyzer but refusing to relax the
requirements for HCAM’s analyzer. Because of these errors, MSDH’s award decision is
contrary to law and should be reversed. HCAM respectfully requests that the Public
Precurement Review Board (“Board™) sustain this protest and direct MSDH to reseind its award
to EKF,

STATEMENT OF FACTS

L Nature of the Procurement

MSDH seeks to buy hemoglobin analyzers and microcuvettes for state health laboratories
using a reverse auction process. Hemoglobin analyzers measure proteins in the blood that are
critical for providing oxygen to the body, and microcuvettes hold samples of material for testing,
MSDH will use the analyzers to measure hemoglobin concentration in samples drawn from the
general public, who will have varying levels of hemoglobin in their btood. Some of those
patients will have high concentrations of hemaglobin, while others will have average or low
hemoglobin levels.
IL. Revérse Auction

MSDH’s solicitation stated that the procurement would be a “reverse auction.” Exhibit
B, Solicitation (hereinafter, “Solicitation™) at 8. A reverse auction procurement has two steps.
First, the state determines whether a product is responsive, and if so, the product is admitted to
the auction. Jd, at 5 (“The MSDH will accept bidder responses . . . who have qualified meeting
RFx specifications. Bidders not meeting specifications will not be allowed to participate in the

Auction.”). Second, bidders admitted to the auction must submit a price for the agency’s
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consideration. Jd. at 6 (“Prices accepted from bidder submissions shall be firm[.]™). The agency
then selects the lowest-price bidder. fd at 2.

MSDH reserved the right to reject bids and make no award. Id. at 6 (“Suppliers should
be advised that no award will automatically result from a reverse auction[.]”). As a result, the
reverse auction incentivized a bidder to submit as low a price as possible — not simply to
underbid any other potential bidders, but also to lessen the risk of the ageney making no award.
IIIl. MSDH Required Analyzers to Take Measurements in 30 Seconds or Less

MSDH’s solicitation included a list of “specifications” that represented the ageéncy’s
“minimum required” performance features., Solicitation at 14. These minimum requirements
were intended “to ensure that the MSDH receives a quality product meeting the needs of the
agency.” Id. As relevant here, specification B.7 required the hemoglobin analyzer to measure
all samples in “30 seconds or less.” Id. (emphasis added). There was no exception to that
requirement for samples with high concentrations of hemoglobin.

The solicitation stated that if a bid “does not comply with the minimum provisions of the
specification[,]” it would be deemed “non-responsive” and would “riot be considered.” /d. at 5
(underline in original).

IV. Quotes, Evaluation, and Award Decision

Consistent with the RFQF, HCAM submitted two unique quotes. One offered HCAM’s
Hb 201+ analyzer model, while the other offered HCAM’s Hb 301 model. The Hb 201+ had a
relatively lower cost than the Hb 301, while the Hb.301 had certain additional features that the
Hb 201+ did net.

On March 31, 2021, MSDH contacted HCAM about both quotes, explaining that it had

“been unable to assure compliance with all specifications as listed in the [solicitation| packet.”
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Ex. C, MSDH Protest Decision (hereinafter, “Protest Decision™) at 7. MSDH asked HCAM to
“provide a response for each specification].]” Id

HCAM clearly and unequivocally informed MSDH that its Hb 301 hemoglobin analyzer
measured results in 30 seconds or less in all instances. /d. at 9 (showing HCAM’s response of
“Yes™).

With respect to its other quote, HCAM stated that the Hb 201+ analyzer met all of the
RFQF"s specifications except for Specification B.7.

On April 8, 2021, MSDH notified HCAM that the Hb 301 analyzer was accepted to
participate in the reverse auction, but the Hb 201+ was not accepted because it “did not meet the
specifications.” Protest Decision at 16. That samie day, HCAM asked MSDH, “[c]an you tell me
which analyzers from other vendors were accepted to participate in the reverse auction?” MSDH
responded that it was “not allowed to give that info.” Ex. D, Email of MSDH. In other words,
MSDH would heither confirm nor deny that any product other than HCAM’s Hb 301 analyzer
had been admitted to the reverse auction.

Separately, MSDH informed HCAM on April 8, 2021 that the reverse auction would be
held on April 20, 2021. The day before the auction, on April 19, 2021, HCAM emailed MSDH
to ask whether there was a process for protesting the exelusion of its IHb 201+ analyzer from the
reverse auction. As far as HCAM knew, it was the only bidder in the reverse auction. Having
both the Hb 201+ and Hb 301 in the competition would increase the odds of the agenecy making
an award to HCAM rather than electing not to make any award at all. HCAM ultimately decided
against protesting the exclusion of the Hb 201+ because that analyzer could not, in fact, meet the

B.7 specification.
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On April 20, 2021, MSDH notified HCAM by email that it had lost the reverse auction.
However, MSDH declined to provide any information about the awardee or the winning
analyzer.

V. Protest

On April 27, 2021, HCAM protested the agency’s decision based on the minimal
information that MSDH had provided. HCAM’s protest noted that only two (:)ther companies
made invasive hemoglobin analyzers, and explained that the publicly available information
indicated that neither had a product that could meet the solicitation’s requirements. Ex. E,
HCAM Protest.

On June 24, 2021, MSDH emailed HCAM its final decision denying HCAM’s protest.
MSDH’s Protest Decision revealed key facts, not previously known by HCAM. MSDH
disclosed the identity of the winner: EKF, which proposed its Hemo Contrel Analyzer Model
#3040-0010-0218. The agency also disclosed that it had received bids only from HCAM and
EKF. Protest Decision” at 1.

The agency also revealed that it had concerns about the ability of EKF’s analyzer to meet
the required specifications, It asked EKF on March 31 to “provide a response for each
specification” confirming whether they complied. /d.

With respect to Specification B.7, EKF did not state that its analyzer would measure
samples in 30 seconds or less asrequired. Rather, EKF stated “[t)he measuring time for one
sample can be as quick as 25 seconds, if performed correctly, or up to 60 seconds if performed
incorrectly or if the hemaglobin concentration is high.” Id. at 13 (emphasis added).

In other words, EKF stated that its analyzer will take as long as one minute — i.e., 100%

longer than the solicitation allows — to measure samples with high hemoglobin levels. And
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EKF did not state that the measurement time “will be” 30 seconds or less for samples with
average or low hemoglobin levels. It stated only that the measurement time “can be . . . as quick
as 25 seconds” — indicating that it can also take longer to measure such samples in some
instances.

Further, EKF placed a qualifier on its measurement times, saying that even the possibility
of meeting the 30-seconds or less requirement depends on the measurement being “performed
correctly.” EKF did not detine “correct performance™ or explain how the measurement could be
performed “incorrect[ly]” yet still yield an accurate result — or any result at all.

MSDH’s protest decision asserted that “[a]fter consideration of EKF’s [April 1]
statement,” MSDH “determined that the analyzer could meet the specifications of B.7 if the test
were performed correctly and deemed the analyzer responsive to the request.” See Protest
Decision at 2, 3, MSDH also opined that “if HemoCue truly believed that the 301 was the only
product that met MSDH specifications, it should have filed its protest upon notification that the
201 + had been disqualified, or at least notified MSDH of its belief that the 301 was a sole
source.” Id, at 4.

HCAM now appeals MSDEI’s decision.

LEGAL STANDARDS

It is a fundamental rule of government procurement that a bid must comply with the
requirements of the solicitation, or else be rejected as ineligible for award. W.G. Yates & Sons
Constr. Co. v. Cily of Waveland, 168 So. 3d 963, 972-73 (Ct. App. Miss. 2012) (reversing
contract award, when winning bidder’s proposal failed to comply with the solicitation); see also
Alfa Laval Separation, Inc. v. United States, 175 F.3d 1365, 1367-68 (Fed. Cir. 1999) (sustaining

bid protest when the awardee’s “proposal was technically noncompliant™).
P prop Yy p
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Further, the state’s contracting decisions may not be “arbitrary and capricious . ... Ifan
administrative agency’s decision is not based on substantial evidence, it necessarily follows that
the decision is arbitrary and capricious.” AT&T Corp. v. Miss. Dep 't of Info. Tech. Servs., 298
So. 3d 938, 946 (Miss. 2020), “Substantial evidence . . . affords a substantial basis of fact from
which the fact in issue can be reasonably inferred.” Id. (citing Miss. Div. of Medicaid v. All
Health Ctr., 174 So. 3d 254, 261 (Miss. 2015)).

DISCUSSION

L MSDH Violated the Terms of the Solicitation by Selecting EKF’s Non-Compliant
Analyzer for Award

Specification B.7 of the solicitation required bidders to provide a hemoglobin analyzer
that measures samples in “30 seconds or less.” Solicitation at 14, Specification B.7. This was a
minimum eligibility requirement, and the solicitation stated that non-responsive, offers would be
unacceptable. Jd. at 5. By EKF’s own admission, its analyzer‘could not process all samples in
30 seconds or less. Thus, MSDH should have disqualified EKF’s product from the competition.
When MSDH asked EKF if its analyzer could measure samples in 30 seconds or less,
EKF responded as follows:
The measuring time for one sample can be as quick as 25 seconds,
if performed correctly, or up to 60 seconds if performed
incotrectly or if the hemoglobin concentration is ligh.
Protest Decision at 13 (emphasis added). Thus, EKF admitted its analyzer will not be able to
measure samples with high concentrations of hemoglobin in 30 seconds or less as the solicitation
requires. It will take up to twice as long to measure the hemoglobin in those samples. See
Solicitation at 14. EKF’s analyzer was, therefore, non-compliant and should have been
disqualified. See Selicitation at 3.
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INFORMATION WHICH MAY NOT BE RELEASED WITHOUT

THE PRIOR WRITTEN PERMISSION OF HEMOCUE AMERICA PURSUANT TO
MISS. CODE ANN. § 25-61-9




Mississippi Public Procurement Review Board
Page §

And EKF’s non-compliance problem was not confined to high-hemoglobin samples. Far
from committing to meet the Specification B.7 requirement when samples contain low or normal
hemoglobin levels, EKF said only that processing time for those samples “can be as quick as 25
seconds” — as opposed to “will be 25 seconds™ or *is 25 seconds.” Protest Decision at 13
(emphasis added). In other words, measuring time for those samples also “can be™ fonger than
25 seconds. EKF did not explain what percentage of those low or normal hemoglobin level
samples will take longer than 25 seconds to measure or how much longer they will take. In fact,
EKF conspicuously avoided stating that measuring time will be 30 seconds or less for any kind
of sample,

The Protest Decision states that based on.the above statement from EKF, MSDH
“determined that the analyzer could meet the specifications of B.7 if the test were performed
correctly[.]” Protest Decision af 2. That is not a reasonable interpretation of EKF’s statement.
EKF plainly stated that the measuring time “can be . . . up to 60 seconds if performed incorrectly
or if the hemoglobin concentration is high.” (Emphasis added). By using “or,” EKF made clear
that there were at least two separate scenarios in which it would take as long as-a minute to
nieasure results: (1) if measurements were pétformed incorrectly; “or” (2) if hemoglobin
concentration in the sample is high. EKF’s analyzer will have to analyze samples from
individuals with varying hemoglobin concentrations — including high hemoglobin
concentrations. And by EKF’s own admission, its analyzer will not be able to analyze those

samples in 30 seconds or less even *“if performed correctly.”™ Furthermore, as shown above,

2 EKF’s “if performed correctly” qualification makes no sense. EKF does not
explain what “correct” performance is, or how a measurement that is “incorrectly”
performed could still generate an accurate result in any amount of time, much less 60
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EKF did not even commit to meet the 30-seconds-or-less requirement when measuring samples
with low or normal hemoglobin levels.

Thus, MSDH's conclusion that “the EKF product met MSDH specifications{]” is not
supported by substantial evidence. Jd. at 3, It is contradicted by EKF’s own statements. This
protest should be sustained on this basis, and MSDH's award decision should be reversed. See
W.G. Yates, 168 So. 3d at 97273 (helding it was unlawful to award a contract to a non-
compliant bid).

MSDH’s contention that HCAM should have “filed its protest upon notification that the
201+ had been disqualified” or “notified MSDH of its belief that the 301 was a sole source[]” is
meritless, Protest Decision at 4. HCAM reasonably expected the agency to comply with the
terms of the solicitation and enforce the specification requirements. Indeed, MSDH’s
disqualification of the Hb 201+ and acceptance of the Hb 301 into the reverse auction indicated
that MSDH was doing just that. As far as HCAM knew, the Hb 301 was the only analyzer in the
reverse auction — MSDH refused to say whether there were other comipetitors in the auction or
identify any otlier products proposed. Ex. C, Email of MSDH.

MSDH’s argument that HCAM should have demanded a sole source award ignores the
solicitation’s express terins, which make clear that no award was guaranteed in this procurement.
MSDH expressly reserved the right to reject all bids for any reason. Even if the Hb 301 were the

only analyzer that could meet all of the specifications, HCAM would not automatically receive

seconds as EKF claims. The language about “correct”™ vs. “incorrect” performance seems
to have been an effort to distract MSDH from the fact that its analyzer cannof meet the
Specification B.7 requirement.
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an award. It would have to propose a sufficiently low price to convince the agency to make an
award rather than rejecting the bid,*

HCAM was plainly prejudiced by MSDH's erroneous evaluation of EKF’s analyzer. As
the protest decision acknowledges, HCAM’s Hb 301 analyzer was fully compliant with all
specifications, including Specification B.7. The Hb 301 was admitted to the reverse auction but
lost to EKF’s non-compliant analyzer. Had MSDH disqualified EKF’s product as it should have,
MSDH would have won the award as the only other offeror.

[I.  MSDH Treated HCAM Unequally as Compared to EKF

Mississippi law requires procuring agencies to hold a fair and equal contract competition,
so that each bid is evaluated “with all other bids upon the same basis[.]” Hemphill Constr. Co..
Inc. v. City of Laurel, 760 So. 2d 720, 724 (Miss. 2000). Equal treatment of bids is a key
underpinning of competition for government contracts — “a contracting agency must treat all
offerors equally, evaluating proposals evenhandedly against common requirements and
evaluation criteria.” CliniComp Int'], Inc. v. United States, 117 Fed. Cl. 722, 741 (2014)

(quotation omitted). MSDH’s award decision fails to meet those standards.

d MSDH appears to misunderstand the rules for conducting a sole-source
procurement. The Mississippi Procurement Manual states that an agency must conduct a
public competition, so long as there is more than one “pofential bidder or offeror for that
item.” Mississippi Procurement Manual § 3.109.02 (emphasis added). Even if an agency
determines there is only one potential bidder, the Board can require the agency to use
competition if there is “any reasonable doubt™ as to whether there is more than one
eligible source. /d. Thus, Mississippi law strongly favors the use of public competitions,
even if there is good reason to believe that only one bidder will be eligible. Under those
standards, HCAM could not have protested that the procurement should be a sole-source,
and instead needed to participate in the competition.
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MSDH found HCAM’s Hb 201+ analyzer non-compliant because it does not meet the
solicitation’s requirement to measure hemoglobin levels in 30 seconds or less without exception.
But, EKF’s analyzer does not meet that requirement either, as demonstrated above.

The agency cannot relax solicitation requirements for one nori-compliant bid, but then
strictly apply them to another. See, e.g., Hunt Building Co., Ltd. v. United States, 61 Fed. Cl.
243,274 (2004) (agency violated solicitation terms and treated offerors unequally by relaxing
requirements for the awardeg, but not for the protester). But the agency’s protest decision has
revealed that that is exactly what MSDH did here when it waived the B.7 requirement for EKF
but failed to do the same for HCAM’s Hb 201+ analyzer. That is a textbook example of unfair
and uniequal treatment. See, e.g., L-3 Comm. EOTech, Inc. v. United States, 83 Fed. Cl. 643, 653
(2008) (“Waiver of a mandatory requirement of the solicitation for the benefit of only one
offeror invalidates a procurement decision.”).

HCAM was prejudiced by the unequal treatment. HCAM is able to offer the Hb 201+ at
a substantially lower price than the Hb 301. Had MSDH qualified the HB 201+ for the reverse.
auction as it should have, there is a substantial chance that HCAM would have underbid EKF

and won the award. This protest should be sustained.
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CONCLUSION

For these reasons, MSDH’s award decision is arbitrary and contrary to the solicitation.
We respectfully request that the Board sustain this protest and direct MSDH to rescind its award
decision and either re-award to HCAM or solicit new quotes.

Sincerely,

ce:  Catoria Mattin, Esq., Special Assistant Attorney General (w/enc.)

Of Counsel:

J. Hunter Bennoett, Esq.
Evan R. Sherwood, Esq.
Covington & Burling LLP
One CityCenter

850 Tenth St., NW
Washington, DC 20001
hbennett@cov.com
esherwood@cov.com
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From: Funches, Teselyn <Teselyn.Funchesl@msdh.ms.gov>

Sent: Thursday, June 24, 2021 4:59 PM

To: Bellwood, Mark C <Mark.C.Bellwood@hemocue.com>; Pat Breheny
<PatBrehenv@ekfdiagnostics.com>

Cc: Torri Martin <torri.martin@ago.ms.gov>; Martin, LaTeshya <LaTeshya.Martin@msdh.ms.gov>;
Dotson, lennifer <Jennifer.Dotson@msdh.ms.gov>

Subject: MSDH Decision regarding HemoCue Protest RFx 314002081

All,

Please see the attached MSDH Decision regarding HemoCue’s protest of award.

Jess

Teselyn Melton Funches, ID
Procurement Coordinator

Mississippi State Department of Health
570 East Woodrow Wilson Blvd

P.0. Box 1700

Jackson, MS 39215-1700
601-576-7503

This message and all attachments are confidential and/or proprietary to the Mississippi State
Department of Health, and may contain sensitive information, including, but not limited to, protected
health information as defined by the Health Insurance Portability and Accountability Act of 1996
(HIPAA). The information contained in and attached to this message is intended for the exclusive use of
the intended recipient. The use, disclosure, copying or distribution by any means, to anyone other than
the intended recipient without the prior written permission of the Mississippi State Department of
Health, is strictly prohibited. Any such unauthorized disclosure, copying or distribution may violate
federal and/or state privacy laws, including, but not limited to HIPAA. If you have received this message
or any attachments in error, please notify the sender by replying to the email or by phone, and delete
this message from your computer without additional disclosure. Thank you for your assistance in the
protection of confidential information.

This message and all attachments are confidential and/or proprietary 1o the Mississippi State Departinent of Health, and may
contain sensitive imformation, including, but not limited to. protected health information as defined by the Healih Insurance
Portability and Accountability Act of 1996 (HIPAA). The information contaired iv and attached to this message is intended for
the exclusive use of the intended recipient. The use, disclosure, copying or distribution by any means, to anyone oiher than the
intended recipiont without the prior written permission of the Mi ippi State Department of Health, is strictly probibited. Any
such unauthorized disclosure, copying or distribuiion may vielate federal and/or state privacy laws. including, but not limited to
HIPAA. [f'you have received this message or any attachments in error, please notify ihe sender by replying to the emuail or by
phene, and delete this message from your computer withour additional disclosure. Thank you for your assistance in the protection
of confidential information.




Please be advised that this email may contain confidential information. If you are not the
intended recipient, please notify us by email by replying to the sender and delete this message.
The sender disclaims that the content of this email constitutes an offer to enter into, or the
acceptance of, any agreement; provided that the foregoing does not invalidate the binding effect
of any digital or other electronic reproduction of a manual signature that is included in any
attachment.
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MSDH Request for Quotes-Formal (RFQF) Reverse Auction
RFx #3140002081

GENERAL CONDITIONS- REVERSE AUCTIONS

ALL BIDS SUBMITTED SHALL BE IN COMPLIANCE WITH ALL CONDITIONS SET FORTH HEREIN. THE EID
PROCEDURES FOLLOWED BY THIS OFFICE WILL BE IN ACCORDANCE WITH THESE CONDITIONS.
THEREFORE, ALL BIDDERS ARE URGED TO READ AND UNDERSTAND THESE CONDITIONS PRIOR TO
SUBMITTING A BID.

1. DEFINITIONS

The use of the word "agency” in any Bid Invitation solicitation or specification shall be intended to mean
state agencies only. The words "governing authority" when used shall be intended as meaning city,
county or other local entities.

2. PREPARATION OF BIDS

2.1 Responding suppliers must provide a Quote with the initial response. Quotes are utilized by the
Purchasing Agent to determine market pricing and set the auction parameters (e.g., start price). Bids
andfor Quotes may be submitted through the State of Mississippi's e-procurement system (MAGIC),
or in person to the Mississippi State Department of Health, Office of Purchasing ("MSDH" or "the
State"). Paper bids are allowed. All prices and notations must be printed in ink or typewritten. No
erasures permitted. Errors may be crossed out and corrections printed in ink or typewritten
adjacent and must be initialed, in ink, by the person signing bid.

2.2 To submit bids electronically, bidders must ensure they are registered inthe MAGIC system and have
received a login, password, and supplier number and that all téchnical requirements have been met:

2.3 [fa bidder is unwilling or unable to participate through MAGIC, an MSDH representative can enter
the Vendor's bid(s) manually (i.e. Surrogate bidding).

2.4 Bidders participating in person by surrogate bidding must so indicate in their response to the initial
Requestfor Quote-Formal (RFQF).

2.5 Failure to examine any drawings, specifications, and instructions will be at bidder's risk.
2.6 Price each item separately. Unit prices shall be shown. Bid prices must be net.

2.7 It is understood that reference to available specifications shall be sufficient to make the terms of
such specifications binding on the bidder.

2.8 Bidders must furnish all information requested in the bid specifications. Further, when required,
each bidder must submit for bid evaluation cuts, sketches, descriptive literature and technical
specifications covering the product offered. Reference to literature submitted with a previous bid or
on file with MSDH will not satisfy this provision.

2.9 Samples of items, when requested, must be furnished free of expense, and if not destroyed in
testing will, upon request, be returned at the bidder's expense. Request for the return of samples
must be made within ten {10) days following opening bids. Each individual sample must be labeled
with bidder's name, manufacturer's brand name and number, State of Mississippi commodity
number, bid number and item reference.



2.10Time of performance. The number of calendar days in which delivery will be made after receipt of
order shall be indicated in the bid specifications.

3. BID SUBMISSION

3.1 When submitting a bid electronically, the authorized signature may be typed or be an electronic
signature.

3.2 Bids and modifications or corfections received after the ciosing time specified will not be considered,

3.3 When submitting the response to the RFQF in MAGIC, bidder must ensure all questions have been
answered within the RFQF and all proposed items in bid have a response.

3.4 Bidders submitting paper responses should submit responses to the MSDH by the response
deadline,

4. ACCEPTANCE OF BIDS

MSDH reserves the right to reject any and all bids; towaive any informality in bids and unless otherwise
specified by the bidders, to accept any items on the bid. The State reserves the rightto modify or cancel in
whole or in part its Invitation for Bids.

If a bidder fails to state the time within which a submitted response will expire, it is understood and
agreed that the MSDH shall have 60 days to accept.

§. ERROR INBID

If a vendor is participating in a Live Auction, the vendor can notify MSDH in the event of an erroneous bid via
the chat message feature. Erroneous bids, where the mistake is apparent to MSDH, may be deleted during
the live auction.

6. SPECIAL DISCOUNT PERIOD

Time in connection with a special discount offered will be computed from date of delivery at destination or
from the date correct invoices are received, ifthe latter date is later than the date of delivery. Cash discounts
will not be considered in the award process.

7. AWARD

7.1 Contracts and purchases will be made or entered into with the lowest responsible bidder meeting
specifications, except as otherwise specified in'the bid specifications. Where more than one item is
specified in the specifications, the State reserves the right to determine the low bidder either on the
basis of the individual item(s) or on the basis of all items included in its Invitation for Bids, or as
expressly provided inthe State's Invitation for Bids.

7.2 Unless the bidder specified otherwise in the bid, the State may accept any item or group of items of
any kind.

7.3 A written purchase order or contract award furnished to the successful bidder within the time of
acceptance specified inthe Invitation for Bid results in a binding contract without further action by
either party, The contract shall consist solely of these General Conditions, the Instructions and
Special Conditions, the successful bidder’s bid, and the written purchase order or contract award.
The contract shall not be assignable in whole or in part without the written consent of the State.

2



8. INSPECTION

Final inspection and acceptance or rejection may be made at delivery destination, but all materials and
workmanship shall be subject to inspection and test at all times and places, and when practicable. During
manufacture, the right is reserved to reject articles which contain defective material and workmanship.
Rejected material shall be removed by and at the expense of the contractor promptly after notification or
rejection. Final inspection and acceptance or rejection of the materials or supplies shall be made as promptly
as practicable, but failure to inspect and accept or reject materials or supplies shall not impose liability on the
State or any subdivision thereof for such materials or supplies as are not in accordance with the
specification. Inthe event necessity requires the use of materials or supplies not conforming to the
specification, payment therefore may be made at a proper reduction in price.

9. TAXES

The State is exempt from federal excise taxes and state and local sales or use taxes and bidders must quote
prices which do not include such taxes. Exemption certificates will be furnished upon request. Contractors
making improvements to, additions to or repair work on real property on behalf of the State are liable for any
applicable sales or use tax on purchase of tangible personal property for use in connection with the contracts.
Contractors are likewise liable for any applicable use tax on tangible personal property furnished to them by
the State for use in connection with their contracts.

10. GIFTS, REBATE, GRATUITIES

10.1 Acceptance of gifts from bidders is prohibited. No officer or employee of the MSDH, nor any
head of any state department, institution or agency, nor any employee of any state department,
institution or agency charged with responsibility of initiating requisitions, shall accept or receive,
directly or indirectly, from any person, firm or corporation to whom any contract for the purchase
of materials, supplies, or equipment for the State of Mississippi may be awarded, by rebate, gifts,
or otherwise, any money or anything of value whatsoever, or any promise, obligation or contract
for future rewards or compensation.

10.2 Bidding by state employees is prohibited. It is unlawful for any state official or employee to bid
on, or sell, or offer for sale, any merchandise equipment or material, or similar commodity to the
State during the tenure of his or her office or employment, or for the period prescribed by law
thereafter, or to have any interest in the selling of the same to the State.

11. BID INFORMATION

Bid information and documents may be examined pursuant to the Mississippi Public Records Act of 1983, MS
Code 25-61-1 et seq.
12. PRECEDENCE

Bids shall be made and the contract shall be entered into in accordance with the General Conditions as
hereinafter amended and modified. Should a conflict exist between the General Conditions and the
Instructions and Special Conditions, the Instructions and Special Conditions shall take precedence.

13. COMPETITION

There are no federal or state laws that prohibit bidders from submitting a bid lower than a price or bid given
to the U.S. Government. Bidders may bid lower than U.S. Government contract price without any liability as
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the State is exempt from the provisions of the Robinson-Patman Act and other related laws. In addition, the
U.S. Government has no provisions in any of its purchasing arrangements with bidders whereby a lower price
to the State must automatically be given to the U.S. Government.

14. WAIVER

MSDH reserves the right to waive any General Condition, Special Condition, or minor specification deviation
when considered to be inthe best interest of the State.

15. CANCELLATION

Any contract or item award may be canceled with or without cause by the State with the giving of 30 days
written notice of intent to cancel. Cause for the State to cancel may include, but is not limited to, cost
exceeding current market prices for comparable purchases; request for increase in prices during the. period of
the contract; or failure to perform to contract conditions. The Contractor will be required to honor all
purchase orders that were prepared and dated prior to the date of expiration or cancellation if received by
the Contractor within a period of 30 days following the date of expiration or cancellation. Cancellation by the
State does not relieve the Contractor of any liability arising out of a default or nonperformance. If a contract
is canceled by the State due to a Contractor's request for increase in prices or failure to perform, that
Contractor will be disqualified from bidding for a period of 24 months. The Contractor may cancel a contract
for cause with the giving of 30 days written notice of intent to carcel. Cause for the Contractor to cancel may
include, but is not limited to the item(s) being discontinueéd and/or unavailable from the manufacturer.

16. SUBSTITUTIONS DURING CONTRACT

During the term of a contract, if adequate documentation is provided that supports the claim that the
contract item(s) are not available, items which meetthe mirimum specifications may be substituted if
approved by MSDH and the substitutions are deemed to be inthe best interest of the State.

17. APPLICATION

It is understood and agreed by the bidder that any contract entered into as a result of this Invitation for Bids
is established for use by MS D Hand all purchases made by MSDHfor products included under the provisions
of the contract shall be purchased from the bidder receiving the award unless exempt by special
authorization from the state Office of Purchasing, Travel and Fleet Management.

Under the provisions of Section 31-7-7 Mississippi Code of 1972, Annotated, the prices offered herein shall be
extended to the governing authorities. However, the governing authorities, by provisions of Section 31-7-12
Mississippi Code, may purchase products covered by state contracts from any source offering an:identical
product at a price that does not exceed the state contract price.

18. ADDENDA

Addenda modifying plans and/or specifications may be issued iftime permits. No addendum will be issued
within a period of two (2) working days prior to the time and date set for the bid opening. Should it become
necessary to issue an addendum within the two (2) day period prior to the bid opening, the bid date will be
reset to a date not less than five (5) working days after the date of the addendum, giving bidders ample time



to comply with the addendum. When replying to a bid request on which an addendum has been issued, and
the specifications require acknowledgement, the bid shall indicate that provisions of the addendum have
been noted and that the bid is being offered in compliance therewith. Failure to make this statement may
result in the bid being rejected as not being in accordance with the revised specifications or plans.

19. NONRESPONSIVE BIDS

Nonresponsive bids will not be considered. A non-responsive bid is considered to be a bid that does not
comply with the minimum provisions of the specification. Any bidder found to repeatedly offer alternated
products that are not compliant with specifications in an attempt to obtain a contract on the basis of pricing
only will be disqualified from bidding for a period of 24 months.

20. SPECIFICATION CLARIFICATION

It shall be incumbent upon all bidders to understand the provisions of the specifications and to obtain
clarification prior to the time and date set for the live auction or bid opening. Such clarification will be
answered only in response to a written request submitted inthe specified amount of time set by the MSDH..
TheMSDH reserves the right to specify a time frame in which clarification request shall be made.

21, Omitted

22. PRE-QUALIFICATION PROGCESS
22.1 The purpose of the RFQF is to advertise the competitive procurement for solicitation of formal

quotes from potential bidders to participate in the Reverse Auction. The MSDH  will be
responsible for defining product categories, adding bidders, and publishing all bid related
documents to the procurement portal. Once the responses have been received and the Opening
Date has been reached, the MSDH will review the submissions to qualify bidders and determine

a starting price for reverse auction items. —

222 The Invitation for Bids/RFQF shall be.advertised in accordance with Section 3.106.05.4-;fm
Mississippi Procurement Manual. Minimum due date for responses to the RFQF
will be on the 8!" warking day after the last day of advertisement.

22.3 Responses to the RFQF will be reviewed by the MSDH for responsiveness tc;/speciﬁ&étions. Price
quotes received will be evaluated in conjunction with other market research to determine the
starting price for the Auction.

22.4 The MSDH will accept bidder responses in MAGIC who have qualified meeting RFx specifications.
Bidders not meeting specifications will not be allowed to participate in the Auction.

22.5 Once qualified, the MSDH will notify the vendor of Qualification and the date of the Live Auction
via email. After receiving the confirmation email, bidders should review/ensure technical
requirements for MAGIC have been met or confirm participation in person.

22.6 Itis requested that bids be submitted onthe basis of statewide distribution. Contractors must
maintain adequate distribution capabilities and adequate stock of all items to insure prompt
delivery.



23. FIRM BID PRICE

Prices accepted from bidder submissions shall be firm for the term of the contract except that the State shall
receive the benefit of any price decrease in excess of five (5) percent. The contractor must provide written
price reduction information within ten (10) days of its effective date.

24. CONTRACT EXTENSION

241 Automatic contract renewals or extensions are not allowed. Contracts must be extended or
renewed with the proper documents signed or approved by the MSDH.

242 The MSDH reserves the right to extend the term of a contract, when necessary, to continue a
source of supply whenever new or replacement contracts are not completed prior to the
expiration date. Such extensions are dependent upon the agreement of the Contractor and shall
not exceed three (3) months.

25. SUSPENSION AND DEBARMENT

By submitting a bid, the bidder is certifying that neither the bidder nor any potential subcontractors are
debarred or suspended or are otherwise excluded from or ineligible for participation in federal assistance
programs.

26. ASSIGNMENT

The Contractor shall not assign or subcontract in whole or in part, its right or obligations under this agreement
without prior written consent of the MSDH.

27. INDEMINIFICATION

Contractor shall indemnify, defend, save and hold harmless, protect, and exonerate the State of Mississippi, its
Commissioners, Board Members, officers, employees, agents, and representatives from and against all claims,
demands, liabilities, suits, actions, damages, losses, and costs of every kind and nature whatsoever, including,
without limitation, court costs, investigative fees and expenses, and attorneys' fees, arising out of or caused by
Contractor's and/or its partners, principals, agents, employees, and/or subcontractors inthe performance of
or failure to perform this Agreement. Inthe State's sole discretion, Contractor may be allowed to control the
defense of any such claim, suit, etc. Inthe event Contractor defends said claim, suit, etc., Contractor shall use
legal counsel acceptable to the State; Contractor shall be solely liable for all reasonable costs and/or expenses
associated with such defense and the State shall be entitled to participate in said defense. Contractor shall not
settle any claim, suit, etc., without the State's concurrence, which the State shall not unreasonably withhold.

28. LIVE AUCTION

28.1 Notification of Auction Start date and time will be sent via email to qualifying bidders. If a
bidder is unwilling or unable to participate through MAGIC, a representative from the MSDH can
enter the Vendor's bid(s) manually (i.e. Surrogate Bidding). ifa bidder elects to participate via
Surrogate Bidding, the bidder must be physically present at the public bidding location, with the
means to submit written bids for each offer made and signed by an authorized agent of the
Vendor. A Bid Form will be provided to the Vendor at the start of the auction. This form will not
be returned to the bidder but will become a part of the Bid Documentation for Evaluation by the
MSDH.



28.2 The Auction time may be extended at the discretion of the MSDH. Examples of reasons to extend
an auction include, but are not limited to, technical difficulties experienced by the MSDH or
bidder, the need to pause the Auction, or bids placed within the last few moments of bidding.

28.3 Communication with bidders participating electronically during the Auction may be done via the
Live Chat Feature. The MSDH has the ability o send messages to particular bidders or broadcast
to all bidders. Bidders can ONLY communicate with the MSDH, not other bidders.

28.4 Bidders may be removed from a Live Auction for improper conduct, including but not limited to
profanity, threats, consistently entering erroneous or extremely low bids, or other disruptive
behavior.

28.5 Bidders/Suppliers should be advised that no award will automatically result from a reverse
auction, and that the MSDH will review the results of the auction and make a determination in a

timely manner.
29. FORCE MAJEURE

Ifthe MSDH is closed for any reason, including but not limited to: acts of God, strikes, lockouts, riots, acts of
war, epidemics, governmental regulations superimposed after the fact, fire, earthquakes, floods, or other
natural disasters (the "Force Majeure Events”), which closure prevents the opening of bids at the advertised
date and time, all bids received shall be publicly opened and read aloud on the next business day that the
agency shall be open and at the previously advertised time. The new date and time of the bid opening, as
determined in accordance with this. paragraph, shall not be advertised, and all bidders, upon submission of a
bid proposal, shall be deemed to have knowledge of and shall have agreed to the provisions of this paragraph.
Bids shall be received by the agency until the new date and time of the bid opening as set forth herein. The
MSDH shall not be held responsible for the receipt of any bids for which the delivery was attempted and failed
due to the closure of the MSDH as a result of a Force Majeure Event. Each bidder shall be required to ensure
the delivery and receipt of its bid by the MSDH prior to the new date and time of the live auction or bid

opening.



MSDH Request for Quotes-Formal (RFQF) Reverse Auction
RFx# 3140002081
INSTRUCTIONS AND SPECIAL CONDITIONS

The Mississippi State Department of Health plans to purchase the following and invites your
quote/participation:

Hemoglobin Analyzers and Microcuvettes for use in clinics/locations Statewide

The Purpose of this RFQF is to advertise this competitive procurement for solicitation of formal quotes
from potential bidders to participate in a Reverse Auction.

The initial response to the RFQF shall include a proposed product, including specifications and/or
sample, for the MSDH to evaluate and determine responsiveness to requirements/specifications. Once
a supplier’s/bidder’s product is determined to be responsive, the supplier/bidder may participate in the
reverse auction.

Responding suppliers/bidders must provide a quote with the initial response. Quotes are utilized by the
purchasing agent to determine market pricing and set the auction parameters (e.g., Start Price).

Valid quotes will be accepted until 3:00 PM, CST, February 19, 2021

Qualified bidders will be notified approx. 7 working days prior to the auction via email if selected to
participate. Once notification has been received, bidders should logon to MAGIC to validate technical
requirements prior to the Live Auction.

The anticipated time for this.reverse auction, for this procurement, is scheduled to be held on
Wednesday, March 10, 2021, beginning at 2:00 PM CST and end at 2:30 PM CST. All bids must be
entered into the eProcurement system during the allotted timeframe to be considered however, the
MSDH reserves the right to extend the auction date if necessary to complete prequalifications. In
addition, no vendor/supplier may be prohibited from participating in the reverse auction in person by
paper through surrogate bidding.

Suppliers should be advised that no award will automatically result from a reverse auction, and that the
MSDH will review the results of the auction and make a determination in a timely manner.

Vendors/bidders must be registered in MAGIC in order to receive a User ID and Password to log in.
Vendors who are new to MAGIC may visit the Vendor information page on State of MS, Department
of Finance and Administration’s web site, or register online, Vendor Registration.

To Log into MAGIC, open the following URL: https://portal.magic.ms.gov/iri/paortal. Enter User ID and
Password. The password is case sensitive.



Vendors/bidders are responsible for ensuring Technical Requirements are met for participating in the
reverse auction, etc. Technical Requirements are listed below:

Technical Requirements

Bidders are responsible for ensuring technical requirements are met.

Acceptable Internet Browser(s
> Microsoft Internet Explorer (IE) version 11
> Microsoft Edge
» Google Chrome versions 49 and above

Unsupported Internet Browser(s)
> Microsoft Internet Explorer (IE) version 10 or below
> Safari
» Firefox

Note: Pop-up blocker must be turned off.
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Mis5ISSIPPI STATE DEPARTMENT OF HEALTH

REQUEST FOR QUOTES-FORMAL (RFQF)
REVERSE AUCTION

RFx # 3140002081

The Mississippi State Department of Health (MSDH) will purchase Hemoglobin Analyzers and
Microcuvettes for use in clinics/locations Statewide and invites your participation in accordance
with the terms and conditions of this RFQF Reverse Auction. Once award of the bid has been
made, the terms and conditions as set forth in this RFQF Reverse Auction shall become a
contract binding on the successful bidder. Any documents submitted to satisfy a requirement of
this request and any assurances made by the successful bidder in satisfaction of this request shall
become a part of the agreement between the Mississippi State Department of Health and the
successful bidder. The Mississippi State Department of Health shall have the right to rely upon
the documents and assurances submitted by the successful bidder.

This RFQF Reverse Auction is for an estimated initial quantity/purchase of (230 Each)
Hemoglobin Analyzers and related supplies (Microcuvettes).  Estimated quantity of
Microcuvettes, for a five year period, is 4500 Boxes of 200. Orders for Microcuvettes will be
placed approx. (3) times per year for approx. 300 Boxes.

Pricing for Microcuvettes shall be guaranteed for a five-year period.

Pricing is also requested, and shall be guaranteed for a five-year period, for any New/Additional
Analyzers purchased after the initial order.

This RFQF Reverse Auction/Award will be for a five-year period.

Pricing to include all shipping charges.
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E-Verify Compliance - Contractor/Seller represent and warrants that it will ensure its
compliance with the Mississippi Employment Protection Act (Senate Bill 2988 from the 2008
Regular Legislative Session) and will register and participate in the status verification system for
all newly hired employees. The term “employee” as used herein means any person that is hired
to perform work within the State of Mississippi. As used herein “status verification system”
means the Illegal Immigration Reform and Immigration Responsibility Act of 1996 that is
operated by the United States Department of Homeland Security, also known as the E-Verify
Program, or any other successor electronic verification system replacing the E-Verify Program.
Contractor/Seller agrees to maintain records of such compliance and , upon request of the State,
to provide a copy of each such verification to the State. Contractor/Seller further represents and
warrants that any person assigned to perform services hereunder meets the employment
eligibility requirements of all immigration laws of the State of Mississippi. Contractor/Seller
understands and agrees that any breach of these warranties may subject Contract/Seller to the
following: (a) termination of this Agreement and Ineligibility for any state or public contract in
Mississippi for up to three (3) years, with notice of such (b) the loss of any license, permit,
certification or other document granted to Contractor/Seller by an agency, department or
governmental entity for the right to do business in Mississippi for up to one (1) year, or ( c) both.
In the event of such termination/cancellation, Contractor/Seller would also be liable for any
additional costs incurred by the State due to contract cancellation or loss of license or permit.

E-Payments — Payments by the Mississippi State Department of Health shall be made and
remittance information provided electronically as directed by the State of Mississippi. These
payments shall be deposited into the bank account of the Contractor’s choice. The state may, at
its sole discretion, require the Contractor to submit invoices and supporting documentation
electronically at any time during the terms of this agreement. Contractor understands and agrees
that the State is exempt from the payment of taxes. All payments shall be in United States
currency.

Applicable Law — This purchase(s) shall be governed by and construed in accordance with the
laws of the State of Mississippi, excluding its conflicts of law provisions, and any litigation with
respect thereto shall be brought in the courts of the State of Mississippi. The vendor shall
comply with applicable federal, state and local laws and regulations.

Payment Terms — MS Code Section 31-7-305(3) allows a state entity to pay invoices within 45
days without penalty.

Bid terms are welcome, however, they will not be used as criteria for awarding the bid.

Items will be purchased from the RFQF Reverse Auction by the Mississippi State Department of
Health in accordance with the terms and conditions set out in this request and the attachments
hereto.

State and Federal law requires that the Mississippi State Department of Health not be liable
should federal or state funds not be available to make the purchases. Should federal or state
funds be reduced or eliminated, the State of Mississippi, the Mississippi State Department of
Health, its agents, servants and employees would have no obligation to purchase any quantity of
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goods or services covered by this request for bid. The bidder agrees to hold the above
enumerated entities and individuals harmless in that event.

The bidder/prospective vendor must further give assurances in writing that it can provide and
deliver the items as ordered on a schedule agreeable to the Mississippi State Department of
Health. The contractor shall not assign, sell or subcontract in whole or in part, its rights or
obligations under this agreement without prior written consent of the MSDH. Any attempt
assignment or sale of the contract without said consent shall be void and of no-effect.

The MSDH reserves the right to refuse any items not meeting the specifications of this bid.

Prospective bidders are to contact Cynthia Brasher, Purchasing Director in writing if there
are any questions regarding this RFQF Reverse Auction, either by email
eynthia.brasher@msdh.ms.gov or by writing to P. O. Box 1700, Jackson, MS 39215-1700.
Questions are to be received no later than the close of business on February 12, 2021.
MSDH answers/responses will be posted on the State of MS Transparency website and on
the MSDH website within 1-2 days.

Sealed quotes/responses will be accepted/received until 3:00 PM, CST, Friday, February 12,
2021, either hand delivered or by mail to Mississippi State Department of Health,
Purchasing Department, Room 137A, The Underwood Building, 570 E. Woodrow Wilson,
Jackson, Mississippi 39216 or Post Office Box 1700, Jackson, MS 39215-1700. The
quotes/responses must be received before and be dated and time stamped by the submission
deadline. All bids must be properly stamped. No quotes/responses will be accepted after the
established submission deadline.

Currently, due to the continuing Covid-19 pandemic, the Mississippi State Department of
Health remains closed to the public.

Prior to the quote/response due date and time, quotes/responses may be Hand Delivered to
the agency between the hours of 8:00 a.m. and 5:00 p.m., CST. Entry may be obtained at
the Visitor’s entrance to the Mississippi State Department of Health, Osborne Building, 570
E Woodrow Wilson, Jackson, MS 39216. A receptionist will be on duty to receive the bid
responses and forward to the addressee on the envelope/package.

No facsimile (FAX) quotes/responses will be accepted.

Quote/response BID FORM must be signed by a person with authority to bind the bidder, and
must accompany your submission. Failure to comply with this provision, any other provision of
this RFQF Reverse Auction, or any provision of state or federal law or regulation regarding the
submission of bids may cause the bid to be rejected.

In addition, it is requested that bidders also submit a quote/response on-line in the State of
Mississippi electronic procurement system, MAGIC, however, it is not mandatory. In order to
submit quotes/responses bidders must be registered as a vendor in MAGIC system and have an
[.D. number and password assigned at the time of registration. Technical assistance may be
found at http://www.dfa.ms.gov/dfa-offices/mmrs/mississippi-suppliers-vendors/. If a bidder
submits both a paper quote/response and an on-line quote/response, the paper quote/response
will take precedence if there is a discrepancy between the two.

The Mississippi State Department of Health reserves the right to waive minor informalities,
which are matters of form rather than substance, or insignificant mistakes or to allow the bidder
to correct them if other bidders are not prejudiced.
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The bid will be awarded to the lowest and best responder/participant of this RFQF Reverse
Auction as determined by the agency. The awardee will perform the terms and conditions of the
bid and any contract awarded hereunder. No assignment of subcontracting of the award or any
contract awarded there under shall be allowed without prior written approval of the State Health

Officer.

PLEASE MARK YOUR ENVELOPES EXTERNALLY:

RFx #3140002081 Submission Deadline: 3:00 PM, CST, February 19, 2021

W
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MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A.
A.1 Prospective device must be CLIA Waived

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production.
Refurbished or demonstrator units are not acceptable. Instrument name and
model must be listed.

B.2 The vendor must guarantee manufacturer replacement units for defective
units for first 5 years.

B.3 All units must include a physical set of operating manual and brochures.
B.4 All units must include training and education program to all sites as well as
refresher trainings at no cost.

B. 5 Testing sample size must be 10ul or less

B. 6 Measuring range must be Hgh: 0-25.6 g/dL

B.7 Measuring time must  be 30 seconds or less

B. 8 Unit must provide memory for no less than 100 test results.

B. 9 Unit must include AC adapters and DC battery options

B. 10:Unit must have internal self check no less than each time unit is powered
on.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months.
C.2 Expiration date after opening must be greater than or equal to 90 days.
C. 3 Guaranteed pricing of microcuvette supplies for 5 years.

The specifications listed are the minimum required for this RFQ-F Reverse
Auction. They are not intended to limit competition nor specify any particular
bidder/respondent, but to ensure that the MSDH receives a quality product
meeting the needs of the agency.



Response/Quote
BID FORM

RFx 3140002081

Hemoglobin Analyzer - Name and Model #

Estimated Quantity — Initial Purchase: 230 Each $ EA

Guaranteed Pricing for any NEW/Additional units purchased during a five
year period: $ /EA

Microcuvettes - Name and Product #

Estimated Quantity — Five Year Period: 4500 Boxes/200 PER Box § /BOX

{Orders to be placed approx. (3) times per year for approx. 300 Boxes)

Name of Company

Quoted By

Signature

Email

Telephone

By signing this Bid Form, the company representative certifies that he/she has authority to
bind the company and has thoroughly read and understands this RFQF Reverse Auction
and the attachments herein and that the company meets all requirements/specifications
and agrees to all provisions of this solicitation and any issued addenda.

#
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EXHIBIT C




{

MISSISSIPPI STATE DEPARTMENT OF HEALTH

TRANSMITTED BY E-MAIL AND U.S. MAIL

June 22,2021

Mark Bellwood

Director of Sales, Specialty Markets
HemoCue America

250 S. Kraemer Blvd.

Brea, CA 928821
mark@hemocue.com

Re:  Response to Protest regarding Request for Quotes- Formal (RFQF) Reverse
Auction RFx 3140002081 for Hemoglobin Analyzers and Microcuvettes

Dear Mr. Bellwood:

The Mississippi State Department of Health (MSDH) is in receipt of your protest dated April 26,
.2021. After consideration thereof as well as the relevant facts and circumstances, MSDH denies

your protest and would show the following in support thereof,
STATEMENT OF RELEVANT FACTS

On October 1, 2020, MSDH issued RFx 3140002081 Request for Quotes-Formal (RFQF) Reverse
Auction seeking bids for the purchase of Hemoglobin Analyzers and Microcuvettes. MSDH
included a list of specifications for the analyzer and microcuvettes. See MSDH-RFx # 31 40002081
Specification Sheet Attached hereto as Exhibit A. Questions were to be submitted by February 12,
2021, and answers were provided to the offerors on F ebruary 24, 2021. After Amendments and
weather delays, the bids were submitted by March 19, 2021,

MSDH received bids from two vendors. EKF Diagnostics proposed the Hemo Control Analyzer
Model #3040-0010-0218 and HemoCue submitted two hemoglobin analyzers, the HCAM Hb

201+ and Hb 301.

Each submission was reviewed for responsiveness. To ensure that the models submitted met
MSDH needs, on March 31, 2021, Kevin Pearson emailed each vendor a copy of the list of
specifications and requested that the vendors, “provide a response for each specification as listed
on the attached specification sheet and return by email for further review.” Each vendor was asked
to respond by April 2, 2021. See emails to EXF Diagnostics and HemoCue attached here to as

composite Exhibit B.
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Based on the response provided by EKF, MSDH determined that the analyzer could meet the
specifications of B.7 if the test were performed correctly and deemed the analyzer responsive to
the request. The vendors were notified that the reverse auction would take place on April 20, 2021,
at 9:00 A.M. CST.

On April 19, 2021, on the eve on the reverse auction, an email from Mark Bellwood, was sent to
Kevin Pearson asking how to “challenge” the disqualification of the 201. Mr. Pearson was not
available on April 19, however, he responded to the request for protest regulations on April 20,
2021, prior to the reverse auction.

MSDH proceeded with the reverse auction as scheduled. HemoCue was informed via email
correspondence that it did not win the reverse auction.

HemoCue filed a protest on April 26, 2021, with a random list of EKF products and their
functionality arguing that the EKF products did not meet specifications. The protest requests that
MSDH vacate its award to EKF because HemoCue alleges that the Hb 301 is the only analyzer
that can meet MSDH specifications and that the disqualification of the 201+ was erroneous and
prejudicial. HemoCue further requests that MSDH directs the contract award in its favor as the
only offeror capable of meeting MSDH specifications.

HemoCue’s arguments are incorrect, and it is in the best interest of the State to award to the vendor
which proved to be both responsive and the winner of the reverse auction.

DISCUSSION

The decision regarding responsiveness of each product submitted was based on certifications and
clarifications provided by each vendor. HemoCue cannot challenge the results of its own
statements.

Each vendor completed and submitted a Bid Form signed by the company representative. A
statement at the bottom form clearly states that the by signing the form, the company representative
certifies that, “the company meets all requirements/specifications and agrees to all provisions of
this solicitation and any issued addenda.” Mr. Pearson specifically asked each vendor to provide
information to clarify their responses regarding the required specifications.

On March 31, 2021, HemoCue provided a written response as requested for the 201+ and the 301
products and EKF provided its response on April 1, 2021.

The responses to each specification objected to by HemoCue in this protest are as follows:
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EKF Hemoglobin Analyzer and Microcuvettes

No. | Specification EKF Response

B.5 | Testing sample size must be 10ul or less. Hemo Control Cuvette sample size is §uL

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Hemo Control measuring range is 0-25.6
g/L,

B.7 | Measuring time must be 30 seconds or less. | The Hemo Control Analyzer measures

hemoglobin and provides a calculated
hematocrit. The measuring time for one
sample can be as quick as 25 seconds, if
performed correctly, or up to 60 seconds if
performed incorrectly or if the hemoglobin
concentration is high. (Emphasis added) ]

HemoCue Hb 301
No. | Specification HemoCue Response
B.5 | Testing sample size must be 10ul or less. Yes

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Yes
B.7 | Measuring time must be 30 seconds or less. | Yes

HemoCue Hb 201+
No. | Specification HemoCue Response
B.5 | Testing sample size must be 10ul or less. Yes

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Yes
B.7 | Measuring time must be 30 seconds or less. | No. (Emphasis Added)

(See also Email responses from HemoCue and attached hereto as EFX Exhibits C and D.)

Upon further review of the bids and the foregoing responses, MSDH disqualified HemoCue’s
201+ as nonresponsive. The 301 was deemed responsive and allowed to proceed to the reverse
auction. HemoCue was informed of this decision on April 8, 2021. HemoCue thanked MSDH for
the notification and did not protest the disqualification. (See Exhibit E)

MSDH addressed concerns raised by HemoCue in its protest prior to making a final determination
regarding responsiveness. Specifically, MSDH proactively asked for further clarification
regarding the specifications. Based on the vendors’ responses, MSDH determined that HemoCue’s
201+ was the only product that did not meet all specifications as required and the 201+ was
disqualified. EKF provided an explanation of its analyzer’s function in its response B.7. After
consideration of EKF’s statement, MSDH determined the EKF product met MSDH specifications.
Nothing prohibited HemoCue from providing an explanation of its responses. It chose not to
provide any additional information for consideration at that time and is prohibited from doing so
now.
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MSDH proactively requested additional information from each vendor. Each vendor had an
opportunity to respond and provide any additional information. MSDH accepts both HemoCue
and EKF’s responses as accurate and truthful. The 201+ was disqualified based on the vendor’s
response, and therefore, was neither erroneous nor prejudicial. Further, if HemoCue truly believed
that the 301 was the only product that met MSDH specifications, it should have filed its protest
upon notification that the 201+ had been disqualified, or at least notified MSDH of its belief that
the 301 was a sole source.

Based on the foregoing information, MSDH sustains its findings that all products met
specifications except the Hb 201+ and affirms the results of the reverse auction.

DECISION

For these reasons, the protest submitted by HemoCue is DENIED.

In accordance with OPSCR Rule 7-112.04 Right to Appeal, you may appeal this decision to the
Public Procurement Review Board within seven (7) calendar days of receipt of this Protest
Decision. Any appeal of this decision must follow OPSCR Rule 7-112 Protest of Solicitations and
Awards found at  https:/www.dfa.ms.gov/media/9413/pprb-opscr-rules-and-regulations-
efficetive-01182020.pdf.

Sincerely,

Thetitas Dobbs,
State Health Office
Mississippi State Department of Health

cc: Pat Breheny, EKF Diagnostics, PatBreheny@ekfdiagnostics.com
Brittney Thompson, Director, OPSCR
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MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A,
A.1 Prospective device must be CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and mocel mmust be listed.

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years.

B.3 All units must include a physical set of operating manual and brochures.

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cosl.

B. 5 Testing sample size must be 10p] or less.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less,

B. 8 Unit must provide memory for no less than 100 test resulits.

B. 9 Unit must include AC adapters and DC battery options.

B. 10 Unit must have internal self check no less than each time unit is powered on.

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost,

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months,
C.2 Expiration date after opening must be greater than or equal to 90 days.
C. 3 Guaranteed pricing of microcuvette supplies for 5 years,

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify y any particular bidder/respondent, but to ensure that the MSDH

receives a quality product meeting the needs of the agency.

ATTACHMENT A
MSDH



Pearson, Kevin

From: Pearson, Kevin

Sent: Tuesday, March 30, 2021 8:06 AM

To: patbreheny@ekfdiagnostics.com

Cc: Nelson, Johnny

Subject: Question

Attachments: RFx 3140002081 Specification Sheet.docx

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with al
specifications as listed in the RFx packet.

Please provide a response for each specification as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank yau,

Kevin Pearson

ATTACHMENT B
MSDH



Pearson, Kevin

From: Pearson, Kevin

Sent: Tuesday, March 30, 2021 8:10 AM

To: customerservice@hemocue.com

Cc: Nelson, Johnny

Subject: Questions

Attachments: RFx 3140002081 Specification Sheet.docx

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglabin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with all
specifications as listed in the RFx packet.

Please provide a response for each specification, as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank You

Kevin Pearson



Pearson, Kevin

From: Spetz, Mary L <Mary.L.Spetz@hemocue.com>

Sent: Wednesday, March 31, 2021 1:08 PM

To: Pearson, Kevin; Nelson, Johnny

Cc: Bellwood, Mark C; Dayton, Sara X

Subject: RFx 3140002081

Attachments: RFx 3140002081 Specification Sheet (Hb301).docx; RFx 3140002081 Specification
Sheet (Hb201+).docx

Hi Kevin-

In response to your request of yesterday, please find a specification sheet for each unit submitted in MSDH-
Rfx#314000208. Please let us know if this meets your expectations, as all supporting documentation was submitted
previously. If this response is not in line with what you are looking for, please make us aware and we will submit

anything additional that you are in need of by Friday April 2.

Please Note: Please reply to my email address, rather than the customerservice@hemocue.com , as that is a generic
email which is not monitored as closely.

wWarm Regards,

Mm'g Spetz

Key Account Representative
585-353-3648
Mary.L.spetz@hemocue.com

(i) @) @HemolE

Please be advised that this email may contain confidential information. i you are not the intended recipient, please
notify us by email by replying to the sender and delete this message. The sender disclaims that the content of this email
constitutes an offer to enter into, or the acceptance of, any agreement; provided that the foregoing does not invalidate
the binding effect of any digital or other electronic reproduction of a manual signature that is included in any

attachment.

ATTACHMENT C
MSDH



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes
Hb 301

A.
A.1 Prospective device must be CLIA Waived. Yes

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed. Yes

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years. Yes
B.3 All units must include a physical set of operating manual and brochures. Yes

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost. Yes

B. 5 Testing sample size must be 10ul or less. Yes

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Yes

B.7 Measuring time must be 30 seconds or léss. Yes

B. 8 Unit must provide memory for no less than 100 test results. Yes, with included Basic Connect

package.
B. 9 Unit must include AC adapters and DC battery options. Yes
B. 10 Unit must have internal self check no less than each time unit is powered on. Yes

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost. Yes

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. Yes
C.2 Expiration date after opening must be greater than or equal to 90 days. Yes
C. 3 Guaranteed pricing of microcuvette supplies for 5 years. Yes

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH
recetves a quality product meeting the needs of the agency.



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

Hb 201+

A,
A1 Prospective device must be CLIA Waived. Yes

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units arc not acceptable. Instrument name and model must be listed. Yes

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years. Yes
B.3 All units must include a physical set of operating manual and brochures. Yes

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost. Yes

B. 5 Testing sample size must be 10pl or less. Yes

B. 6 Measuring range must be Hgb: 0-25.6 g/dL.. Yes

B.7 Measuring time must be 30 seconds or less. No

B. 8 Unit must provide memory for no less than 100 test results. Yes, with included Basic Connect

package.

B. 9 Unit must include AC adapters and DC battery options. Yes

B. 10 Unit must have intemal self check no less than each time unit is powered on. Yes

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost. Yes

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. Yes
C.2 Expiration date after opening must be greater than or equal to 90 days. Yes
C. 3 Guaranteed pricing of microcuvette supplies for 5 years. Yes

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH

receives a quality product meeting the needs of the agency.



Pearson, Kevin

From: Pat Breheny <PatBreheny@ekfdiagnostics.com>

Sent: Thursday, April 1, 2021 5:03 PM

To: Pearson, Kevin

Subject: RE: Question

Attachments: MS RFx 31400020817 Specification Sheet Answered questions 3.31.21.docx
Kevin,

Please see our response to the documented attached for MSDH’s RFx 3140002081 for Hemoglobin items.
Please let me know if you have any further questions.

Thank you,
Pat Breheny

Pat Breheny
Public Health Sales Specialist

Cell: 210-601-5252
Email: patbrehenv@ekfdiagnostics.com

Good Friday

SR b SerEy @ —~—r o |
g & M STANBIO™ ‘? i f
DIAGNOBTICS /

1261 North Main Street @ Boerne, TX, USA 78006
Tel: 830.249.0772 @ Fax: 830.249.0851 ¢ www.s’tanbio.com_

From: Pearson, Kevin [mailto:Kevin.Pearson@msdh.ms.gov]

Sent: Tuesday, March 30, 2021 8:06 AM

To: Pat Breheny ATTACHMENT D
Cc: Nelson, Johnny MSDH
Subject: Question

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.
In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with al

specifications as listed in the RFx packet.
1



Please provide a response for each specification as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank you,

Kevin Pearson

Ihis message and aif attachments are confidential and/or proprietary to the Mississippt State Department of Heaith, and may contain sensitive
information, including, but nat mited to, srotected heaith information as defined by the Health Insurance Portability and Accountabliity Act €
1996 (HIPAA). The information contained in and aitached to this message is intended for the exciusive use of the intended r nt The use,
disclosure, copying or distributicn by any mears, ta anyone other than the intarded recipient without the pricr written permission of the
Mississippi State Department of Health, is strictly prohibited. Any such unauthorized disclosure, capyirg or disiribution may viciste federal and/or
state privacy laws, including, but not limited to HiPAA. If you have receivad this message or any sttachments in error, please rotify the sender by
replying to the amail or by phone, and delete this message from vour computer without additional disclesure Thank you for yaur assistance in the

¢
f

protection of confidentiai information



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A
A.1 Prospective device must be CLIA Waived
The Hemo Control Analyzer is CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production.
Refurbished or demonstrator units are not acceptable. Instrument name and
model must be listed.

The Hemo Control Analyzer/s to be provided will be new and of current model
year. Hemo Control Analyzer - Model #3040-0010-0218

B.2 The vendor must guarantee manufacturer replacement units for defective
units for first 5 years. Hemo Control Analyzer will be under warranty for 5 years
for replacement from award of Bid.

B.3 All units must include a physical set of operating manual and brochures.
Each Hemo Control Analyzer will include a hard copy of user manual and support
literature.

B.4 All units must include training and education program to all sites as well as
refresher trainings at no cost. Hemo Control training, education and refreshers
to be provided at no cost.

B. 5 Testing sample size must be 10pl or less. Hemo Control Cuvette sample size
is 8plL.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Hemo Control measuring range
is 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less. The Hemo Control Analyzer
measures hemoglobin and provides a calculated hematocrit. The measuring
time for one sample can be as quick as 25 seconds, if performed correctly, or up
to 60 seconds if performed incorrectly or if the hemoglobin concentration is
high.

B. 8 Unit must provide memory for no less than 100 test results. Hemo Control
Analyzer stores 4000 test results in memory:.

B. 9 Unit must include AC adapters and DC battery options. Each Hemo Control
Analyzer includes an AC adapter as well as a built in rechargeable battery good
for up to 100 hours of operation when new and fully charged.

B. 10 Unit must have internal self-check no less than each time unit is powered
on. Hemo Control Analyzer performs a self-test automatically at regular intervals
while the unit is powered an.

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no
shipping cost. Hemo Control Analyzers will be delivered to the WIC Central
Office in Ridgeland, MS with no charge freight.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. The
Hemo Control Microcuvettes will have 18 manths or better dating at time of
shipment.

C.2 Expiration date after opening must be greater than or equal to 90 days.
Hemo Cantrol Analyzer Microcuvettes expire 90 days after opening canister
when following proper storage and handling procedure.



C. 3 Guaranteed pricing of microcuvette supplies for 5 years. The pricing
submitted for the Hemo Control Microcuvette supplies will be guaranteed for 5
years or term of the Bid, including extensions.

The specifications listed are the minimum required for this RFQ-F Reverse
Auction. They are not intended to limit competition nor specify any particular
bidder/respondent, but to ensure that the MSDH receives a quality product
meeting the needs of the agency.



Pearson, Kevin

From: Bellwood, Mark C <Mark.C.Bellwood @hemocue.com>
Sent: Monday, April 19, 2021 4:41 PM

To: Pearson, Kevin; Brasher, Cynthia; Nelson, Johnny

Cc: Spetz, Mary L; Dayton, Sara X

Subject: RE: Reverse Auction

Hello,

We look forward to participating in the reverse auction tomorrow with our Hb301.
Since the Hb201+ was denied participation, what is the process to challenge the denial.
We have looked but cannot understand a clear process for protest in Mississippi.

Thank you,
M

Mark Bellwood
HemoCue America | Director, Specialty Markets
| mahile +1 214 412 8900 | Mark C Bellwoailihemoc ue.com

| 250 5. Kraemer Blvd. - Mailstop: B1,SW.11 | Brea California 92821 | phone +1 714 646 2273 | fax +1 714 441 8160

(i) ) @Hemolye |

Please consider the environment before printing this e-mail,

protected from disclosure. If you are not the intended reciplent you are hareby notified
copy, distribute, retain coples or disclose the contents of this message or any
nd delete this message and any attachment from your system.

This message and any attachment(s) hereto are confidentlal and may be privlleged or otherwise
that you have received this message in error and that you must not - In whole o In part - review,
attachments hereto, If you are not the intended recipient, please notify the sender immediately by return e-mail a

From: Bellwood, Mark C

Sent: Thursday, April 8, 2021 11:49 AM

To: Pearson, Kevin <Kevin.Pearson@msdh.ms.gov>
Cc: Spetz, Mary L <Mary.L.Spetz@hemocue.com>
Subject: RE: Reverse Auction

Hi Kevin,
Thanks for this notification on the Hb 301 being accepted. We will block 4/20 for participation and await the time once

itis set.
Can you tell me which analyzers from other vendors were accepted to participate in the reverse auction?

Thanks,
M

Mark Bellwood

HemoCue America | Director, Specialty Markets
| mobile +1 214 412 8900 | Wlark.C.Bellwood@hermoc ue.com
www. hemocie,us

| 250 S. Kraemer Blvd. - Mailstop: B1.SW.11 | Brea California 92821 | phone +1 714 646 2273 | fax +1 714 441 8160

i) &) Slemolue

ATTACHMENT E
1 MSDH



Please consider the environment before printing this e-mail.

This message and any attachmeit(s) hereto are confidential and may be privileged ar othenwise protected from disclosure., If you are not the intended recipient you are nereby natified
that you have received this message in error and that yau must ot - in whale or in part - review, copy, distribute, retain copies or disclose the contents of this message or any
attachiments hereto, If you are not the intended recipiznt, please notify the sender immediately by retum e-mail and delete this message and any attachment frorn your system,

From:
Sent: Thursday, April 8, 2021 12:31 PM

To: Spetz, Mary L
Subject: RE: Reverse Auction

You will get something from Cynthia but 4/20 is the date not sure of time yet.

From: Spetz, Mary L <Mary.L.Spetz@hemocue.com>

Sent: Thursday, April 8, 2021 11:30 AM

To: Pearson, Kevin <Kevin.Pearson@msdh.ms.gov>

Ce: Brasher, Cynthia <Cynthia.Brasher@msdh.ms.gov>; Bellwood, Mark C <Mark.C.Bellwood@hemocue.com>; Dayton,
Sara X <sara.x.dayton@hemocue.com>

Subject: RE: Reverse Auction

Thank You Kevin!

When is the reverse auction going to take place?
wirm Regards,

Mary Spetz

Key Account Representative

585-353-3648
pMary. Lspetz@hevascue.com

(in) (@)  ®Hemolue

From: Pearson, Kevin <Kevin.Pearson@msdh.ms.gov>
Sent: Thursday, April 8, 2021 11:58 AM

To: Spetz, Mary L <Mary.L.Spetz@hemocue.com>

Cc: Brasher, Cynthia <Cynthia.Brasher@msdh.ms.gov>
Subject: Reverse Auction

Your submission of 3140002081 for the HB 201 was not accepted for the reverse auction. The unit did not meet the
specificatians.

Your 301 will be included.
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From: Brasher, Cynthia <Cynthia.Brasher@msdh.ms.gov>
Sent: Thursday, April 8, 2021 4:29:56 PM

To: Spetz, Mary L <Mary.L.Spetz@hemocue.com>
Subject: RE:

No, I'm not allowed to give that info.
Cynthia

From: Spetz, Mary L <Mary.L.Spetz@hemocue.com>
Sent: Thursday, April 8, 2021 3:02 PM

To: Brasher, Cynthia <Cynthia.Brasher@msdh.ms.gov>
Subject:

Hi Cynthia-

Thank You for all the information. Can you tell me what other vendor/instrument we are up
against?

Sent from Mail for Windows 10

Please be advised that this email may contain confidential information. If you are not the
intended recipient, please notify us by email by replying to the sender and delete this message.
The sender disclaims that the content of this email constitutes an offer to enter into, or the
acceptance of, any agreement; provided that the foregoing does not invalidate the binding
effect of any digital or other electronic reproduction of a manual signature that is included in
any attachment.

This message and all attachmenis are confidential and/or proprietary to the Mississippi State Departiment of Health, and
may contain sensitive information, including, but not limited to, protected health information as defined by the Health
Insuraice Portability and Accountability Act of 1996 (HIPAA). The inforniation contained in and attached to this
message is intended for the exclusive use of the intended recipient. The use, disclosure, copying or distribution by sy
means, (o anyone other than the intended recipient without the prior written pernission of the Mississippi State
Department of Health, is strictly prohibited. Any such unauthorized disclosure, copying or distribulion may violate
federal andfor state privacy laws, including, but not Timited to HIPAA. If you have received this message or any
attachmenis in error, please notify the sender by replying to the email or by phone, and delete this message from your
compiter without additional disclosure. Thank you for your assistance in the protection of confidential information.

Please be advised that this email may contain confidential information. If you are not the
intended recipient, please notify us by email by replying to the sender and delete this
message. The sender disclaims that the content of this email constitutes an offer to enter
into, or the acceptance of, any agreement; provided that the foregoing does not invalidate
the binding effect of any digital or other electronic reproduction of a manual signature
that is included in any attachment.
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©HemoCue

CONTAINS CONTIDENTIAL AND PROPRIETARY
INFORMATION WHICH MAY NOT BE RELEASED WITHOUT
THE PRIOR WRITTEN PERMISSION OF HEMOCUE AMERICA

26 April, 2021

Dr. Thomas Dobbs, State Health Officer
&

Chief Procurement Officer

Mississippi State Department of Health

Purchasing Department

Room 137A

The Underwood Building

570 E. Woodrow Wilson

Jackson, MS 39216

Ref: REQUEST FOR QUOTES-FORMAL (RFQF) REVERSE AUCTION
RFx #3140002081 for Hemoglobin Analyzers and Microcuvettes

Dear Dr. Dobbs and Chief Procurement Officer,

This letter serves as HemoCue America, a division of Radiometer America Inc’s
(“HCAM”) formal protest of the award made by the Mississippi State Department of Health
(“MSDH?”) under for RFQF RFx#3140002081 (“RFQF”). As the posting of the award notice
was on April 20, 2021, this protest is timely filed and meets the requirements of the Mississippi
Procurement Manual Chapter 6 Legal and Contractual Remedies, which we were instructed by
the agency to follow.

Based on publicly available information, and given that the specifications established in
the RFQF clearly do not include non-invasive technologies, HCAM is the only company that
offers a product that meets the agency’s needs. Indeed, only two other companies make invasive
analyzers — EKF Diagnostics Inc., dba Stanbio Laboratory (“EKF”) and Immunostics, Inc.
(“Immunostics”) — but neither has a product that can meet the solicitation’s requirements. The
agency’s decision not to make award to HCAM was thus unreasonable and contrary to the
solicitation’s terms.

HemoCue America — a division of
Radiometer America Inc.

250 S. Kraemer Blvd.
Brea, CA 92821
800.881.1611
hemocue.com



® HemoluE

I. The Agency’s Award Decision Is Improper, Because HCAM’s Hb 301 Analyzer Was
the Only Product that Could Meet the Agency’s Minimum Requirements

MSDH’s solicitation sought a hemoglobin analyzer that had several key features. In
particular, the solicitation’s Specification Sheet required the following:

e Section B.5: “Testing sample size must be 10ul or less.”
e Section B.6: “Measuring range must be Hgb: 0-25.6 g/dL.”
e Section B.7: “Measuring time must be 30 seconds or less.”

Exhibit A. In its question-and-answer session, MSDH explained that compliance with these
standards was “mandatory,” because they were “the minimum required” features to meet “the
needs of the agency.” See Exhibit B. The solicitation reiterated this point, stating that “[n]on-
responsive bids will not be considered. A non-responsive bid is . . . a bid that does not comply
with the minimum provisions of the specification.” Exhibit. C, § 19.

Measured against that standard, it is clear that none of EKF’s or Immunostic’s products
can comply. Indeed, only HCAM’s Hb 301 product meets these standards.

Immunostic’s hemochroma PLUS System Does Not Comply with the Solicitation

In the 510K Substantial Equivalence Determination Decision Summary for the
hemochroma PLUS System (#K 182298 Attached) (Exhibit D), the hemochroma PLUS System
has a stated measuring range of 5.0-25.6 g/dL and a stated sample volume of 15 microliters.
Immunostic’s hemochroma PLUS System, therefore, cannot meet the requirements established in
#B.5 nor #B.6.

nm

Differences
Item " Device Predicate
hemochroma PLUS System HemoCue Hb 301 System
: K 182298 K061047
Test Principle Dual wavelengths for Hgb Dual wavelengths for Hgb
measurement and reference measurement and turbadity
absorption. compensation.
Wavelength Dual wavelengths 530 and 850 | Duyal waveléngths 506 and

880 nm

Measuring Range

5.0-25.6 g/dL

0-25.6 g/dL

(HCT)

Saniple Type: Capillary and venous whole Capillary, venous, and
blood arterial whole blood

Sample Volume 15uL 10uL

Test time 3 seconds 10 seconds

Parameter(s) Estimation of hematocrit No estimation of HCT

HemoCuc America — a division of
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EKFE’s DiaSpect Tm System Does Not Comply with the Solicitation

In 2018, EKF was awarded 510K approval for their DiaSpect Tm System
(#K 172173 Attached) (Exhibit E) and CBER clearance of this product was established in 2020
(#BK200520 Attached) (Exhibit F). This device utilizes a reagentless cuvette and has a stated
measuring range of 1.2 —25.5 g/dL. Therefore, it does not meet the Mandatory Specification

established in #B.6.

s i

Predicate Device
HemoPoint H2 Measurement

Candidate Device

Performance System DiaSpect Tm system
(K081719) (<1722158)
Method of detection | Azide methemoglobin Optical absorbance
(Test methodology)
Sample type Capillary, arterial or venous Capillary or venous
Sample volume 8 uL <10uL
Cuvette reagent Azide methemoglobin reagent None
components
Cuvette storage 15 -30°C 0 - 50°C
Cuvette 2 canisters of 50 or 4 canisters of | 5 packs of 100
components 50
Control Kit Two concentration levels of Three concentration levels of
components controls (3 vials of each) controls (1 vial of each)
Quality Control Requires two buffer based Requires three buffer based
controls to validate the controls to validate the
calibration calibration
Measurement 0.0 —25.6 g/dL 1.2-255g/dL
Range
Measuring Time 30-60 seconds 1 second

EK¥’s HemoPoint H2/HemoControl System Does Not Comply with the Solicitation

In the FDA 510K approval letter for the HemoPoint H2 product (#K032482 attached)
(Exhibit G), EKF used the HemoCue B-Hemoglobin testing system (an old discontinued system)
as a predicate device and its measuring time is the same as that discontinued HCAM system
“approximately 30-60 seconds” (highlighted below). It is also noted that “measuring time
depends on the concentration.” The system is based on an Azide methemoglobin method.
Reagent in the microcuvette interacts with the sample and absorption is measured. This
absorption is proportional to the tHb (total hemoglobin) concentration. Therefore, the measuring

HemoCue America — a division of
Radiometer America Inc.
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time is always to be expressed as a range and can never meet the mandatory specification as
written in #B.7 — “Measuring time must be 30 seconds or less.”

Comparison lo Predicate Device:

Specificatlon HemoPolnt® H2 HemoCue Comments
Anstrument : No.1 No:2 Noid fe¥ Ve, 2
Measurement range 0-256 g/idL 0-25.6 g/dL equivatent
Specified range 0-256g/dL 0-~23.59/dL equivalent
Specified accuracy £0.3 g/dL al =14 g/dL +0.3g/dL at ~14 g/dL. equivalent
verious, arterial or venous, arterial or
Sample material capillary human bigod capillary human blood oquivalon
A time
q Imately =
Measuring time Aoprfx fgnr 4 depends on Lhe
2580.5ec e concenlralion
Measuring units mollL, g/dL, gll. mol., g/dL. gL equivalant
Callbration ageinst NCCLS reference | against ICSH reference wr:'ﬁctrss:n of
method method ¥
the mothod
Menw Azldemethemoglobi Azid hemoglobi
mothod (Vanzelli) method:(Vanzett) Satvelent
Conclusion 7 Sut ial Equl

The HemoPoint® H2 Hamngrobln Photomeler and HemoPoint® H2 Cuvettes and Ihe predicale
devices, HemoCue B-Hemoglobin System with microcuvetie are substantially equivalent basad

on design and function,
0CT 2 4 2003 K0O324¢2
510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

(As required by 21 CFR 807.92)

Trade Narne: HemoPoint® H2 Hemoglobin Measurement System

CommoniGlassification Name:  Automated Hemoglobin System

Class: Il
CFR: 21 CFR 864.5620
Product Code: GKR

Device Classification:

Manufacturer: Stanbio Laboratory
1261 North Main Street

Boeme, Texas 78006

Device Description / Procedure Principle:
The HemoPoint® H2 Hemoglobin Measurement System is comprised of a HermoPoint®
H2 Hemoglobin Photometer and HemoPoini® H2 Cuvettes.,

The recognized reference method for tHb determination (tHb = total hemoglobin) is ‘the
cyanmethemoglobin method, which is aiso kiiown as the cyanherfiaglobin method. The blood
sample is diluted 1:251 with a reagent buffering solution. Heré the erythrocyles are hemolysed
and the bivalent iron i oxy- and désoxyhemeglobin are oxidised by the reagent potassium
hexacyanoferrate (1) to trivalent iron and so converted to metheioglobip. Together with
cyanide ions, which are also-contained in the reagents, the methemoglobin forms a stable,
colored complex, namely cyanmethemoglobin. This has a wide absorption maximum: at 540 nm.
This absorption is proportional to the tHb concentration.

In 1966, Vanzetli suggested to replace KCN by NaN, and thus was able to-reduce the toxicity of
the reagent mixture considerably.

Vanzetli's method is also known as the azide methemogobin method. A modified azide
methemoglobin method is used in the HemoPoint® H2 system,

HemoCue America — a division of
Radiometer America Inc.
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Additionally, when the EKF cuvettes were updated in 2008 and a new 510K approval
was received (#K081719 attached) (Exhibit H), this measuring time was reaffirmed and
reapproved as “Approximately 30-60 sec”. While the predicate device is now noted as the
previous version of the H2 cuvette, the measuring time and Azide methemoglobin methodology

do not change.

Comparison to Predicate Device:

e HemoPoint® H2 (current HemoPoint® H2
Specificatipn cuvette} (modified cuvette) Commenits
Measurement range 0-2589/dL 0-256g/dL eqguivalent
Specified range 0-256g/dL 0-256g/dL equivalent
Specified accuracy + Q.3 g/dL at =14 g/dL £0.3 g/dL at= 14 g/dL equivalent
, venous, arterial or venous, arterial or .
Sanpimatena| capillary human blood capifiary human blood equivalent
- = Approximately Approximately ]
Measuring time 30 = 60 sec 30 - 60 sec equivalent
Measuring units mol/L, g/dL., a/L mol/L, g/dL, g/l equivalent
Calibration against NCCLS reference | against NCCLS reference
method method equivalent
Method Azidemethemoglobin Azidemethemoglobin equivalent
method (Vanzetti) method (Vanzetti) q

Finally, in 2003 and updated in 2020, EKF submitted and was granted FDA approval —
(#K031898) (Exhibit I Attached) and (#K200909 Attached) (Exhibit J) — for their HemoControl
device. While these approvals were data based, the measuring time is not changed and the
methodology remains reagent based on Azide methemoglobin.
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Around the time of the release of the RFQF, EKF Diagnostics started making changes to
the “measuring time definition” publicly attainable on their https://www.ekfusa.com/ website.
The screenshot below was taken on 2/1/21, after the publication of the RFQF but before the State
reached a final decision on which analyzers to include in the Reverse Auction.

Nihia SRS LA L <

The HemoFoint® M2 Hemaplobiy Meter provides a predise hzinoglobin and hematocrit

measurement. i it S spgmREk: - One test Ortt;ulls
™ A THZ Analvaer gravides 1 i tard o Iemloc 159
R H) Aetar 1y CLIAWAN L3 0 perarm Satd quithl and ks

fasy measurements in 3 steps

Specit(cations

Melbodalogy - Aride mallxmogiabi)
Principle - Photometric.
Sampls Typa -~ Capdiery, sreerlal os venous diosd

Sample Stru - 6 vl

Umary - 0-20 381 203 sl

L Coile<t bload ampte. 2 Put mlanasuilrinto snalyo. Doy i 11 Sl

Total Precisbm CV - «1.5%

EKF’s website makes clear that it can take up to 60 seconds to take a measurement, even
though it may be able to perform in “just 30 seconds” or “from 25 seconds.” At best, EKF offers
a range of time from “25-60” seconds, which does not meet the solicitation’s mandatory
standard.

Thus, HCAM’s Hb 301 Analyzer is the only analyzer that could meet the agency’s
requirements. MSDH should have disqualified the other analyzers and made award to HCAM.

IL. MSDH Engaged in Unequal Treatment by Disqualifying HCAM’s Hb 201 Analyzer

On April 8, 2021, MSDH disqualified HCAM’s Hb 201 analyzer from the competition,
because it cannot measure hemoglobin in 30 seconds or less. Despite that, and for the reasons
discussed in Section I, it is clear that the agency selected a hemoglobin analyzer that also cannot
comply with the solicitation’s minimum requirements. Thus, the agency engaged in unequal and
irrational treatment — MSDH relaxed the solicitation standards for the awardee’s product, but
then applied a strict standard to disqualify HCAM’s Hb 201 analyzer. But for that error, there is
a substantial chance that the agency would have selected the Hb 201 analyzer, because of its
combined competitive price and technical merits. That is a classic example of unequal treatment,
and this protest should be sustained.

HemoCue America — a division of
Radiometer America Inc.
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Conclusion

For the above reasons, MSDH’s award decision was contrary to the solicitation’s
standards and prejudiced HCAM. As the only eligible offeror, there is a substantial chance that
HCAM would have been selected for award, but-for the agency’s evaluation error. To remedy
this error, the agency should direct an award to HCAM, as the only offeror whose product meets
solicitation requirements. Thank you for your time and consideration.

Respectfully,
CMark OBelbraod

Mark Bellwood

Director of Sales, Specialty Markets
HemoCue America

(214) 412-8900
mark@hemocue.com
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Mississippi Public Procurement Review Board

Mississippi Department of Finance and Administration

E.T. Woolfolk State Office Building

501 North West Street, Room 1302

Jackson, MS 39216

Attention: Torri Martin, Special Assistant Attorney General

Re: Response to HemoCue America’s (“HemoCue”) Appeal of the Mississippi State
Department of Health’s Denial of HemoCue’s Protest (MSDH RFx #3140002081)

Dear Members of the Public Procurement Review Board:

Please accept this letter as EKF Diagnostics, Inc,’s (“EKF”) response to HemoCue’s July
1, 2021 appeal letter to this Public Procurement Review Board (the “Board”) regarding the
Mississippi State Department of Health’s (the “Department™) Request for Quotes-Formal
(RFQF) Reverse Auction RFx #3140002081 for Hemoglobin Analyzers and Microcuvettes, For
the reasons stated herein, the Board should affirm the Department’s denial of HemoCue’s bid
protest and uphold the contract award to EKF,

1. INTRODUCTION

This appeal stems from the Department’s decision to award EKF—the lowest and best
bidder at public reverse auction—a contract for the supply of hemoglobin analyzers to be
provided for its Women’s Infant and Children (*WIC”) Central Office in Ridgeland.

HemoCue, an EKF competitor, has now protested the award. It asks this Board to, in
effect: (1) assume the role of the Department, (2) interpret the Department’s performance
specifications (and the Department’s need in relation to the performance specifications), and (3)
overturn an award so that the same bid process can start over again, all (4) so the Department can
determine a product responsive when HemoCue already represented to the Department that the

product was not responsive.
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This is a tall order. Any petitioner seeking to overturn an award through this Board must
establish that “the solicitation or award was not in accordance with the Constitution, statutes,
regulations, and the terms and conditions of the solicitation.” See Mississippi Procurement
Manual (the “Procurement Manual™), § 6.204(3). HemoCue’s protest does not begin to show that
the award was improper. In reality, EKF’s Hemo Control Analyzer measures samples within 30
seconds and meets the Solicitation’s performance specifications. The Department, the creator of
its own specification, already reviewed the matter closely (at the behest of HemoCue) and
confirmed that EKF’s Hemo Control Analyzer meets all specifications at issue.

Nor does HemoCue establish that the Department treated it disparately during the bid
process. HemoCue represented to the Department, unequivocally, that one of its analyzers did
not meet a mandatory specification in the bid request. The Department, as any procuring entity
would, relied on HemoCue’s own statement in disqualifying the product. Not only was this
disqualification not unfair, the alternative would be for the Department to consider a product
admitted as non-responsive.

Both of Hemocue’s arguments fail. The protest should be denied and the award to EKF
upheld.

II. FACTUAL BACKGROUND

A. The Solicitation

1. On October 1, 2020, the Department issued a solicitation seeking public bids for
the purchase of Hemoglobin Analyzers and Microcuvettes, more particularly identified as
Request for Quotes — Formal (RFQF) Reverse Auction RFx # 3140002081 (the “Solicitation”).
In conformity with § 3.106.03.4(1)-(5) of the Procurement Manual, the Solicitation included
General Conditions, Special Conditions, Specifications, a Bid Form, and an Anticipated Initial
Shipping List. Id. A true and correct copy of the Solicitation is attached hereto as Exh. 1.

2, The Solicitation provided the “bid will be awarded to the lowest and best
responder/participant of this RFQF Reverse Auction as determined by the agency,” and that the
Department “shall have the right to rely upon the documents and assurances submitted by the
successful bidder.” /d. at pp. 1 and 4.

3 The Department structured the Solicitation as a live reverse auction, which is
mandated by Miss. Code Ann, § 13-7-31 as “the primary method for receiving bids” for public
purchases over $50,000. Reverse auctions involve a two-step process: (1) an initial
prequalification period, during which prospective bidders submit information about their product
for the purchasing entity to evaluate and determine whether the product is responsive to the
solicitation; and (2) a live auction, where pre-qualified bidders submit successive competing bids
in an attempt to be the lowest bidder and secure the contract. See Procurement Manual,
§1.106.22.
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B. Initial Response and Pre-Qualification

4. The Solicitation permitted prospective bidders seeking pre-qualification to submit
sealed initial responses/quotes until 3:00 PM, CST, February 12, 2021. See Exh. 1, Solicitation,
p. 3. The Special Conditions required bidders to identify a product and provide “specifications
and/or sample” so the Department could evaluate whether the product was responsive to the
Specifications, See Exh. 1, Special Conditions, p. 1.

5. The General Conditions provided “[i]t shall be incumbent upon all bidders to
understand the provisions of the specifications and to obtain clarification prior to the time and
date set for the live auction or bid opening.” See Exh. 1, General Conditions, § 20. Relevantly,
no bidders submitted any RFI regarding the Departments’ intended meaning of Specification B.7
(“Measuring time must be 30 seconds or less”).

6. Prior to accepting initial responses, the Department answered three requests for
information (“RFI™), which appear to have been submitted by HemoCue:

QUESTIONS ANSWERS
1. Are the specifications listed In the MBDhORFX | Yes
#3140002081(In seclion AA 1; section B.B. 1 ~
B10 and saclion C.C1 = C3) mandatory
speclfications?

2, What s the process for protesting after the award Thls Is reverse auctlon request.

for MSDH -RFX 31400020817 The vendors submit quotes
and the program reviews if

they meet the requirements.
We then do open auctlon on
or around Wednesday, March
10, 2021, The vendoar with the
lowest bid will win the auctlon.
3. Can a responding supplier to MSDH RFX 3140002081 | This is up to the vendor.
submlt two unique bld responses? If so, please
explaln the process to do so.

See Exh. 2, Solicitation Questions and Answers.

7. The Department received three submissions in response to the Solicitation, one
(1) from EKF and two (2) from HemoCue. See the Department’s decision denying HemoCue’s
protest (“Decision™), a true and correct copy of which is attached hereto as Exh, 3.

C. EKF’s Pre-Qualifying Bid.

8. EKF submitted the Hemo Control Analyzer Model #3040-0010-0218 (“EKF
Hemo Control Analyzer”), which included a product insert, specification sheet, and warranty
information. A true and correct copy of the bid package is attached hereto as Exh. 4.
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9. EKF’s literature for the EKF Hemo Control Analyzer provided that the tester
measures results “in as quick as 25 seconds (and up to 60 seconds depending on the
concentration).” Id., product sheet, p. 9.

Practical and « Hemoglobln and hematocrit results from one sample available In as quick as 25 seconds (and
portable up to 60 seconds depending on the concentratlon) ———— —————
v SRS b R e S e A

10.  On March 30, 2021, the Department emailed EKF requesting written assurance as
to whether the EKF Hemo Control Analyzer complied with each Specification, True and correct
copies of the Department’s emails are attached hereto as Exh. 5,

11, EKF responded by confirming that the Hemo Control Analyzer complied with all
Specifications. With regard to the Specification related to measuring time, Specification B.7,
which HemoCue claims as the basis for overturning the award, EKF responded as follows:

B.7 Measuring time must be 30 seconds or less. The Hemo Controf Analyzer
measures hemoglobin and provides a calculated hematocrit. The measuring
time for one sample can be as quick as 25 seconds, If performed correctly, or up
to 60 seconds if performed incorrectly or if the hemoglobin concentration is
high.

See Exh, 6, EKF’s Confirmation.

12, The Department accepted EKF’s response in prequalifying its bid, Because the
EKF Hemo Control Analyzer was the lowest bid of the pre-qualifiers, the Department awarded it
the contract.

D. HemoCue’s Denied Pre-Qualification.

13. HemoCue svbmitted the Hb 201+ analyzer for prequalification, but the
Department determined that it did not comply with the Solicitation’s Specifications. This denial
is the source of HemoCue’s argument that it was treated unfairly.

14,  The product brochure for the Hb 201+ states that results “are displayed in g/dL
within 15 — 60 seconds depending on the hemoglobin concentration.” Similarly, the product
insert states that “measuring time is 15 — 60 seconds for Hb values below 20 g/dL.” See the
H201+ Product Brochure, p. 4, and Product Insert, p. 2, collectively attached hereto as Exh. 7.
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15. On March 30, 2021, the Department emailed HemoCue requesting written
assurance as to whether the Hb 201+ complied with each Specification, See Exh, 5.

16.  HemoCue’s HB 201+ would likely have qualified had it not been for Hemocue’s
Response to the Department’s email. See Exh. 8. HemoCue answered “yes” for all Specifications
except for Specification B.7, to which HemoCue answeted “no.” Id. HemoCue did not request
any clarification as to the meaning of Specification B.7. Instead, HemoCue answered “no”
despite the fact that, according to the Department’s response to the RFI, compliance with that
specification was mandatory.! See Exh, 2, Solicitation Questions and Answers.

17. Based on the product information/specifications provided by EKF and HemoCue,
as well as their written responses to each Specification, the Department determined that both
EKF’s Hemo Control Analyzer and HemoCue’s Hb 301 complied with the Specifications and
were qualified to participate in the reverse auction. See Exh. 3, Decision, p. 3.

18,  Not surprisingly, the Hb 201+, which HemoCue unequivocally stated did not
meet a mandatory specification, was not approved for the reverse auction.

E. HemoCue’s Protest and Appeal

19. On April 27, 2021, HemoCue filed a protest to the Department, making many of
the same arguments that it raises before this Board.

20.  On June 24, 2021, the Department denied the protest, confirming after review that
the EKF Hemo Control Analyzer was responsive. See Exh. 3, Decision.

21.  On July 1, 2021, HemoCue filed the subject appeal contesting the denial of its
prior protest to the Board.

111, STANDARD OF REVIEW

The sole question on appeal before the Board is whether the “award was in accordance
with the Constitution, statutes, regulations, and the terms and conditions of the solicitation.”” See
Procurement Manual, § 6.204(3). In its appeal, HemoCue does not argue that the award to EKF
violated any statute, regulation, or provision of the Constitution. Instead, HemoCue’s sole

! EKF can conceive of only two reasonable explanations for HemoCue’s submission of the Hb 201+ and
subsequent “admission” that it did not meet the requirements of Specification B.7. Either (1) HemoCue submitted
the Hb 201+ with the belief that its 15 — 60 second measuring time satisfied Specification B.7, but later had a change
of heart; or (2) HemoCue submitted the Hb 201+ with the belief that it did not comply with the Specifications and
then informed the Department that it did not comply. In either instance, it is reasonable to assume HemoCue’s
actions were calculated to render its model Hb 301 as the only responsive analyzer.

2 Thuys, for purposes of an appeal to the Board, the standards relied upon by HemoCue of “substantial
evidence” and “arbitrary or capricious” are irrelevant and should not be considered,
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argument is that EKF’s Hemo Control Analyzer does not meet the Solicitation’s performance
specifications,

The Department could reject a low bid if “the supply... offered in the bid is unacceptable
by reason of its failure to meet the requirements of the specifications... set forth in the Invitation
for Bids,” See Procurement Manual, § 3.112.05.03(1)(c). Although HemoCue does not cite that
particular section of the Procurement Manual, HemoCue essentially argues that the Department
should have rejected EKF’s bid pursuant to § 3.112.05.03(1)(c) because, according to
HemoCue’s appatent interpretation of the Specifications, the Hemo Control Analyzer does not
comply with Specification B,7. Such a narrow interpretation of Specification B.7 is unreasonable
and contrary to the spirit of Mississippi’s public procurement laws and regulations.

While the appeal proceedings are to be conducted de novo, the Board must view the
record through the lens of the Procurement Manual and its guidance to the awarding agency. In
so doing, the Board should consider that the Manual encourages open competition and
discourages overly restrictive interpretations of bid specifications:

. One of the stated purposes of the regulations set forth the in Procurement Manual
is to “foster effective broad-based competition with the free enterprise system.”
See Procurement Manual, § 1,101.01(2)(f).

. “It will not be the intent of the Office of Purchasing, Travel and Fleet
Management to either write or approve any specifications that are restrictive and
preclude competitive bidding.” Id. at § 4.106.

. “All specifications shall seek to promote overall economy for the purposes
intended and encourage competition in satisfying the State’s needs, and shall not
be unduly restrictive.” Id. at § 4.107.

" “All specifications shall be written in such a manner as to describe the
requirements to be met, without having the effect of exclusively requiring a
proprietary commodity or equipment item, or procurement from a sole source,
unless no other manner of description will suffice.” Zd. at § 4.107.01.

In light of those rules, the Board should uphold the Department’s decision, and find that
the award of the purchase contract to EKF was proper and in conformance with Mississippi law
as well as the terms of the Solicitation itself.

IV. ARGUMENT

A, The Department’s decision to award the contract to EKF was in accordance with
the terms of the Selicitation.

The primary question on appeal is whether, given the information and assurances
provided by EKF, the Department complied with the conditions of the Solicitation by approving
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EKF’s Hemo Control Analyzer for participation in the auction. To answer that question, the
Board need only compare the language of Specification B.7 to the information and assurances
that EKF gave the Department. All other considerations are extraneous.

EKF does not dispute that Specification B.7 is a mandatory specification, as was
confirmed by the Department in its responses to RFIL. See Exh. 2, Solicitation Questions and
Answers. The simple fact is, the EKF Hemo Control Analyzer complies with the minimum
requirements of Specification B.7. This was the finding of the Department both when it approved
the EKF Hemo Control Analyzer for participation in the auction and when it denied HemoCue’s
bid protest. It should likewise be the finding of the Board on this appeal.

Information Considered by the Department

In determining whether EKF’s Hemo Control Analyzer complied with Specification B.7,
and for that matter all Specifications, the Department reviewed: (1) the Hemo Control
specifications and produet literature showing a testing time “between 25-60 seconds” (See Exh.
4, p. 9) and (2) EKF’s written assurance that “measuring time for one sample can be as quick as
25 seconds, if performed correctly, or up to 60 seconds if performed incorrectly or if the
hemoglobin concentration is high.” See Exh. 6, EKF’s Confirmation. According to the
Procurement Manual and Solicitation, this information was precisely the sort of information the
Department was required to rely upon.

As to the product literature and specifications, the Procurement Manual provides that
purchasing entities conducting pre-qualification for reverse auctions should require the “initial
response to the Invitation for Bids [to] include a proposed product, including specifications
and/or samples, for the purchasing entity to evaluate and determine responsiveness 1o
requirements.” See Procurement Manual, § 3.106.22.2(2) (emphasis added); see also, Special
Conditions, p. 1 (requiring potential “bidders to “include a proposed product, including
specifications and/or samples, for the MSDH to evaluate and determine responsiveness to
requirements/specifications.”)

As to EKF’s assurance of compliance, the Solicitation provided that the Department had
“the right to rely upon the documents and assurances submitted by the successful bidder.” See
Exh. 1, Solicitation, p. 1. Accordingly, the Department was presented with and relied upon
sufficient information to determine that the EKF Hemo Control Analyzer complied with
Specification B.7.

The Department’s Decision

Taking that information into consideration, the Department determined that the EKF
Hemo Control Analyzer was responsive to all Specifications and was approved to be included in
the auction. With regard to Specification B.7, the Department determined that the analyzer
“could meet the specifications of B.7 if the test were performed correctly,..” See Exh. 3,
Decision, p. 2. That determination was reasonable given the terms of the Specifications and the
provisions of the Procurement Manual.
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The Specification provides only that “Measuring time must be 30 seconds or less.” See
Exh. 1, Specifications, B.7, In essence, HemoCue disagrees with the Department’s interpretation
of its own Specification. HemoCue would rather B.7 have required that the analyzer “must
measure samples in 30 seconds or less in all instances.” In fact, HemoCue represented to the
Board that Specification B.7 “requires the hemoglobin analyzer to measure gl samples in ‘30
seconds or less.”” See HemoCue’s appeal, p. 3 (emphasis added). Unfortunately for HemoCue,
the Specification contains no such restrictive language.

The better interpretation of Specification B.7, and the one employed by the Department,
is that analyzers “must be capable of measuring samples in 30 seconds or less.” The Department,
as the drafter of Specification B.7, is in the best position to interpret it. See, e.g., Pefers v.
Shreveport, 818 F.2d 1148, n. 4 (5th. Cir. 1987) (holding that the Secretary of Labor, “having
participated with the relevant subcommittees in the drafting of the [Equal Pay] Act, was in a
position to accurately interpret the Act in accordance with Congress’s intentions.”).

The Department clearly meant B.7 to include analyzers that have the capability of
measuring samples within 30 seconds, as it determined that the Hemo Control Analyzer
complied with B.7 because it “could meet the specifications of B.7 if the test were performed
correctly...” See Exh. 3, Decision, p. 2 (emphasis added). HemoCue had the opportunity and
obligation® to obtain clarification regarding the meaning of B.7, but instead chose to remain
willfully ignorant.

First, the very fact that HemoCue submitted the Hb 201+ for prequalification suggests
that even HemoCue believed the Department's interpretation was correct. In fact, during the pre-
qualification process, both bidders seemed to have the same understanding of the Specification’s
meaning. EKF bid the Hemo Control Analyzer and HemoCue bid the Hb 201+. Both these
machines tests in under 30 seconds under normal conditions, but can take longer if hemoglobin
concentration is abnormally high. HemoCue cannot atgue that the interpretation of the
Department is unreasonable when HemoCue submitted a bid believing the Hb 201+ to be
responsive.

Second, the Department’s interpretation is consistent with the policies in the Procurement
Manual that encourage open competition and discourage sole source contracts, See Procurement
Manual, §§ 1.101.01(2)(f); 4.106; 4,107; and 4.107.01. HemoCue admits that, if its interpretation
of Specification B.7 were correct, the Hb 301 would be the sole source in the industry for this
solicitation. This was clearly not the intent of the Department, who would not have gone through
the bid process for a sole source award.

3 See Exh. 1, General Conditions, § 20 (“{i]t shall be incumbent upon all bidders to understand the
provisions of the specifications and to obtain clarification prior to the time and date set for the live auction or bid
opening.”).
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Tellingly, the Department has done nothing to render this bid closer to a sole source
scenario. The only reason sole source is being discussed is because HemoCue made the decision
to pull the Hb 201+ from consideration in deference to its more expensive product. Because the
Procurement Manual favors an interpretation of public bidding over sole source, and the only
interpretation offered by HemoCue would lead to a sole source scenario, its position should be
denied.

B. The Department did not treat HemoCue unegually.

HemoCue’s argument that the Department treated it “unequally” as compared to EKF is
completely without merit. HemoCue complains that the Department should have denied the EKF
Hemo Control Analyzer because it has a similar measuring time as the Hb 201+. While the
analyzers appear to have similar measuring times, HemoCue ignores the fact that the denial of
Hb 201+ was caused solely by HemoCue'’s own representation of product non-conformity, not
some disparate treatment by the Department.

The parties were treated identically throughout the bid process. The Department gave
both HemoCue and EKF an opportunity to provide written assurance that their respective
products complied with the Specifications. In response, EKF provided an explanation of how the
Hemo Control’s measuring time complied with Specification B.7. On the other hand, HemoCue
flatly stated that its Hb 201+ did nef comply with the Specification, without any explanation or
qualification, Moreover, when informed that the Hb 201+ had not been approved, HemoCue did
not attempt to explain its answer, or seek clarification of the Specification’s meaning, or appeal
the Boarc‘}’s decision, or take any action whatsoever to indicate that it disagreed with the Board’s
decision.

What other option did the Department have but to deny the Hb 201+, when its
manufacturer unequivocally told the Department the analyzer does not comply with a mandatory
Specification? The Department did not treat HemoCue unequally. It acted in the only reasonable
manner it could, given the assurances of HemoCue, which it had the right to rely on pursuant to
the terms of the Solicitation. See Exh. 1, Solicitation, p. 1. There is nothing in the record on this
point that would support a protest to overturn a bid award.

4 This lack of action on the part of HemoCue stokes EKF’s suspicions as to HemoCue's objectives in self-
sabotaging the Hb 201+ submission, For instance, if HemoCue believed that its “admission” of noncompliance
would force the Board to deny all devices with a similar measuring time, it could in effect convert the Solicitation
into a sole source contract with the Hb 301, its more expensive hemoglobin analyzer, being the only responsive
device. Of course, an interpretation of a specification that restricts rather than promotes a competitive bid scenario is
precisely what the Procurement Manual seeks to avoid. Id at § 4.107.01.
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V. CONCLUSION

For the foregoing reasons, EKF respectfully requests that the Board deny HemoCue’s
appeal and uphold the contract award to EKF.

Respectfully submitted,

ohn M. Lassiter
Attorney for EKF Diagnostics, Inc.

JML/srb
Enclosures

cc: EKF Diagnostics, Inc.
Mississippi Department of Health
Teselyn Funches
LaTeshya Martin
Jennifer Dotson
Pat Breheny
Evan Sherwood
Hunter Bennett
Mark Garriga
Ross Campbell
AubreyLeigh Goodwin
Liz Bolin
Mark Bellwood
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MississiPPl STATE DePARTMENT OF HEALTH

REQUEST FOR QUOTES-FORMAL (RFQF)
REVERSE AUCTION
RFx # 3140002081

The Mississippi State Department of Health (MSDH) will purchase Hemoglobin Analyzers and
Microcuvettes for use in clinics/locations Statewide and inyites your participation inn accordance
with the terms and conditions of this RFQF Reverse Auction. Once award of the bid has been
made, the terms and conditions as set forth in this RFQF Reverse Auction shall become a
contract binding on the successful bidder. Any documents submitted to satisfy a requirerment of
this request and any assurances made by the successful bidder in satisfaction of this request shall
become a part of the agreement between the Mississippi State Department of Health and the
successful bidder. The Mississippi State Department of Health:shall bave the right to rely upon
the documents and assurances submitted by the successful bidder.

This RFQF Reverse Auction is for an cstimated initial quantity/purchase of (230 Each)
Hemoglobin Analyzers and related supplies (Microcuvettes),  Estimated quantity of
Microcuveltes, for a five year period, is 4500 Boxes of 200. Orders for Microcuvettes will be
placed approx. (3) times per year for approx. 300 Boxes.

Pricing for Microcuvettes shall be guaranteed for a five-year period.

Pricing is also requested, and shall be guaranteed for a five-year period, for any New/Additional
Analyzers purchased after the initial order.

This RFQF Reverse Auction/Award will be for a five-year period.

Pricing to include all shipping charges.

MSDH Hemoglobin Page 1
EXHIBIT 1



E-Verify Compliance - Contractor/Seller represent and warrants that it will ensure its
compliance with the Mississippt Employment Protection Act (Senate Bill 2988 from the 2008
Regular Legislative Session) and will register and participate in the status verification system for
all newly hired employees. The term “employee” as used herein means any person that is hired
to perform work within the State of Mississippi. As used herein “status verification system™
means the lllegal Immigration Reform and Immigration Responsibility Act of 1996 that is
operated by the United States Department of Homeland Security, also known as the E-Verify
Program, or any other successor electronic verification system replacing the E-Verify Program.
Contractor/Seller agrees to maintain records of such compliance and , upon request of the State,
to provide a copy of each such verification to the State. Contractor/Seller further represents and
warrants that any person assigned to perform services hercunder meets the employment
eligibility requirements of all immigration laws of the State of Mississippi. Contractor/Seller
understands and agrees that any breach of these warranties may subject Contract/Seller to the
following: (a) termination of this Agreement and Ineligibility for any state or public contract in
Mississippi for up to three (3) years, with notice of such (b) the loss of any license, permit,
certification or other document granted to Contractor/Seller by an agency, department or
governmental entity for the right to do business in Mississippi for up to one (1) year, or ( ¢) both.
In the event of such termination/cancellation, Contractor/Seller would also be liable for any
additional costs incurred by the State due to contract cancellation or loss of license or permit.

E-Payments — Payments by the Mississippi State Department of Health shall be made and
remittance information provided electronically as directed by the State of Mississippi. These.
payments shall be deposited into the bank account of the Contractor's choice. The state may, at
its solc discretion, requirc: the Contractor to submit inveices and supporting documentation
electronically at any time during the terms of this agreement. Contractor understands and agrees
that the State is exempt from the payment of taxes. All payments shall be in United States
currency.

Applicable Law — This purchase(s) shall be governed by and construed in accordance with the
laws of the State of Mississippi, excluding its conflicts of Jaw provisions, and any litigation with
respect thereto shall be brought in the courts of the State of Mississippi. The vendor shall
comply with applicable federal, state and local laws and regulations.

Payment Terms — MS Code Section 31-7-305(3) allows a state entity to pay invoices within 45
days without penalty.

Bid terms are welcome, however, they will not be used as criteria for awarding the bid.

Items will be purchased from the RFQF Reverse Auction by the Mississippi State Department of
Health in accordance with the terms and conditions set out in this request and the attachments
hereto.

State and Federal law requires that the Mississippi State Department of Health not be liable
should fedetal or state funds not be available to make the purchases. Should federal or state
funds be reduced or eliminated, the State of Mississippi, the Mississippi State Department of
Health, its agents, servants and employees would have no obligation to purchase any quantity of

m
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goods or services covered by this request for bid. The bidder agrees to hold the above
enumerated entities and individuals harmless in that event.

The bidder/prospective vendor must further give assurances in writing that it can provide and
deliver the items as ordered on a schedule agreeable to the Mississippi State Department of
Health. The contractor shall not assign, sell or subcontract in whole or in part, its rights or
obligations under this agreement without prior written consent of the MSDH. Any attempt
assignment or sale of the contract without said consent shall be void and of no-effect.

The MSDH reserves the right to refuse any items not meeting the specifications of this bid.

Prospective bidders are to contact Cynthia Brasher, Purchasing Director in writing if there
are any questions regirding this RFQF Reverse Auction, cither by email
cynthia.brasher@msdh.ms.gov or by writing to P. O. Box 1700, Jackson, MS 39215-1700.
Questions are to be received no later than the close of business on February 12, 2021.
MSDH answers/responses will be posted on the State of MS Transparency website and on
the MSDH website within 1-2 days.

Sealed quotes/responses will be accepted/received until 3:00 PM, CST, Friday, February 12,
2021, either hand delivered or by mail to Mississippi State Department of Health,
Purchasing Department, Room 137A, The Underwood Building, 570 E. Woodrow Wilson,
Jackson, Mississippi 39216 or Post Office Box 1700, Jacksen, MS 39215-1700. The
quotes/responses must be received before and be dated and time stamped by the submission
deadline, All bids must be properly stamped. No quotes/responses will be accepted after the
established submission deadline.

Currently, due to the continuing Covid-19 pandemic, the Mississippi State Department of
Health remains closed te the public.

Prior to the quote/response due date and time, quotes/responses may be Hand Delivered to
the agency between the hours of 8:00 a.m. and 5:00 p.m., CST. Entry may be obtained at
the Visitor’s entrance to the Mississippi State Department of Health, Osborne Building, 570
E Woodrow Wilson, Jackson, MS 39216. A reeeptionist will be on duty to receive the bid
responses and forward to the addressee on the envelope/package.

No facsimile (FAX) guotes/responses will be accepted.

Quote/response BID FORM must be signed by a person with authority to bind the bidder, and
must accompany your submission. Failure to comply with this provision, any other provision of
this RFQF Reverse Auction, or any provision of state or federal law or regulation régarding the
submission of bids may cause the bid to be rejected.

In addition, it is requested that bidders also submit a quote/response on-line in the State of
Mississippi electronic procurement system, MAGIC, however, it 1s not mandatory. In order to
submit quotes/responses bidders must be registered as a vendor in MAGIC system and have an
LD, number and password assigned at the time of registration. Technical assistance may be
found at htp://www.dfa.ms.gov/dfa-offices/mmrs/mississippi-suppliers-vendors/. If a bidder
submits both a paper quote/response and an on-linc quote/response, the paper quote/response
will take precedence if there is a discrepancy between the two.

The Mississippi State Department of Health reserves the right to waive minor informalities,
which are matters of form rather than substance, or insignificant mistakes or to allow the bidder
to correct them if other bidders are not prejudiced.
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The bid will be awarded to the lowest and best responder/participant of this RFQF Reverse
Auction as determined by the agency. The awardee will perform the terms and conditions of the
bid and any contract awarded hereunder. No assignment of subcontracting of the award or any
contract awarded there under shall be allowed without prior written approval of the State Health
Officer.

PLEASE MARK YOUR ENVELOPES EXTERNALLY:

RFx #3140002081 Submission Deedline: 3:00 PM, CST, February 19, 2021

“
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MSDH Request for Quotes-Formal (RFQF) Reverse Auction
RFx #3140002081

GENERAL CONDITIONS- REVERSE AUCTIONS

ALL BIDS SUBMITTED SHALL BE IN COMPLIANCE WITH ALL CONDITIONS SET FORTH HEREIN. THE BID
PROCEDURES FOLLOWED BY THIS OFFICE WILL BE IN ACCORDANCE WITH THESE CONDITIONS.
THEREFORE, ALL BIDDERS ARE URGED TO READ AND UNDERSTAND THESE CCNDITIONS PRIOR TO
SUBMITTING A BID.

1.

2.

DEFINITIONS

The use of the word "agency” in any Bid Invitation solicitation or specification shall be infended {o mean
state agencies only. The words "governing authority” when used shall be intended as meaning city,
county or other locel entities.

PREPARATION OF BIDS

2.1 Responding suppliers must provide a Quote with the initial response. Quotes are utilized by the
Purchasing Agent to determine market pricing and set the auction parameters (e.g., stari price). Bids
and/or Quoies may be submitted through the State of Mississippi's e-procurement system (MAGIC),
or in person fo the Mississippi State Department of Heaith, Office of Purchasing ("MSDH" or “the
State"). Paper bids are aflowed. All prices and notations must be printed in ink or typewritten. No
erasures permitted. Errors may be crossed out and corrections printed in ink or typewritten
adjacent ard must be initialed, in ink, by the persen signing bid.

2.2 To submit bids electronically, bidders must ensure they are registered inthe MAGIC system and have
received a iogin, password, and supplier number and that all technical requirements have been met.

2.3 If a bidder is unwilling or unabie fo participate through MAGIC, an MSDH representative can enter
the Vendor's bid(s) manually (i.e. Surrogate bidding).

2.4 Bidders participating in person by surrogate bidding must so indicate in their response to the initial
Requestfor Quote-Formal (RFQF).

2.5 Failure to examing any drawings, specifications, and instructions will be at bidder's risk.
2.8 Price each item separately. Unit prices shall be shown. Bid prices must be net.

2.7 ltis understood that reference to available specifications shall be sufficient to make the terms of
such specifications binding on the bidder.

2.8 Bidders must furnish all information requested in the bid specifications. Further, when required,
each bidder must submit for bid evaluation cuts, sketches, descriptive literature and technical
specifications covering the product offered. Reference to literature submitted with a previous bid or
on file with MSDH will not satisfy this provision,

2.9 Samples of items, when requesied, must be furnished free of expense, and if not destroyed in
testing will, upon request, be returned at the bidder's expense. Reguest for the retumn of samples
must be made within ten {10} days foilowing opening bids. Each individual sample must be labeled
with bidder's name, manufacturer's brand name and number, Stale of Mississippi commodity
number, bid number and item reference.



2.10Time of performance. The number of calendar days in which delivery will be made after receipt of
order shall be indicated in the bid specifications.

3. BiID SUBMISSION

3.1 When submitting a bid eleclronically, the authorized signature may be typed or be an siectronic
signature.

3.2 Bids and modifications or corrections received after the closing time specified will not be considered.

3.3 When submitting the response fo the RFQF in MAGIC, bidder must ensure all questions have been
answered within the RFQF and all proposed items in bid have a response.

3.4 Bidders submitting paper responses should submit responses to the MSDH by the response
deadline.

4. ACCEPTANCE OF BIDS

MSDH reserves the right to reject any and all bids, towaive any informatity in bids and unless otherwise
specified by the bidders, to accept any items onthe bid. The State reserves the right to modify or cancel in
whoie or in part its Invitation for Bids.

if a bidder fails to state the time within which a submitted response will expirs, it is understood and
agreed that the MSDH shall have 80 days fo accept.

5. ERROR INBID

If a vendor is participating in a Live Auction, the vendor can notify MSDH inthe event of an erroneous bid via
the chat message feature, Eroneous bids, where the mistake is apparent to MSDH, may be deieted during
the iive auction.

€. SPECIAL DISCOUNT PERIOD

Time in connection with a special discount offered will be computed from date of delivery at destination or
from the date correct invoices are received, ifthe latter date is later than the date of delivery. Cash discounts
will not be considered inithe award process.

7. AWARD

7.1 Contracts and purchases will be made or entered intc with the lowest responsible bidder mesting
specifications, except as otherwise specified inthe bid specifications. Where more than one item is
specified in the specifications, the State reserves the right to determine the low bidder either on the
basis of the individual item(s} or on the basis of all items included in its Invitation for Bids, or as
expressly provided inthe Staie'’s |nvitation for Bids.

7.2 Unless the bidder specified otherwise inthe bid, the State may accept any item or group of items of
any kind,

7.3 A written purchase order or contract award furnished to the successful bidder within the time of
acceptance specified in the invitation for Bid resuits in a binding contract without further action by
gither party. The contract shall consist solely of these General Conditions, the Instructions and
Special Conditions, the successful bidder's bid, and the written purchase order or contract award.
The contract shall not be assignable in whole or in part without the written consent of the State.
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8. INSPECTION

Final inspection and acceptance or rejection may be made at delivery destination, but all materiais and
workmanship shall be subject to inspection and test at ali times and places, and when practicable. During
manufacture, the right is reserved to reject articles which contain defective material and workmanship.
Rejected material shall be removed by and at the expense of the contractor promptly after nofification or
rejection. Final inspection and acceptance or rejection of the materials or supplies shall be made as promptly
as practicable, but faiiure to inspect and accept or reject materiais or supplies shall not impose liability on the
State or any subdivision thereof for such materials or supplies as are not in accordance with the
specification. Inthe event necessity requires the use of materials or supplies not conforming to the
specification, payment therefore may be made at & proper reduction in price.

8. TAXES

The State is exempt from federal excise taxes and state and local sales or use {axes and bidders must quote
prices which do not include such taxes. Exemption certificates will be furished upon request. Contractors
making improvements to, additions to or repair work on real property on behaif of the State are liable for any
applicable sales or use fax on purchase oftangible personal property for use in connection with the contracts.
Contractors are likgwise liable for any applicable use tax on tangible personal property furnished io them by
the State for use in connection with their contracts.

10. GIFTS, REBATE, GRATUITIES

10,1 Acceptance of gifts from bidders is prohibited. No officer or empioyee of the MSDH, nor any
head of any state department, institution or agency, nor any empicyee of any state department,
institution or agency charged with responsibility of initiating requisitions, shall accept or receive,
directly or indirectly, from any person, firm or corporation to whom any contract for the purchase
of materials, supplies, or equipment for the State of Mississippi may be awarded, by rebate, gifts,
or atherwise, any money or anything of value whatsocever, or any promise, abligation or contract
for future rewards or compensation.

10.2 Bidding by state employees is prohibited. It is unlawful for any state official or employee to bid
on, or sell, or offer for sale, any merchandise equipment or material, or simitar commodity to the
State during the tenure of his or her office or employment, or for the period prescribed by law
thereafter, or to have any interest in the seiling of the same to the State.

11. BID INFORMATION

Bid information and documents may be examined pursuant to the Mississippi Public Records Act of 1983, MS
Code 25-61-1 et seq,
12. PRECEDENGE

Bids shall be made and the contract shall be entered into in accordance with the General Conditlons as
hereinafter amended and modified. Should a conflict exist between the General Conditions and the
instructions and Speciat Conditions, the instructions and Special Conditions shall take precedence.

13. COMPETITION

There are no federai or state laws that prohibit bidders from submitting a bid lower than a price or bid given
to the U.S. Government. Bidders may bid lower than U.S. Government contract price without any liability as
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the State is exempt from the provisions of the Robinson-Patman Act and other related laws. In addition, the
U.S. Govemnment has no provisions inany of its purchasing arrangements with bidders whereby a lower price
to the State must automatically be given to the U.S. Government.

14. WAIVER

MSDH reserves the right to waive any General Condition, Special Condition, or minor specification deviation
when considered to be in the best interest of the State.

18. CANCELLATION

Any contract or item award may be canceled with or without cause by the State with the giving of 30 days
written notice of intent o cancel. Cause for the State to cancel may include, but is not limited to, cost
exceeding current market prices for comparable purchases; request for increase in prices during the period of
the contract; or failure to perform to contract conditions. The Contractor will be required to honor all
purchase orders that were prepared and dated prior to the date of expiration or cancellation if received by
the Contractor within a period of 30 days following the date of expiration or cancellation. Cancellation by the
State does not relieve the Contractor of any liability arising out of a default or nonperformance. if a contract
Is canceled by the State due to a Contractor's request for increase in prices or failure to perform, that
Contractor will be disqualified from bidding for a period of 24 months. The Contractor may cancel a contract
for cause with the giving of 30 days written notice of intent to cancel. Cause for the Contractor to cancel may
include, but is not limited to the item({s) being discontinued and/or unavailable from the manufacturer.

18. SUBSTITUTIONS DURING CONTRACT

During the term of a contract, if adequate documentation is provided that supports the claim that the
contract item(s) are not available, items which meetthe minimum specifications may be substituted if
approved by MSDH and the substitutions are deemed to be inthe best interest of the State.,

17. APPLICATION

It is understood and agreed by the bidder that any contract entered into as a result of this Invitation for Bids
is established for use by MS D Hand all purchases made by MSDHfor products included under the provisions
of the contract shall be purchased from the bidder receiving the award unless exempt by special
authorization from the state Office of Purchasing, Travel and Fleet Management.

Under the provisions of Section 31-7-7 Mississippi Code of 1872, Annotated, the prices offered hersin shall be
extended to the governing authorities. However, the goveming authorities, by provisions of Section 31-7-12
Mississippi Code, may purchase products covered by state contracts from any source offering an identical
product at a price that does not exceed the state contract price.

18. ADDENDA

Addenda modifying plans and/or specifications may be issued if time permits. No addendum will be issued
within a period of two (2) working days prior to the time and date set for the bid opening. Should it become
necessary to issue an addendum within the two (2) day period prior to the bid opening, the bid date will be
reset to a date not less than five (5) working days after the date of the addendum, giving bidders ample time



to comply with the addendum. When replying to a bid reguest on which an addendum has been issued, and
the specifications reguire acknowledgement, the bid shali indicate that provisions of the addendum have
been noted and that the bid is being offered in compliance therewith. Failure o make this statement may
resuit in the bid being rejected as not being in accordance with the revised specifications or plans.

19. NONRESPONSIVE BIDS

Nonresponsive bids will not be considered. A non-responsive bid is considered to be a bid that does not
comply with the minimum provisions of the specification. Any bidder found {o repeatedly offer alternated
products that are not compliant with specifications in an attempt to obtain a contract on the basis of pricing
only will be disqualified from bidding for a petiod of 24 months.

20, SPECIFICATION CLARIFICATION

it shall be incumbent upon all bidders {c understand the provisions of the specifications and to obtain
clarification prior to the time and date set for the live auction or bid opening. Such clarification will be
answered only in response to a written request submitted inthe specified amount of time set by the MSDH.
TheMSDH reserves the right to specify a fime frame inwhich clarification request shall be made.

21. Omitted

22, PRE-QUALIFICATION PROCESS
221 The purpose of the RFQF isio advertise the competitive procurement for solicitations of formal

quotes from potential bidders o participate inthe Reverse Auction. The MSDH will be
responsible for defining product categories, adding bidders, and publishing all bid related
documents to the procurement portal. Once the responses have been received and the Opening
Date has been reached, the MSDH will review the submissions to gualify bidders and determine
a starting price for reverse auction items.

—_—

22.2 The Invitation for Bids/RFQF shall be.advertised in accordance with Section 3.106.05.4 m\
Mississippi Procurement Manual. Minimum due date for responses to the RFQF
will be on the 8" working day after the last day of advertisement.

22.3 Responses to the RFQF will be reviewed by the MSDH for responsiveness tg,peciﬁ?ations Price
quotes received will be evaluated in conjunction with other market research to determine the

starting price for the Auction.

22.4 The MSDH will accept bidder responses in MAGIC who have qualified meeting RFx specifications.
Bidders not meeting specifications will not be aliowed to participate in the Auction.

22.5 Once qualified, the MSDH will notify the vendor of Qualification and the date of the Live Auction
via email. After receiving the confirmation emaii, bidders should review/ensure technical
requirements for MAGIC have been met or confirm participation in person.

22.6 Itisrequested that bids be submitted onthe basis of statewide distribution. Contractors must
maintain adequate distribution capabilities and adequate stock of all items to insure prompt
delivery.



23, FIRM BID PRICE

Prices accepted from bidder submissions shall be firm for the term of the contract except that the State shall
receive the benefit of any price decrease in excess of five (5) percent. The contractor must provide written
price reduction information within ten {10) days of its effective date.

24. CONTRACT EXTENSION

241  Automatic contract renewais or extensions are not allowed. Contracts must be extended or
renewed with the proper documents signed or approved by the MSDH.

242 The MSDH reserves the right to extend the term of a contract, when necessary, to cortinue a
source of supply whenever new or replacement contracts are not completed prior to the
expiration date. Such extensions are dependent upon the agreement of the Contractor and shall
not exceed three (3) months.

25. SUSPENSION AND PEBARMENT

By submitting a bid, the bidder is certifying that neither the bidder nor any potential subcontractors are
debatred or suspended or are otherwise excluded from or ineligible for paricipation in federal assistance

programs.
26. ASSIGNMENT

The Contractor shall ot assign or subcontract in whole or in part, its right or obligations under this agreement
without prior written consent of the MSDH.

27. INDEMINIFICATION

Centractor shall indemnify, defend, save and hold harmless, protect, and exonerate the State of Mississippi, its
Commissioners, Board Members, officers, employees, agents, and representatives from and against all claims,
demands, liabilities, suits, actions, damages, losses, and costs of every kind and nature whatsoever, inctuding,
without limitation, court costs, investigative fees and expenses, and attorneys' fees, arising out of or caused by
Contractor's and/or its partners, principals, agents, employees, and/or subcontractors in the performance of
or failure to perform this Agreement. Inthe State's sole discretion, Contractor may be allowed to control the
defense of any such claim, suit, etc. Inthe event Contractor defends said claim, suit, etc., Contractor shail use
legal counsel acceptable to the State; Contractor shall be solely liable for alf reasonable costs and/or expenses
associated with such defense and the State shall be entitled i participate in said defense. Contractor shall not
settle any claim, suit, etc., without the State’s concurrence, which the State shall not unreasonabiy withhold.

28. LIVE AUCTION

28.1  Notification of Auction Start date and time will be sent via email to qualifying bidders. If a
bidder is unwilling or unabile to participate through MAGIC, a representative from the MSDH can
enter the Vendor's bid(s) manually (i.e. Surrogate Bidding). ifa bidder elects to participate via
Surrogate Bidding, the bidder must be physically present at the public bidding location, with the
means to submit written bids for each offer made and signed by an authorized agent of the
Vendor. A Bid Form will be provided to the Veridor at the start of the auction. This form will not
be returned to the bidder but will become a part of the Bid Documentation for Evatuation by the
MSDH.



28.2 The Auction time may bhe extended at the discretion of the MSDH. Examples of reasons to extend
an auction include, but are not limited to, technicai difficulties experienced by the MSDH or
bidder, the need to pause the Auction, or bids placed within the last few moments of bidding.

28.3 Communication with bidders paricipating electronically during the Auction may be done via the
Live Chat Feature. The MSDH has the ability o send messages to particular bidders or broadcast
to all bidders. Bidders can ONLY communicate with the MSDH, not other bidders.

284 Bidders may be removad from a Live Auction for improper conduct, including but not limited to
profanity, threats, consistently entering erroneous or extremely low bids, or other disruptive

behavior,

28.5 Bidders/Suppliers should be advised that no award will automatically result from a reverse
auction, and that the MSDH will review the results of the auction and make a determination in a

timely manner.
25. FORCE MAJEURE

ifthe MSDH is closed for any reason, including but not limited to: acts of God, strikes, lockouts, ricts, acts of
war, epidemics, governmental regulations superimposed after the fact, fire, earthquakes, fioods, or other
natural disasters (the "Force Majeure Events"), which closure prevents the opening of bids at the advertised
date and time, all bids received shall be publicly opened and read aloud on the next business day that the
agency shall be open and at the previously advertised time. The new date and time of the bid opening, as
detarmined in accordance with this paragraph, shall not be advertised, and ali bidders, upon submission of a
bid proposal, shall be deemed to have knowledge of and shail have agreed fo the provisions of this paragraph.
Bids shall be received by the agency uniil the new date and time of the bid opening as set forth herein. The
MSDH shall not be heid responsible for the receipt of any bids for which the delivery was attempted and failed
due to the closure of the MSDH as a resuit of a Force Majeure Event. Each bidder shall be required to ensure
the delivery and receipt of its bid by the MSDH prior to the new date and time of the live auction or bid

opering.



MSDH Request for Quotes-Farmal (RFGF) Reverse Auction
RFx# 3140002081
INSTRUCTIONS AND SPECIAL CONDITIONS

The Mississippi State Department of Health plans to purchase the following and invites your
quote/participation:

Hemoglobin Analyzers and Microcuvettes for use in clinics/locations Statewide

The Purpose of this RFQF is to advertise this competitive procurement for solicitation of formal quotes
from potential bidders to participate fn a Reverse Auction.

The initial respanse to the RFQF shall include a proposed product, including specifications and/or
sarnple, for the MSDH to evaluate and determine respansiveness to requirements/specifications. Once
a supplier’s/bidder’s product is determined to be responsive, the supplier/bidder may participate in the
reverse auction.

Responding suppliers/bidders must provide a quote with the initial response, Quotes are utilized by the
purchasing agent to determine market pricing and set the auction parameters (e.g., Start Price).

Valid quotes will be accepted until 3.00 PM, CST, February 19, 2021

Qualified bidders will be notified approx. 7 working days prior to the auction via email if selected to
participate. Once natification has been received, bidders should logon to MAGIC to validate technical
requirernents prior to the Live Auction.

The anticipated time for this reverse auction, for this procurement, is scheduled to be held on
Wednesday, March 10, 2021, beginning at 2:00 PM CST and end at 2:30 PM CST. Al bids must be
entered into the eProcurement system during the allotted timeframe:to be cansidered however, the
MSDH reserves the right to extend the auction date if necessary to complete prequalificatioris. In
addition, no vendor/supplier may be prohibited from participating in the reverse auction in person by
paper through surrogate bidding.

Suppliers should be advised that no award will automatically result from a reverse auction, and that the
MSDH will review the results of the auction and make a determination in a timely manner.

Vendors/bidders must be registered in MAGIC in order to receive a User ID and Password to log in.
Vendors who are new to MAGIC may visit the Vendor information page on State of MS, Department
of Finance and Administration’s web site, or register online, Vendar Registration.

To Log into MAGIC, open the following URL: https://portal.magic.ms.gov/iri/portal. Enter User JD and
Password. The password is case sensitive.




Vendors/bidders are responsible for ensuring Technical Requirements are met for pariicipating in the
reverse auction, etc. Technical Requirements are fisted below:

Technical Requirements

Bidders are responsible for ensuring technical requirements are met.

Acceptable Internet Browser(s)
> Microsoft internet Explorer (iE) version 11
> Microsoft Edge
> Google Chrome versions 49 and above

Unsupported Internet Browser(s)
> Microsoft Internet Explorer (IE) version 10 or below
> Safari
> Firefox

Note: Pop-up blocker must be turned off,



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A.
A.1 Prospective device must be CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed.

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years.

B.3 All units must include a physical set of operating manual and brochures.

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost.

B. 5 Testing sample size must be 10ul or less.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less.

B. 8 Unit must provide memory for no less than 100 test results.

B. 9 Unit must include AC adapters and DC battery options.

B. 10 Unit must have internal self check no less than each time unit is powered on.

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months.
C.2 Expiration date after opening must be greater than or equal to 90 days.
C. 3 Guaranteed pricing of microcuvette supplies for 5 years.

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH
receives a quality product meeting the needs of the agency.



Response/Quote
BID FORM

RFx 3140002081

Hemoglobin Analyzer ~ Name and Model #

Estimated Quantity — Initial Purchase: 230 Each $ JEA

Guaranteed Pricing for any NEW/Additional units purchased during a five
year period: $ [EA

Microcuvettes - Name and Product # ) -

Estimated Quantity — Five Year Period: 4500 Boxes/200 PER Box $ /BOX

(Orders to be placed approx. (3) times per year for approx. 300 Boxes)

Name of Company

Quoted By

Signature

Email

Telephone

By sigiiing this Bid Form, the company representative certifies that he/she has authority to
biad the company and has thoroughly read and understands this RFQF Reverse Auction
and the attachments herein and that the company meets all requirements/specifications
and agrees to all provisions of this solicitation and any issued addenda.

e —
MSDH Hemoglobin Page 1



MSDH Anticipated Initial

Northern Region 1

Central Region 2

Southern Region 3

WIC Shipping & Receiving

Total

Shipping List for

Nutritionist

Percy Catchings

Analyzers;

Quantity

25
22
21

20
19
22
23
14
14
30

230

Address
Yalobusha County Health Dept.
Northern Region | Office
Northern Region | Annex

Starkville Food Center
Lauderdale County Health Dept.
Central Region 2 Office

Adams County Health Dept.
Southern Region - Hattiesburg
Southern Region 3 Office

WIC Central Warehouse

RFx 3140002081

645 S. Main Street
532 S. Church Street
2600 Browning Rd.

1203 Louisville S5t
5224 Valley Street
4800 McWiliie Circle

415 Hwy 61 N
208 W. Pine Street, Suite 100
1141 Bayview Ave., Suite 102

248 West Mitchell Street

Water Valley
Tupelo
Greenwood

Starkville
Meridian
Jackson

Natche:z
Hattiesbhurg

Biloxi

Jackson

MS
MS
MS

M3
MS
MS

Ms
HUN
Ms

MS

38965
38802
38930

397589
39304
39206

39120
39401
39530

39213
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Mississipel STATE DEPARTMENT OF HEALTH

MISSISSIPPI STATE DEPARTMENT OF HEALTH

MAGIC RFx#3140002081

for

Hemoglobin Analyzers and Microcuvettes

AMENDMENT #3 - ATTACHMENT A
Solicitation Questions and Answers

QUESTIONS

ANSWERS

Are the specifications listed in the MSDhORFX
#3140002081(in section AA 1; section B.B. 1 —

B10 and section C.C1 = C3) mandatory

specifications?

Yes

What is the process for protesting after the award

for MSDH -RFX 31400020817

This is reverse auction request.
The vendors submit quotes
and the program reviews if
they meet the requirements.
We then do open auction on
or around Wednesday, March
10, 2021. The vendor with the
lowest bid will win the auction.

Can a responding supplier to MSDH RFX 3140002081
submit two unique bid responses? If so, please

explain the process to do so.

This is up to the vendor.

Page 1 of 1
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M|5_5|55|pm STATE DEPARTMENT OF HEALTH

TRANSMITTED BY E-MAIL AND U.S. MAIL

June 22, 2021

Mark Bellwood

Director of Sales, Specialty Markets
HemoCue America

250 S. Kraemer Blvd.

Brea, CA 928821
mark@hemocue.com

Re:  Response to Protest regarding Request for Quotes- Formal (RFQF) Reverse
Auction RFx 3140002081 for Hemoglobin Analyzers and Microcuvettes

Dear Mr. Bellwood:

The Mississippi State Department of Health (MSDH) is in receipt of your protest dated April 26,
2021. After consideration thereof as well as the relevant facts and circumstances, MSDH denies
your protest and would show the following in support thereof,

STATEMENT OF RELEVANT FACTS

On October 1, 2020, MSDH issued RFx 3140002081 Request for Quotes-Formal (RFQF) Reverse
Auction seeking bids for the purchase of Hemoglobin Analyzers and Microcuvettes. MSDH
included a list of specifications for the analyzer and microcuvettes. See MSDH-RFx # 314000208]
Specification Sheet Attached hereto as Exhibit A. Questions were to be submitted by February 12,
2021, and answers were provided to the offerors on F ebruary 24, 2021. After Amendments and
weather delays, the bids were submitted by March 19, 2021.

MSDH received bids from two vendors. EKF Diagnostics proposed the Hemo Control Analyzer
Model #3040-0010-0218 and HemoCue submitted two hemoglobin analyzers, the HCAM Hb

201+ and Hb 301.

Each submission was reviewed for responsiveness. To ensure that the models submitted met
MSDH needs, on March 31, 2021, Kevin Pearson emailed each vendor a copy of the list of
specifications and requested that the vendors, “provide a response for each specification as listed
on the attached specification sheet and return by email for further review.” Each vendor was asked
to respond by April 2, 2021. See emails to EKF Diagnostics and HemoCue attached here (o as

composite Exhibit B.

Page1of4
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Based on the response provided by EKF, MSDH determined that the analyzer could meet the
specifications of B.7 if the test were performed correctly and deemed the analyzer responsive to
the request. The vendors were notified that the reverse auction would take place on April 20, 2021,
at 9:00 A.M. CST.

On April 19, 2021, on the eve on the reverse auction, an email from Mark Bellwood, was sent to
Kevin Pearson asking how to “challenge” the disqualification of the 201. Mr. Pearson was not
available on April 19, however, he responded to the request for protest regulations on April 20,
2021, prior to the reverse auction.

MSDH proceeded with the reverse auction as scheduled. HemoCue was informed via email
correspondence that it did not win the reverse auction.

HemoCue filed a protest on April 26, 2021, with a random list of EKF products and their
functionality arguing that the EKF products did not meet specifications. The protest requests that
MSDH vacate its award to EKF because HemoCue alleges that the Hb 301 is the only analyzer
that can meet MSDH specifications and that the disqualification of the 201+ was erroneous and
prejudicial. HemoCue further requests that MSDH directs the contract award in its favor as the
only offeror capable of meeting MSDH specifications.

HemoCue’s arguments are incorrect, and it is in the best interest of the State to award to the vendor
which proved to be both responsive and the winner of the reverse auction.

DISCUSSION

The decision regarding responsiveness of each product submitted was based on certifications and
clarifications provided by each vendor. HemoCue cannot challenge the results of its own
statements.

Each vendor completed and submitted a Bid Form signed by the company representative. A
statement at the bottom form clearly states that the by signing the form, the company representative
certifies that, “the company meets all requirements/specifications and agrees to all provisions of
this solicitation and any issued addenda.” Mr. Pearson specifically asked each vendor to provide
information to clarify their responses regarding the required specifications.

On March 31, 2021, HemoCue provided a written response as requested for the 201+ and the 301
products and EKF provided its response on April 1, 2021.

The responses to each specification objected to by HemoCue in this protest are as follows:

Page 2 of 4



EKF Hemoglobin Analyzer and Microcuvettes

No. | Specification EKF Response

B.5 | Testing sample size must be 10ul or less. Hemo Control Cuvette sample size is 8ul.

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Hemo Control measuring range is 0-25.6
g/L.

B.7 | Measuring time must be 30 seconds or less. | The Hemo Control Analyzer measures
hemoglobin and provides a calculated
hematocrit. The measuring time for one
sample can be as quick as 25 seconds, if
performed correctly, or up to 60 seconds if
performed incorrectly or if the hemoglobin
concentration is high. (Emphasis added)

HemoCue Hb 301
No. | Specification HemoCue Response
B.5 | Testing sample size must be 10ul or less. Yes

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Yes

B.7 | Measuring time must be 30 seconds or less. | Yes

HemoCue Hb 201+
No. | Specification HemoCue Response
B.5 | Testing sample size must be 10ul or less. Yes

B.6 | Measuring range must be Hgb: 0-25.6 g/dL. | Yes

B.7 | Measuring time must be 30 seconds or less. | No. (Emphasis Added)

(See also Email responses from HemoCue and attached hereto as EFX Exhibits C and D.)

Upon further review of the bids and the foregoing responses, MSDH disqualified HemoCue’s
201+ as nonresponsive. The 301 was deemed responsive and allowed to proceed to the reverse
auction, HemoCue was informed of this decision on April 8, 2021. HemoCue thanked MSDH for
the notification and did not protest the disqualification. (See Exhibit E.)

MSDH addressed concerns raised by HemoCue in its protest prior to making a final determination
regarding responsiveness. Specifically, MSDH proactively asked for further clarification
regarding the specifications. Based on the vendors’ responses, MSDH determined that HemoCue’s
201+ was the only product that did not meet all specifications as required and the 201+ was
disqualified. EKF provided an explanation of its analyzer’s function in its response B.7. After
consideration of EKF’s statement, MSDH determined the EKF product met MSDH specifications.
Nothing prohibited HemoCue from providing an explanation of its responses. It chose not to
provide any additional information for consideration at that time and is prohibited from doing so
now.

Page3 of4



MSDH proactively requested additional information from each vendor. Each vendor had an
opportunity to respond and provide any additional information. MSDH accepts both HemoCue
and EKF’s responses as accurate and truthful. The 201+ was disqualified based on the vendor’s
response, and therefore, was neither erroneous nor prejudicial. Further, if HemoCue truly believed
that the 301 was the only product that met MSDH specifications, it should have filed its protest
upon notification that the 201+ had been disqualified, or at least notified MSDH of its belief that
the 301 was a sole source.

Based on the foregoing information, MSDH sustains its findings that all products met
specifications except the Hb 201+ and affirms the results of the reverse auction.

DECISION

For these reasons, the protest submitted by HemoCue is DENIED,

In accordance with OPSCR Rule 7-112.04 Right to Appeal, you may appeal this decision to the
Public Procurement Review Board within seven (7) calendar days of receipt of this Protest
Decision. Any appeal of this decision must follow OPSCR Rule 7-112 Protest of Solicitations and
Awards  found at  https://www.dfa.ms.gov/media/9413/pprb-opscr-rules-and-regulations-
efficetive-01182020.pdf.

Sincerely,

Thetitas Dobbs, MD, MPH
State Health Office
Mississippi State Department of Health

cc: Pat Breheny, EKF Diagnostics, PatBreheny@eckfdiagnostics.com
Brittney Thompson, Director, OPSCR

Pagedof4
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7 Al att
Response/Quote E},@ (V
BID FORM W

RFx 3140002081

Hemoglobin Analyzer - Name and Model #
Estimated Quantity — Initial Purchase: 230 Each $$400.00  /EA

Guaranteed Pricing for any NEW/Additional units purchased during a five

year period: $$400.00 /EA

Microcuvettes - Name and Product # Hemo Control Microcuvetts # 3000-3012-0765

Estimated Quantity - Five Yeur Period: 4500 Boxes/200 PER Box § 165.00  /Box

{Orders to be placed approx. (3) times per vear {or approx. 300 Boxe

Name of Company EKF Diagnostics Inc. dba Stanbio Laboratory

Quoted By_Pat Breheny

Signature fat 3“’&?

Email patbreheny@ekfdiagnostics.com

Telephone_210-6801-5252

By signing this Bid Form, the company representative cerlifies that he/she has authority to
bind the company and has thorouglily read and understands this RFQF Reverse Auction
and the attachments herein and that the company meets all requirements/specifications
and agrees to all provisions of this solicitation and any issued addenda.

e —
Page1
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Hemo Control Analyzer Model # 3040-0010-0218
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MisSISSIPPI STATE DEPARTMENT OF HEALTH

February 4, 2021

MEMORANDUM

TO: Bidders ~Hemoglobin Analyzers and Microcuvettes

FROM: Cynthia Brasher, Purchasing Directord?”
Support Services

AMENDMENT #1 TO REQUEST FOR QUOTES-FORMAL (RFQF) REVERSE AUCTION RFx #3140002081

This correspondence Is to make corrections/changes to the Mississippl State Department of Health RFQF
Reverse Auction mentioned above for Hemoglobin Analyzers and Microcuvettes, due on February 19,

2021.

Corrections/changes have been made to the REQUEST FOR QUOTES-FORMAL (RFQF) REVERSE AUCTION

RFx 3140002081 section as follows:
Page 3, Paragraph 4, “Sealed quotes/responses will be accepted/received until 3:00 PM, CST, Friday,

February 12, 2021" has been changed to: “Sealed quotes/responses will be accepted/received until 3:00
PM, CST, Friday, February 19, 2021”

Please make the necessary corrections/changes in your bid packet.

Please include a “signed/acknowledged” copy of this amendment with your quote/response submission.

Acknowledgementfsmnature/@t éﬁ&éfxf(\)/ 5" s 2/ Q

570 East Woodrow Wilsan # Post Office Box 1700 » Ja¢kson, Mississippi 39215-1700
601/576-8090 ¢ 1-866-HLTHY4U (1-866-458-4948) o www. HealthyMS.com

Equal Qpportunlty In Employment/Service

MSDH ERF
3
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MississiPPl STATE DEPARTMENT OF HEALTH

February 22, 2021
MEMORANDUM
TO: Bidders — Hemoglobin Analyzers and Microcuvettes

FROM: Cynthia Brasher, Purchasing Director
Support Services

AMENDMENT #2 TO REQUEST FOR QUOTES-FORMAL (RFQF) REVERSE AUCTION RFx 3140002081

This cerrespondence is to make changes to the Mississippi State Department of Health RFQF Reverse
Auction mentioned above for Hemoglobin Analyzers and Microcuvettes, that was due on February 19,

2021.

The due date for the quotes/responses of 3:00 PM, CST, February 19, 2021 has been changed to 3:00
PM, CST, March 5, 2021.

The anticipated time for the reverse auction of Wednesday, March 10, 2021 beginning at 2:00 PM CST
and end at 2:30 PM CST, has been changed to Friday, March 19, 2021 beginning at 2:00 PM CST and end

at 2:30 PM CST.

MSDH response to Vendor questions, that were received by the stated deadline in the IFB, will be
posted 2/23/2021.

Please make the necessary changes in your bid packet.

Please include a “signed/acknowledgement” copy of thiis amendment with your quote/response
submission.

Acknowledgement/Signature/g‘% ]é/zf{/é% 3 3 [~ Tf

570 East Woodrow Wilson » Post Office Box 1700 = Jackson, Mississippi 39215-1700
601/576-8090 & 1-366-HLTHY4U (1-866-458-4948) = www.HealthyMS.com

kqual Oppertunity In Employment/Service

MSDH EKF
4
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MISSISSIPPI STATE DEPARTMENT OF HEALTH
MAGIC RFx#3140002081
for
Hemoglobin Analyzers and Microcuvettes

AMENDMENT #3 - ATTACHMENT A
Solicitation Questions and Answers

QUESTIONS ANSWERS

-Are the specifications listed in the MSDhORFX Yes
#3140002081(in section AA 1; section B.B. 1 —
B10 and section C.C1 = C3) mandatory
specifications?

What is the process for protesting after the award for | This is reverse auction request.
MSDH -RFX 31400020817 The vendors submit quotes and
the program reviews if they

: meet the requirements. We
then do open auction on or
around Wednesday, March 10,
2021. The vendor with the
lowest bid will win the auction.

| Can a responding supplier to MSDH RFX 3140002081 | This is up to the vendor.
submit two unique bid responses? If so, please
explain the process to do so.

Page 1 of1 Q{/f @WL% 5"'/ ’Zns{m EKF
5



[RRHN) 2004, Jen 2ad] Wk sxag
UF T LONERny uaE AU

AL SN a2 Tl e 8 e St e

TUBIFS(E IRl Juea [a wos gy
A IR WS ANy DU pugaey

ol |

BRI L SDUBANY BRI AT AME

BumipueAw .hak_ance_ﬂ _qrwc...h._ﬂnuﬂ!

| suasLsBaas afSaase 0ol sBusst Jauln;
CEC I Gl TS B PL IR TREBEL TR

*(~z 61 as) 1NAN| 22U I PR UASHOANTANK |1k
1370 10 Wp £22 Bamsiod [T -6y D8) 1 Mz
12 UdVIANY JE AnP Syens U3E) Jpof udsvoo
AT AN AZ 31 LABURE WO NIANY UF U B)

‘Bnan sIpueyag
: 29 FGace
1S BUBIBAIG A TMIAE J3 JusHog 36
453 maamied G Usoiep uap | aeqgpjou
13 JEsiesa
u2fseedrmpzuibile | 52188 uny Pw UINAATN

aLRdRIEddR 2ANNIASDL TP [ LIBVIUS ALRSIRIG
as 83p 10 saq Jauotsewio) asthpanA sog

AR FPALRG Unx agy
utﬁ.,ﬁni_._ Lun:._-._:u;o:.ux “Jap, owI|
UBURS  IWUod  owWRH  WuniD)  owdp

mirdor 2puabie) DoW AS[PPUIGID) 1 FANNIY
uDA s 58 50)0 | UGD|AOUIAL AR PSIPWLLDISIQ |N
INTQ VAW UNY 53 SDNIANIIIN UIGNGOWAIH §1

$INIANZ0.2; LIGEISOWRN A SullFiFusy
S0 Buiibey 19y  sASHNISUISELENNIS
isgo ¥

SIANDANIW UIqO[BoLLRH
{C43UOD OWia

BIILWONDWIO

= =

e 15 205 uEy Jadpa diung | u) ebuga
HEd (Mg i 98} puemsyny s1rp fa o3 o

*{*T "1t #S) W Juns

ne Yo ik jing a2
AT 1001 B0 PESEES [T 1 Bx) DA ..u
e FPUREENN_SAD RS Laning

s e e
i15a3mab 3; uajo|SeB)r pRob 13)u Hlyabow 3P

JIUIETUDS U3D PN USIRATI0IW 200U HINJGRD
“US1RY|NSANSIL DAINNGC) 101 UIPIT Uy

§€PRYIYY TIUILLEIPR05 DYU SIE
O STIURIURACUL SIFBANI IO EIUNN “SOpRLG

Mfifabran uea AN1a36 124 “UAPIOIAULRG SUBBLD:
WPY ISR 3P AN JyIsA uey (s Cqpe 2z)
uaoisobye S| pIch 10w ssuieauod PP S|y

'z fque w=x) umEe pass weousy |EPusEag

Biye s ap B e & i T ES

waing m 3p DIAMy U 30 sEepUE
wabugh ip iy sy
FesaguRy ap Ne Esumpsirugy Jadun sapeupul
€ J3pUn  PIQRIS BLANDANY ayquo) S1euddo
FEY mING UD e sepg “1BLNIROSIYIRGHEY
25puyan Jep R wesj epue sepuRALR uey
dexing  RUINISIOYRUIGLID  'Do0E I3 DaS)
RN JsmeRdwd  oin Buluysedigjlev)Suc
dIS 1 SeleAdqy ¥IDUD UD;  ellaN@Any

“esedde i wak Balaho
BIjeaq pob B> _3_..»__,:35 Emu_r_nﬂ‘_ ._eh ho

. rursiadsand
PESIMINRRY AP STOUpsUN  1seDud <8
PUATIAATH O b FOBEUEK Ty SWIDp A cuEy
DIBEURY (U] BwAM  auDd ous

;JTyesrdde

poof B NG ap 3n
wimbay .u__,_.osu_E UDD IUSeN BUANE] Wity
"UIWOUAE uapucm
yae ur pugsaieindivew us -besdo Nsinl
2P UDIPUI ‘UIpUEGIL £ apuanpab [3;qeys Oou
UINIANJVOIW Bp u)Z s3ujeruoy 3D vea Buuado

BN W02 2p do Ip uez
103 MIGIE Lap.ors Epw L!._B.Su apuadoabus
9Q 'Js0F - DaST (12 Bupyedina axiy dsr00

o0 ENEMS e 3p
OpIEzINA ¥ “TaAD pu TIuAEEN 10 opWNNSID
‘uie] v JeRMIE 3pSd DpepILNG B ('L Bl DlaA)
EPRUIE, MWMLTIRULTY Jen) ofu eduey B Dg

(T 5y efaa) wiea 0 oo wa 'epron;
WUACERALLEY. NWEE @I SHEen] ap o
o0 POy ¢ 35 arhydin ("t -Gy efan) mann ¢
nAR R SD0E SWNLIPIDONMND B WIS W e
A3 ‘RIG Dp F2AND ENUN ewn sYuFdE DAY

"SEREAIDY; SBO5IPLOY
S8 405 T LepEASAUTL AUSWITIEAL0S Anb RasEs
fperaw paueinp FIRATISE WETY S3TRA0S SO 'elRy
"p 2mLage sody "ie) pu essudW) SpEReA op
elep e 912 Sepe)nn 1as wagor wabua 3p seye|
SEU INPLYDTY SIIIAND SY DL0E © DoST AU

0P Ul PUAYNISHD  UINAAND D Jmemag

“SIJRWIOJUI JIPW ID0A UU3WANNSY! dpudyjanIo
ap uvea budt: 1nigab ap I 0

‘laduosrac
Bipunxsap 100p 1yrugnl uapiom udaje uahouw
LUIIANIONIW IE LFDVULW I9A WY T8 CWTH
uabeuex  1DRUL)  OWAH  qoaua)  oway

|eyBtio {l ens wu I
sEpRUIZeULE 135 SP WX $933A03 sy

‘owdwzdInka oAR=AdSIL op Jopriade
Op |EnUeW € 31NSU0 "SAQIRULIAIL SIRW RIRd (T

CEERMAI0IIN S Jenn Aped openyent
[Bos=ed spuady Sabeutis A QwaH IaA TUm
Safitusy  ONUCY  OuAN  TONNED  OWSH

PIUFWEITAII00 05N:yD DIEIS ? UOU

YD FUOIRY UN [P INDANI WIB2 UoN ‘Resid
neYnsL @ 34Pued ond IPRIAND ip ob9dw)
"B1RANY Eljau EuebRal | JIRJONMIP A BUDIZY
12U aenauad end gjpiuin, .a.n By ahuvu.&
Do | B DU o I 25
(-7 "By 2uapan] oua N

e tRq udWas 1S FOANT PTG 18

LRI RTRE T V7 E S VI &

e W olEadoud  siae op u:n:a.

BLODAY |1 2UBWEZINIIR  3RPNIDNY  -R1j0A
B¢ EN2ANd  eur  Quodey |ep  asRGOL

'[UOIZIPUO2 DY3Y133dS AL RAIISUGD
2 IUIWLNIAIOT 2)e2Z||AN IS ISR | J34 |
oluas SPANS I ‘Suodel AP RimMUade,| adog
“DUOIZIJUAT BYNS eIediLe]S BZUIPRIS 1D CIRP @I

wazey | .uaor ?96ST RAY esasdwas EDEaaEH
eun pe 3jeu(bo 173} e|Pu It
Ne]psUD Bd2TSI ouoAsD WAM Eal

~DYRRAS QIUIWNNS CJEF OSN,P B|ENURLL
I!' WIRNATUGS  w0:2RWLIDJU] 0NN 3 )

"03225(|PAb AjPUDLIAC
Bp SUBWBAISNDS3  NBIZARN IISSI  OUOASD
NAANDOLINM T DBTURY 304 CWDH IO DWIH
UIbeue (OALED  Owidy  'luwod  Sway

'Squinkas sansndup “onBes i eI fussnas 65 v
2pLEM0) pow I5epUA SuNpURAUR JO) YIO 'DOYg ‘LaluBwnisul 9puaBloa 30 pURLINISIIN 50 wnp FaEmm opdmEnr wiod B anBURE 0 TUPLUBAISHIS? J0ezZNgn WS> aOAIP 3 INbues
: umojioway Ae spueypIIser Jg( P Ww  Sued L) ypao(q My b TG TEIUILLAIRR ©  j3U 20100160W3 )30 wARIVenh JIDIZPUILLLIED
e BOPISAT B SIW@AMDOIINW I H &._ 004 g ufiz SaNAANICIK VIQD[EOWRH A2 um.E-:Euw un._az.us..u:a wofowsy By, ;€2 OUOADS SaNIAMTIOINN uigoiSowapy @ 3
SINIANI0IINMW U190 TPy A2 GuuRIey SANUDANDO U GO LA Doepdnies STIBANAL WEHEwm: 30 QLR R S Ay 00 TOUH TR SuooTR R
W0 Buube; AR sdwoNes AS ud GeisUo 3D 00A LisH RASOSEmAN 9 ogfenasum Bar o E R 4 1d nad ledichined | |

iGupusen v M ida ey ineSusy oUW

iPA30j3 Ayado.d Jnu
SR/ UdIUM JALIRIV0D B UI0)] SBIANICIIN S50
43AZY ‘SINSD/ SNONLOLIA 0) PED| UED SADAND
1295 J3 35N Y| PIRIOUTMIP S( uBEII Dug
pUE JBUIRIVOD Ay QWL IPNAU! ued ANplwny
‘(*e *by aas) pasap >_..uau.n 1qu 1 ply M g

*('Z -6y 233) Al Aue Je pudIP )R pasc)s
AlINJZED 5] pR 2D UL NS e [T *Ey 20s)
APIAMOIAW 2 o Bumey Jaye Apielpaluty
Jaur)uod Iy asor Apadold  uBWIZILOD Aus
LI0Y LY © ) 2]AANS0DLG UG AID DADWEY

*Suppuey pasics due suonrauod Paymsds
433UN oL E 0 OIS g T

iOFRLIB BIUNLAUIUTALOD LIDNANISI 0U
Anb b3ses; LN ap uepadosd wWNb sEIPQNS EaURY
22NN OGN “SOIVYLIY SOPEYFSII AP ULIUIIAA B
P JRAJ|L BPANG SBI9QND SE@SI DR «ODEUNA &)
TRIIYNS € Ip $OANPRIL SO) i€Rdonsd A Disey)
|3 Y2 pepawny Jenuso apand {*g ‘614 5an)
epeuddy JuaweRwe ps? ov edey g g

‘[z Bt Jan)
OWIBIWE NS opal wd EprLar Huowesdiles
23D 3153 2RO 3 aLY [ae Bdet 3| ahb
W0 asunbeny :.mih&gs%
SRJY FWILIRILIPIWUI DORPIND UED 9ISE |9 BURID)
“DISRIj [P BJAGND BUN O[S Z3A €PRD anbeg

oﬂncr_xucv-_ FIVTHDGOD 0] D
!ﬂb € eay nb_nﬂ_.u DU 35 Smagm

‘padaga % Loumiue 30 MO U Le Do
ep A duy iun BIEN 34 LED Jnuimues
POUIdEUn BYL D, OF 03 Da ST AP Suiased
PSue s dpamno @A M ums

‘93IAID BAIFASII B4 Jo |enueL

JASR N €3 4320 UOPRWIOIU JBYMA) 10d T
uiensa

paynanb dq pasn aq Ao [smw-sadAnI0mW
AL uEGRUN 1A QWM T o
UBbHURN jONUOD  CWAY  YloiuoT B
saojapp Sumojing

SYi yim Alup asn 0] pue pod|q ur g hnway
Jo uoneU:WIZAP Arneduenh Je; DISK Bgq o]
PACURJUI  JUR  5a1IANIGLINY  UIROIBOWIAK, w1

SARDAND0S2W uicoiioudy jo Bupury
pue Wesols oy SuamBInba  ARes Ng
N

1wonuRy 5

BT f

aun vod A ‘o)
WAt seq oﬂh:._ ERDONZET 30 BUD) 0] misey
Senqun Gspard ps [2ul0 DU 13 ush SosRi)
507 T.0F ¥ .51 3p ‘eublo sseaun nr e
QUDWRAISNDIX ISILAIASUCD UIQOP SPIDQNI ST

“NLapuadsuled ocinka 98 afouew ap
SIUOLINASU; 58 34 'UDDRULIGH) Ul RJed i,

) ﬂﬂﬂﬂgﬁﬁ
wy Jmmon en o

ISP JUIWID1I0Z 333 sed e itk ajog
AUND JUELBATID Saypand ap Jasnun § AN
*S3U0LS MWANSYL 539 INBOACID SIMULFIP ISuie
STAIANE P UDYSIRT) SAMPAND SI| JuRSSIdE)
5395 5,190 53| sabewwopua 19 auoq B SUEp
2819ugd 3D anbsi, iprunyl ‘(g 6y e| J1oa}
PULRy ENbEFLLRY e 1550 Y3eAnoa ) 15

@ By v sea) myoq e ap 23uasauoa
LI

{J2rA UDSSDILITIIA 11III0N JYD4U P ‘3SOQ
LY SNE ENEANY HEWIU MG uBpudmaan
uan)  WESERaobuy  usyEEgn) Az ey
URLISANY SIUHDE Sulpuanian 30 ‘WM
AP VI Uaizudsbeay 3P pun Lakuupusa
2500 F:p Ll WRNEAYINAY uuey € ‘yqw BYJS)
UBSSOJISIA J@jdwoy 1ydiu (axIg Jag sy

his4 na( u:v.& 25) US5S01YISIA J12jdwoy

=%hS§3§ N5 Jneieg
Ty by m ajoa) b

M J3p 320 207
-!.n ...uu n_m Eaﬁ_..so!__ [T nqw ayais)
e JOPRM INDANN 4D BwEdLY

o Jauiayal
*20G @ 9p S10) 2 § 31AND I|N0S Jun,nb SN2 AN

R xne
18 WUSLAPRLOY vum_-L!uE Ty nx_u:d Soﬁ:ca
¢ S | IURInp soars ..__.H.ﬁ EXTRMTY 59 mtuz._a
3%0Q & =) N

0Q B; 3D 5N RANT & Sin) UN

(DeU V0JOS IS0 AN AT UIQIYYIsIaA AsaQ
AP SNE [EWUIA N 3FANY AUF JAU AIS UAWUDY

‘ngejs valunluipag uavagababue
uap Jaun sivuoly ¢ Bunggupuer Jaixaioy

ﬂuﬁvxzi_zs?éﬂ.@.ﬁ
L ENET Y W0 § .51 memoue
Rt Jun & 3 Muebus,p o

SUtaUL o st sno ap mod e
[RiEdde) Bp UsoETTAS mOUNY € SalseD

PprEAD

PWHTIOS IBRURK 1WA owap 25:
Uabelry  johen GWRH  BAUDD  owny

© csmuomnis sodinks 50| us
24260 uRaR Ales A Fuliues v us sunubnueg
P BAGBINUEND  UOBUMIGIE  ©  eled
SEODIPUl URISA SBUIANIOD|IW  LIQO)SOWaH 55

SI0AMADHY UGHBOWIH 30 uggnduew A
LESeADEUDD B RIEd PDUNSIS 37 SBUGIN LS| mu
juanuary = I

.__._hn_x_v!e_._n._ﬂauizeunz

SaaAra SRS R SRR 1A DU JOA oDy

soligury  |equeD  oWdN  Ylonuol Gl

:Sueans siasrdde
53| DR WIW3IAMMIED SIITHON Wi Juanjo
13 Bues 3| suep FUKOBOWHND XM 3 JansHL
£ FIQUOSAP JUCS SITWBAMON|W :_no_mo.tut.,c,_

Hgggg;gsﬁ. U4

RQ L 1 3Ip puis asif] 185 Uauyp wap wey
IBQPURMIBA WNteESNANIeqIRE  UIMOn.pabne
WNZ  Slg pUis  UASUC  JUISEHUITINA|RUIBLO
*u1368| NZ J50E 316 Da5T 18q Bunyaviiasjeuibiug
42D U1 @NEaNURsste  puls  usiEany  Big

“SeJ3D URBYIIMO] 39F BuniBILesBuNUaIpag
1P 3IS UMNIRIY LIUDPRULDIL] BAAM INS T

"UADIAM RSURMIDN
Iedotiaduse) sauazgienh . yung ing UL
UIRIANNC/ M AT SIBTUON 97 DRI "0 Dt
SaBeul  j0ALOD  owsy  ‘onued Sy

CIRALNEOR UNIEen
uapuabio - n_su,.ee_f DG Jn) U pun anig
W uf 1 on § ;
anz vc.,w: SaPANIONIK

viqo(BowsH 1

SBAOALTY MRIOIGOWaH 1o Surceoueg
odn Bunabey ol ugy TEEMLADOL RS, JQ
16umuY o

By
X
7]
i
(=]
g

6




By
X
75|
fon
a
2

R T4 AP LRl S S T RN T 4 VD S i) SR Sy m
(enihmod R¥iunwes SMEETIM ORIREZ 30
) "euemonado uhzﬁ!.ﬂa. L ﬁuw.a.%ov. sAzn » " -__u_sq_.:._«._;::
AT feu e SAngSL g S01AT00 ATiau ADSy gt PATRIOGIE T wise uEpnIny o ftdswmedey spyepd
Mg .h: A B3meDn e G-xﬂz " 3 | PUDMITHRO! ﬂﬁrseuvaﬁswﬁgﬂmas bR “HigEe UAPIY FeENUTE eIRY KRR
nbumay nneb eunel TRATHDINW BOiN9. 0% (2l zaed) sdugoos apmoner  ueononmy A ong WA UNE ajoseas

e olded jied  Juesor s eemowede  emAvod  Rzap Inenmany Cint Wy pAnny (E ppad zwg)
mied (@8 Jreap | Cand © o) o clrwuzned)  apujey seweuge eder uswewrs windey
oo 4

N
Eharang
TRWaea TaukEaul  snosu  simbuep

! WERR0). RINUEOR 91528 1590 emAdiod ar ‘bis . ) )

{*And 7 -a3) selienyn umpdny (1 wA ukn&.likﬂ&a«vii HiD3 (auoy SR |00 uRwEwEl uiend

AH0URS INC EHTEIA T PN ‘o P Ry Gawionais noMuTWe  sfesex spunijes an (T el -axa)

rawd 1 uz) Nmwp modemn o od % ] metd 2 iismeyoi {elaede osu_ﬂu.aag,.izoid.
poNp & s eyl AN BUo oAl JRuSAm Aoy Wtes ADIER £ dmlay 1 5 3aAmy Uy

BEA i amws 2InRR @ MW nudip . CURRP A0 WM 49 49y adepEr bepnyaw

S paAmousaza )

“ueinpne euesu sef 4 SwobijEs sulo SRR | MERULIY uRpod MueMogIn ) anuny wilay

e £ son waay Arsd ashmaRy £ rasd Meawn b muemodrds  Jeoen wAe i PRI SR ek

mngep. s ¥ 1oen tobiched  pusf w £ nh.! Ed _aﬁrxﬁr wﬁ__ Buunumnd  wafiin sanoany  epuifeppte Aimy
IOIIDINTOSE w0y ew o noprEs sune [runmonns FHoCIoM LIRS 3 [l Jeped auigue) |inay vas 1

ATHO 00 ._ﬁ« r.ﬂ D dichiooneay  dnsmoveds auotiomio ._z....wﬂ..nq oy uwm.ve. e A apulistn: S tedey (U sopwjpe
DIUMAGUN 39 OF-$%  apmotymt " ! MDAUPUELS M R BIWMENS e Ta0f - Ja81
fameatin x| Bl AR SRBANXOLM A d Aoy O Ppu] wulun  aaoEs siyEany

“AAoTeA SneLaiRsHE orz 1 ! e WPKELIe e (Se|irwyZ)

R5IRIDIC SNERIUDY =2 SOfDRWIGH rejBneq S ewuise) Mo alnpieuz Maeleofy feadim (0 wiueymy uizeyns 1B bt saiibpg  saBig

FRVUOLIAC SE{otayity jaU0RE Auzmonynemalm razid topks eodan op PN BB LRI WP R f |FEL 23300
A1) NOpNRU UM SANdAMINL iy TRdTUel Y3 cuay !eﬂqﬁusﬁ!x_%zﬁg;..EL SMPAH oty pbruny Ja bumy o Al
190 QWK Yabeury |RHALEZ O |OUE Clsk "I SuidH Rt 10D SLH fanuoy swny SabEutn  DONGS ol pRued  ouwag

i e § gl yaAseinddiseu ~EGRIRINY SUPReu

M 5ol 6 ‘afkinery SP o} ounwAzn 2hg Wobus | fEEal iy M DepfeSe odopes on  apawipua BTNy
i GOBOWA SN0 — umised ALl o o ; OSUMOIEC[ 0N BIADBLIE 1SRN0 oSSy y
~ [P i S i Y Sha e = egu 2 i
T ) 5 ZUARINDINY =y W oy 4 .82 Peguer W i H =
IPWIATIESD) SOBe I miLifagme /| Busbe] UDARIOIIi LI DOk 4TS \ 1 2h06 Jiep i an
~SBUBAMAI|N UiEFRURH" Taaannay u ! !iaiﬁe&a;g d SWeNPS  IANIOIN  LIgNBmLRY L
latsaunrn eSemn nENyia v
IMINEY HOLIAENBE CHavkaRdLSN tU [ Ladon SDCree B A AT 00 Lty oo ST
|PUBITATEL EutNRu0s ) IRty Ui snee me RUSY 10PN 2LMAEIVOUIN FH FRRALD HIOK W AH FMARISVAGRT FEOU el L ‘BLOTEIVILALS JORY snahy
ila 37 #fan 2233 7 s3aaey piEuon 2 cpeity 18 ewol “Oround sivziaaky syAex FIY “UKSASINT  30.WA 30U D 490 BRED Un Wy Supre arw /o4 qLal umwoW  1agont  :wipL

; i ; : Da plo Aoleouodkola Sudde io JairE Ay
EENNIE LILEAIGSS 0D [153A00 SImum RN UREA TRaval on oTARN UDIRAGAY USIERIL NG TMEHRE 310l RIGRIL Lax DEDARI  IVHEEDRAUDLDY) ‘219901 § MEHINCS AurmAdEd “aora Alio
uANSL Fuathuow iy 0 acusBeds pucR. | ‘eAnixkysniuons varmsuabent VBIADio- exsnaAkY.  Lepgs
MhEA npfupesd mrow n7op A 0T mwye 1pEA)  eRIuaNRY o Gpund gadnd 0A snaxios  aB5an
..uu..._ P

1 9 54 OfIC0ID o4 10
B JE ualinig wanaens | umsualion; H R-@178 SLAFIMODU L2K0W ANHRG B *{*E *2Md WD) SEERAN 1300G0TEY D4 DIARIGAT LT BN TuT)
21T BP0 UM} DI ‘LSRR | PUY 10Ny OBURS  OMLIDHUTU BN Bamduer  rwmiads w3 gioowd  pulddunaa o oum oL Ay
bt s..“ 'UE exmy oex) ameirs Lzin w0 P sy s o9 umy ‘(g By BY) 13O L0 Sa esgn : ’
Uz ows ipta
_ By

o1 | o “(x wamy onien} Mz By as)spury  iiapa sumimdy pasdver Snﬂe ‘abwgaendl  unow 1
=idopot ol 60 mealanad AHAT (T PRNS 1pIA] 03Bl UrsAer ve wo Mues Unndiiaaky B30 Uslia djay 3min) J2 page Op) susspoliimarz 32 oramg {1 omd o) P9 SIMOCMEE  uz Lngmeia (T odlXo  augvd)  wnew
dusaier  safdun e  fop MlaAM  PIELUEA (Y EAny os3ex) vamal vosiwmae d3)eauoy (v ‘Bu Bs) pn JoSey s UENAKT)  OMSISAETIL 1IRRGH NULEES SI0oy AEedD CAlaooh  ny DApooody LT Mugty mug ot
Hupursn uayEy “WRUEHPO M3 undads 03y AsasEay el ppnd e s saens wab 161 3E6AYwo vasgp am Ao exeitan wmwes ta SIMEID LR D BE : - -
nups 0F owas Mecun  gaiAn  danp NG enduem mawnd mEaky A oma wig USSED Je pr uabueb pe ApEAM Uz uny bey ‘uuheieAsuane .gggg

s N~ I T T SR R oo o ool Bk T oA LebeX o Sy
oo figes

* (-2 *3ud ‘W) Adiawndau Axaa ou Aweiaser > (2 orluXe 3u3vy)

. " E Pumd ALGD eed Sioew o Sonerhero N boigstenio s
*aimmns autay eunls 9% tre ‘eiumaten PUNTANTY © EERIUNI0I0 SR5ATNIBeW Lo DISULLLE | 3paUs JEnlug aeAifue  Jhick MiBaom Mg miundhoy GrIsl tewogs gy e w43 o Leng ch
unuapaiy fod pdmally ¢ aUiGES A moay Bl ButAlFalsEn A eakies nandy wamyml  ap sapun BUUDPUR INANGY £OA SWAMIAND  3ah EM DOHHECENA o OMHTUTRELOUA % NS AL o osdrotrl: hariededions Mo i
200 Afitiialo vosey ‘efuefen exos 3wt uaTrwEEAR WP PR UslppweaRdsiAndigs 0D uates e Suiutp BY3 ‘oieps SOEEG AWOORE BM xHABoWELA A0uwmdatoy  amogis e LobdX aa TN Misormonum
Gmnusan op adiuos 36 nlws arsa Biea0 ukdyy ] Apd  1maD  qetind .u’n_ﬁw_-eagﬁa - (b0 *3.07 8Y 351 40 304ivdouses dy N 0 "EE I 2,87 Yo QooaEore e s
SUEUIBUY J.0F 6D 5T pe U e I DI0E = 25T SERIROCLUR;  NBL JDTPO 'D.0E IR Du5t PIA SORRQWD  HoWIUITUMBe. € IHOL mDT AWK  guompoun mATodlung pA ouRhy g g
? feuteunbio nanint; EPPT A0 URepDlsesen AN wuBug | qdo poE s =) edogudy )
"eiEdde  DUAMOAGLIBRIOD WHTIRLRA(UINE DU MMNNAT oMM “Slmnons neiem S WaleK milige
‘elepaun Eutiasuox nqeseds vz sindn (yeond B2 23p 1 ULaBuiuparBAsUalNG B Wy oiMhewdodimk odnaluwivoust! @ Sun Apde ool SExocotRs o Yo
BU I5eU0200 Nnwina N3eunouy Jfufiep ey A Uesae ueaeerses eamanes) onwN i sEpUY 13Bujussida aabilaps T
THDLRNEIDHY WANHRNODUNME UL "QWILER S
“sfjaese eualigasotse duwms « eieanedn 2jwuE “QHGINURY EAZIEC LoEA eEnARY Ces | T 1% FIPUIALR U QU TwAOL LE T SR RERUS  aaarimoey oLe oasn FaLtOUTFOLEN ok oy
Toamoml  Caabauen 398 0wl TR OWRH  ElE1nAnoid iy dabouing AN DWEH TR CURH  DWIRANIABIN S38UEN JIA CuTy CRA WY Miaebsodl RBRUEN WA OWSH oA oLy 10 BYRUTH BN WU B ousn
Gafisuyg  uUs)  bwal 3 owpH  abtuew  jaawmh owak lonuey  oumy  wabeuey  jostue) bwed  'wnve) sumy  '@hIuBW  loaUaD o ‘jasuen auEy oD, uml asuey  owsu
oy 0 WHFREINE eSSy uape] i Lammedde apuabyey ap IXRCRLETHIED KUMoIAY I TH oxtuny
BI S0 Aqedn ew @y R oplicoph #f msasan ] pall UsL Erug jm unx B0 oolq | 13 ] [=0) UM (MO0 U MBOAN 8 BRAGOILIONT. . gz&urﬂ_gggf
Talpd  wmi il B Tuall g ¥ ¥ i LE ¥ pan BMIG |3 Keexoatnd 0JoMHIRLTRHIDR YMHIRTR0U0 KUY pitoaun eSSy St pmdoges ¢ ABL
FRHEAMIOGL  UnoiBowad  meaaal 51 moTRiowel uo o ser@ansomg 15 1 L £ o L d PIW 1161 ok lapdens SIpAman] Ueoieus 0 3

L]
s L1208 Oy of enusmess fLia W Uaio by o B g oy 3 tuged d SISIr000 1 aa St AU grlecat o
s TRAOANY LGSR 100 ) Bo Buurangeo 1 oo - ..!..T / -ﬂ.ggﬁ-sé - b a1 tvk Sy S0Qe0) -
- e - el v G =l




Hemo Control hemoglobin and hematocrit analyzer I

Hematolagy

@

Maternal and
Women's Heafth

Hemo Control

Bi-directional

interface Accurate hemoglobin and
hematocrit™ results with

Enhanced data

management one simple test

functions

® 2 resultsin1test

@ Easy to use

@ Small 8 yL sample volume

@ No routine maintenance required

e e Diagno[%tégs
CLIA
| =€ |



Accurate near patient testing for hemoglobin and hematocrit*
meets advanced connectivity and reporting requirements

* User friendly features minimises training time

+ Step by step instructions on screen

» Backlit touch screen

* User selectable language menu

* Soft-load cuvette holder minimizes risk of contamination

Fasy to use

Practical arnd = Hemoglobkin and hematocrit results from one sampie available in as quick as 25 seconds (and
up to 60 seconds depending on the concentration) —

portable = Venous, arterial or capillary blood
= Sample volume only 8 pl
T Microcuvette design minimizes risk of air bubbles
» Compact in size and weighing just 1.5 Ibs
* No maintenance required. Auto self-test

» “Integrated rechargeable batt@ry (100 hours)

« Operating ambient temperature 15°C-40°C
= Photometric azide methemoglobin method

M@%&SE g/dL; 0-15.2 mmol/L
Precision: CV <1,

 Linearity: 0-20 g/dL: £0.3 g/dL; >20 g/dL: +0.7 g/dL

Accurate and
refiabie

Factory-callbrated with no need for further calibration
Control cuvette included
* Hematocrit range 36 - 54 % (calculated)

* Bidirectional Interface using a standard communication protocol

* Stores 4,000 patient results

= Connect to PC via USB connector cable

+ Basic device upgradeable with data management (DM) functions: Barcode identification
of patients, operators, cuvette LOT and control materials, guality control lockout function,
additionally stores 500QC rasults

» Connectible with EKF Data Management software for easy configuration and reporting

Data
maragement
functions

Hemo Control

Collect blood sample. Put microcuvette into analyser. Resuit appears in 25-60 seconds.

Manufacturer
EKF-diagnostic GmbH
Ebendorfer Chaussee 3
39179 Barleben, Germany
L +49 (0) 392035110

Local Representation
EKF Diagnostics, Inc.
1261 North Main Street
Boerne, TX 78006
usaA

L. 1-800-531-5535 www.ekfdiagnostlcs.com
techsupport@ekfdiagnostics.com
www.ekfusa.com
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*Hct result is calculated when the Hgb result is from 12 - 18 g/dL



Jiiiia s Pisiss i) D]agnostics EKF Diagnostics Inc.
r . 1261 North Main Street

for life Boerne, Texas 78006

usa

Phone: 1.830.249.0772
Emaill: stanbiolab@ekfdiagnostics.com
Web: www.ekfusa.com

Hemo Control Analyzer Warranty

Your Hemo Control Analyzer product is warranted against defects in
materlal and workmanship for 5 years from the date of delivery. Stanbio
Labcratorv or their authorized re_p_[f_zsentatlve will supply, free of charge,
the labor and material required to repair any defects during the warranty
period at a EKF/Stanbio authorized repair facility except as excluded below.

_— = . e ’
‘Warranty excludes repair of failures resulting from mishandling or abuse.

*Warranty excludes consumable items.

sWarranty does not apply to damage sustained in transit.

*We reserve the right to replace or repair any part which is found to be
defective.

‘Warranty service may only be performed by Stanbio Laboratory or
authorized representatives.

*Warranty does not include shipping, freight, transportation or insurance
charges to or from the Stanbio authorized repair facility.

*Warranty is not transferable.

The warranties and remedies set forth above are exclusive and are in lieu
of all other warranties and remedies, whether statutory, expressed or
implied (including warranties of merchantability and fitness for a particular
purpose and warranties arising from the course of dealing or usage of

trade).

STANBIO
MSDH EKF

Stanbio is part of the EKF Diagnostics Holdings plc group of companies 10
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Hemo Control hemoglobin and hematocrit analyzer l

Hematolosy

?

. 'Maternal and
Wamen's Health

Hemo Control

Bi-directional

interface Accurate hemoglobin and
hematocrit™ results with

Enhanced data

management one simple test

functions

® 2results in1test

@ Easy to use

@ Small 8 pL sample volume

2. No routine maintenance required

TR ST M DiagnNOgdBESERF
] ‘Yl
\%Lrvé%- _. -g b for life 13
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User friendly features minimises training time

Step by step instructions on screen

Backlit touch screen

User selectable language menu

Soft-load cuvette holder minimizes risk of contamination

Hemoglobin and hematocrit results from one sample available in as quick as 25 seconds (and
up to 60 seconds depending on the concentration)

Venous, arterial or capillary blood

Sample volume only 8 yl

Microcuvette desigh minimizes risk of air bubbles

Compact in size and weighing just 1.5 lbs

No maintenance required. Auto self-test

Integrated rechargeable battery (100 hours)

Operating ambient temperature 15°C-40°C
Photometric azide methemoglobin method
Measuring range: 0-25.6 g/dL; 0-15.9 mmol/L
Precision: CV <1.5%

Linearity: 0-20 g/dL: 0.3 g/dL; >20 g/dL: 0.7 g/dL
Factory-calibrated with no need for further calibration
Control cuvette included

Hematocrit range 36 - 54 % (calculated)

Bidirectional interface using a standard communication protocol

Stores 4,000 patient results

Connect to PC via USB connector cable

Basic device upgradeable with data management (DM) functions: Barcede identification
of patients, operators, cuvette LOT and control materials, quality control lockout functijon,
additionally stores S00QC resuits

Connectible with EKF Data Management software for easy configuration and reporting

Hemo Control

Coniol

Hemo

Resuft appears in 25-60 seconds,

] Manufacturer

-

Local Representation
EKF Diagnostics, Inc.
1261 North Main Street
Boerne, TX 78006
USA

L, 1-800-531-5535

techsupport@ekfdiagnostics.com

www.ekfusa.com

www.ekfdiagnostics.com
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2
S_..r,".‘ 24
_J oy & &

DiagrMsDH CBKF

for | 14

Pz

*Hct result js caiculated when the Hgb result is from 12 - 18 g/dL



e amw | Diagnostics EKF Diagnostics Inc.
: r - 1261 North Main Street
for “fe Boerne, Texas 78006

USA

Phone: 1.830.249.0772

Email: stanbiolab@ekfdiagnostics.com
Wab: www.ekfusa.com

Hemo Control Analyzer Warranty

Your Hemo Control Analyzer product is warranted against defects in
material and workmanship for 5 years from the date of delivery. Stanbio
Laboratory or their authorized representative will supply, free of charge,
the labor and material required to repair any defects during the warranty
period at a EKF/Stanbio authorized repair facility except as excluded below.

*Warranty excludes repair of failures resulting from mishandling or abuse.

*Warranty excludes consumable items.

*Warranty does not apply to damage sustained in transit.

*We reserve the right to replace or repair any part which is found to be
defective.

‘Warranty service may only be performed by Stanbio Laboratory or
authorized representatives.

*Warranty does not include shipping, freight, transportation or insurance
charges to or from the Stanbio authorized repair facility.

*Warranty is not transferable.

The warranties and remedies set forth above are exclusive and are in lieu
of all other warranties and remedies, whether statutory, expressed or
implied (including warranties of merchantability and fitness for a particular
purpose and warranties arising from the course of dealing or usage of

trade).

STANBIO®
MSDH EKRF

Stanbio is part of the EKF Diagnostics Holdings plc group of companies 15



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A
A.1 Prospective device must be CLIA Waived

The Hemo Control Analyzer is CLIA Waived.

B. General Specifications-Analyzer
B.1 All devices purchased must be new and model currently in production.

Refurbished ar demonstrator units are not acceptable. Instrument name and
model must be listed.

The Hemo Control Analyzer/s to be provided will be new and of current model
year. Hemo Control Analyzer - Model #3040-0010-0218

B.2 The vendor must guarantee manufacturer replacement units for defective
units for first 5 years. Hemo Control Analyzer will be under warranty for 5 years
for replacement from award of Bid.

B.3 All units must include a physical set of operating manual and brochures.
Each Hemo Control Analyzer will include a hard copy of user manual and support
literature.

B.4 All units must include training and education program to all sites as well as
refresher trainings at no cost. Hemo Control training, education and refreshers

to be provided at no cost.
B. 5 Testing sample size must be 10yl or less. Hemo Control Cuvette sample size

is 8uL
B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Hemo Control measuring range

is 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less. The Hemo Control Analyzer
measures hemoglobin and provides a calculated hematocrit. The measuring
time for one sample can be as quick as 25 seconds, if performed correctly, or up
to 60 seconds if performed incorrectly or if the hemoglobin concentration is

high.
B. 8 Unit must provide memory for no less than 100 test results. Hemo Control

Analyzer stores 4000 test results in memory.

B. 9 Unit must include AC adapters and DC battery options. Each Hemao Control
Analyzer includes an AC adapter as well as a built in rechargeable battery good
far up to 100 hours of operation when new and fully charged.

B. 10 Unit must have internal self-check no less than each time unit is powered
on. Hemo Control Analyzer performs a self-test automatically at regular intervals
while the unit is powered on. x

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no
shipping cost. Hemo Control Analyzers will be delivered to the WIC Central
Office in Ridgeland, MS with no charge freight.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. The
Hemo Control Microcuvettes will have 18 months or better dating at time of
shipment.

C.2 Expiration date after opening must be greater than or equal to 90 days.
Hemo Control Analyzer Microcuvettes expire 90 days after opening canister
when following proper storage and handling procedure.

MSDH EKF
16



C. 3 Guaranteed pricing of microcuvette supplies for 5 years. The pricing
submitted for the Hemo Control Microcuvette supplies will be guaranteed for 5
years or term of the Bid, including extensions.

The specifications listed are the minimum required for this RFQ-F Reverse
Auction. They are not intended to limit competition nor specify any particular
bidder/respondent, but to ensure that the MSDH receives a quality product
meeting the needs of the agency.

MSDH EKF
17



Pearson, Kevin

From: Pearson, Kevin

Sent: Tuesday, March 30, 2021 8:06 AM

To: patbreheny@ekfdiagnostics.com

Cc: Nelson, Johnny

Subject: Question

Attachments: RFx 3140002081 Specification Sheet.docx

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with al
specifications as listed in the RFx packet.

Please provide a response for each specification as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank you,

Kevin Pearson

EXHIBIT 5
1



Pearson, Kevin

From: Pearson, Kevin

Sent: Tuesday, March 30, 2021 8:10 AM

To: customerservice@hemocue.com

Cc: Nelson, Johnny

Subject: Questions

Attachments: RFx 3140002081 Specification Sheet.docx

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with all
specifications as listed in the RFx packet.

Please provide a response for each specification, as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021,

Thank You

Kevin Pearson



Pearson, Kevin

Pat Breheny <PatBreheny@ekfdiagnostics.com>

From:

Sent: Thursday, April 1, 2021 5:03 PM

To: Pearson, Kevin

Subject: RE: Question

Attachments: MS RFx 3140002081 Specification Sheet Answered questions 3.31.21.docx
Kevin,

Please see our response to the documented attached for MSDH’s RFx 3140002081 for Hemoglobin items.
Please let me know if you have any further questions.

Thank you,
Pat Breheny

Pat Breheny
Public Health Sales Specialist

Cell: 210-601-5252

Email: patbreheny@ekfdiagnostics.com

i i - -
=g 7~ sTanBIn”® 5‘-}' g

DIAGNOESTICS

1261 North Main Street @ Boerne, TX, USA 73006
Tel: 830.249.0772 » Fax: 830.249.0851 ¢ www.stanbio.com

From: Pearson, Kevin [mailto:Kevin.Pearson@msdh.ms.gov]
Sent: Tuesday, March 30, 2021 8:06 AM

To: Pat Breheny

Cc: Nelson, Johnny

Subject: Question

Thank you for your submitted Response/Quote to MSDH’s RFx 3140002081 for Hemoglobin items.

In reviewing your response, and all info submitted with the response, we have been unable to assure compliance with al

specifications as listed in the RFx packet.
1

EXHIBIT 6



Please provide a response for each specification as listed on the attached specification sheet, and return by email for
further review. Please return the requested information by Friday, April 2, 2021.

Thank you,

Kevin Pearson

lhis message and ail attackments are confidentiai and/or proprietary to the Mississipgi State Department of l4eaith, and may contain sensitive
information, including, but not fimited to, protected health information as defined by the Health insurance Portability and Accountability Act of
1995 (HiPAA]L The information contained 1n and artached to this message is intanded for the exciusive use of the intended recipient, The use,
disclostire, copying or distributicn by any means, to anyone other than the intended recipient without the priar written permission af the
Mississippi State Departrnent of Health, is strictly prahibited. Any such unautharized disclosure, copying or distribution may viclate federal and/or
state privacy [aws, including, but not limited to HiPAA. If you have received this message or any attachments in errar, please nulify the sender hy
replying te the amail or by phone, and delete this message from vour computer without additional disclosure. Thank you for your assistance in the
protection of confidential information



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

A.
A.1 Prospective device must be CLIA Waived

The Hemo Control Analyzer is CLIA Waived.

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production.
Refurbished or demonstrator units are not acceptable. Instrument name and
model must be listed.

The Hemo Control Analyzer/s to be provided will be new and of current model
year. Hemo Control Analyzer - Model #3040-0010-0218

B.2 The vendor must guarantee manufacturer replacement units for defective
units for first 5 years. Hemo Control Analyzer will be under warranty for 5 years
for replacement from award of Bid.

B.3 All units must include a physical set of operating manual and brochures.
Each Hemo Control Analyzer will include a hard copy of user manual and support
literature.

B.4 All units must include training and education program to all sites as well as
refresher trainings at no cost. Hemo Control training, education and refreshers
to be provided at no cost.

B. 5 Testing sample size must be 10l or less. Hemo Control Cuvette sample size
is 8uL.

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Hemo Control measuring range
is 0-25.6 g/dL.

B.7 Measuring time must be 30 seconds or less. The Hemo Control Analyzer
measures hemoglobin and provides a calculated hematocrit. The measuring
time for one sample can be as quick as 25 seconds, if performed correctly, or up
to 60 seconds if performed incorrectly or if the hemoglobin concentration is
high.

B. 8 Unit must provide memory for no less than 100 test results. Hemo Control
Analyzer stores 4000 test results in memory.

B. 9 Unit must include AC adapters and DC battery options. Each Hemo Control
Analyzer includes an AC adapter as well as a built in rechargeable battery good
for up to 100 hours of operation when new and fully charged.

B. 10 Unit must have internal self-check no less than each time unit is powered
on. Hemo Control Analyzer performs a self-test automatically at regular intervals
while the unit is powered on,

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no
shipping cost. Hemo Control Analyzers will be delivered to the WIC Central
Office in Ridgeland, MS with no charge freight.

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. The
Hemo Control Microcuvettes will have 18 months or better dating at time of
shipment,

C.2 Expiration date after opening must be greater than or equal to 90 days.
Hemo Control Analyzer Microcuvettes expire 90 days after opening canister
when following proper storage and handling procedure.



C. 3 Guaranteed pricing of microcuvette supplies for 5 years. The pricing
submitted for the Hemo Control Microcuvette supplies will be guaranteed for 5
years or term of the Bid, including extensions.

The specifications listed are the minimum required for this RFQ-F Reverse
Auction. They are not intended to limit competition nor specify any particular
bidder/respondent, but to ensure that the MSDH receives a quality product
meeting the needs of the agency.



HemoCue Hb 201+ System

Accurate Hemoglobin
results anytime, anywhere.

THEMOCUE
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Hb 201+

€6/

N

Fill the cuvette by placing the
tip of the cuvette in the drop
of blood...

...place the filled cuvette in
the cuvette holder and push
the holder into the measuring
position...

...the result will be displayed
within 15-60 seconds.

—r



Excellent Precision and Accuracy.

Appreciated by users all over the world
for simplicity, speed, and small sample
volume, the HemoCue Hemoglobin testing
systems are the Jong-standing original choice
for lab quality hemoglobin testing at the
point-of-care. The system uses a specially
designed analyzer with specially designed
microcuvettes.

As a hand-held analyzer, the HemoCue
Hb 201+ System offers various features and
benefits. The optimal cuvette packaging allows
the flexibility and mobility for use of the system

anytime, anywhere.

Laboratory precision and accuracy

The accuracy of the Hb 201+ System is
+1.5% when compared to the international
reference method for hemoglobin (the

ICSH method). Many studies also show
excellent correlation with different laboratory
systems. There is no need to recalibrate the
instrument when new batches of cuvettes are
put into use. Additionally, by measuring at
two wavelengths, the system automatically
compensates for turbidity (e.g. high WBC and
lipids) in the sample, improving accuracy.

Lab-Accurate Performance

The HemoCue hemoglobin systems achieve
precision and accuracy matching that of a
central laboratory. We ensure that all products
leaving our production facility meet or
exceed rigorous specifications for: within

lot variation, lot-to-lot variation, calibration,
instrument-to-instrument variation, and total
system variation.

Each of more than 400,0001 cuvettes
produced each day are inspected. Our
analyzers require no recalibration. Throughout
the lifetime of the analyzers, and from one
cuvette lot to the next, HemoCue’s testing
systems remain as accurate as the day they left
the factory.

Microcuvettes

Microcuvettes are packaged either in 4 vials
of 50 or 4 boxes of 25 individually packaged
microcuvettes.

The unique, disposable microcuvette is the heart of the
HemoCue system. The correct volume of blood is drawn into
the cuvette by capillary action, which initiates the reaction.

User friendly and minimal maintenance
The system is easy to learn and easy to use.
After a brief instruction, even non-laboratory
personnel can perform the test safely and
accurately. The analyzer is factory calibrated,
which is automatically verified every time
the instrument is switched on. The “selftest”
eliminates the need for a control cuvette. The
cuvette holder design reduces the need for
cleaning by minimizing the contamination of
the optronic unit.

*Reimbursement
CPT Code 85018QW - $3.46 (national ceiling)

*The CPT Codes provided are for informational purposes only. CPT coding is the sole

responsibility of the billing party.

! This number is refiective of all products.



HemoCue Hb 201+ System Specifications

System

The HemoCue Hb 2017 System consists of two parts: a disposable
microcuvette containing dry reagent and a factory-calibrated analyzer.
The HemoCue Hb 201* Analyzer should only be used with HemoCue
Hb 201 Microcuvettes.

Method

The Hb 201* System uses a modification of Vanzetti's reagents, utilizing
an azidemethemoglobin reaction yielding results within one minute. This
method correlates well with the international reference method for
hemoglobin determination (ICSH).

Analyzer
Measurements are made at two wavelengths, 570 nm for hemoglobin
measurement and 880 nm for turbidity compensation.

Specimen requirement
10 pL of capillary, venous, or arterial blood are needed for the assay.

Results
Results are displayed in g/dL within 15—60 seconds depending on the
hemoglobin concentration.

Measuring range
The measuring range is 0-25.6 g/dL.

Quality control

The HemoCue Hb 201* has an internal electronic “selftest” which
automatically verifies that the optronic unit of the instrument is working
propeily each time the analyzer is switched on and every second hour
thereafter. If additional quality control testing is required for regulatory

reasons, contact HemoCue, Inc. for control information.

Lab Quality At Your Fingertips® @HEMOBUE

A Quest Diagnostics Company
HemoCue, Quest Diagnostics, the associated logos
and all associated HemoCue and Quest Diagnostics . . . .
marks are the tradematks of Quest Diagnosics HemoCue, Inc. » 40 Empire Drive » Lake Forest, Ca.llfornla. 92630
© 2009 HemoCue, Inc. All rights reserved (800) 323-1674 « Fax (800) 333-7043 * www.hemocue.com « www.questdiagnostics.com

LIT1001 090909
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For US and Canadian markets only.
For other markets see last page.

HemoCue® Hb 201 Microcuvettes

The HemoCue Hb 201 Microcuvettes are designed for use with the HemoCue
Hb 201*Analyzer and the HemoCue Hb 201 DM Analyzer (referred to as the HemoCue
Hb 201 Analyzer in this document). HemoCue Hb 201 Microcuvettes are available in
individual packages or in vials. Please read the relevant Operating Manual for proper
use of the system'.

Intended Purpose/Intended Use

Quantitative determination of hemoglobin in capillary, venous and arterial whole
blood, using a specially designed analyzer, the HemoCue Hb 201 Analyzer, and spe-
cially designed microcuvettes, the HemoCue Hb 201 Microcuvettes. HemoCue Hb 201
Microcuvettes are for In Vitro Diagnostic use only. The HemoCue Hb 201 Analyzer is
only to be used with HemoCue Hb 201 Microcuvettes.

IVD Medical Device Directive
The HemoCue Hb 201 Microcuvettes comply with the IVD Medical Device Direc-

tive 98/79/EC and carry the CE mark
Principles of the method/procedure

Principle of the method
The reaction in the microcuvette is a modified azidemethemoglobin reaction. The
erythrocytes are hemolyzed to release the hemoglobin. The hemoglobin is converted
to methemoglobin and then combined with azide to form azidemethemoglobin. The
measurement takes place in the analyzer in which the transmittance is measured and
the absorbance and hemoglobin level is calculated. The absorbance is directly pro-
portional to the hemoglobin concentration.

Principle of the procedure
The system consists of an analyzer together with microcuvettes. The microcuvette
serves both as a pipette and as a measuring cuvette and is for single-use only. A blood
sample of approximately 10 pL is drawn into the cavity by capillary action. The analyzer
measures at two wavelengths in order to compensate for turbidity, and the hemoglobin
level is calculated and presented. The HemoCue Hb 201 system is calibrated against
the international reference method for hemoglobin determination, ICSH? and needs
no further calibration.

Composition

The microcuvette is made of polystyrene plastic. Reagents; <600 pg/g microcuvette
sodium deoxycholate, <300 pg/g microcuvette sodium azide, <300 pg/g microcuvette
sodium nitrite, <350 pg/g microcuvette nonreactive ingredients.

Warning and precautions
The microcuvettes are for In Vitro Diagnostic use only. Always handle blood speci-
mens with care as they may be infectious. Consult local environmental authorities
for proper disposal.
Storage and handling
Use the HemoCue Hb 201 Microcuvettes prior to their expiry date. The expiry date
is printed on each package.

Storage for microcuvettes kept in a vial
The microcuvettes are to be stored at room temperature (15-30 °C, 59-86 °F) and
in a dry place. Once the seal is broken the microcuvettes are stable for three months.
Always keep the vial properly closed.



Storage for individually packaged cuvettes
The microcuvettes are to be stored at room temperature (15-30 °C, 59-86 °F) and
in a dry place.

Specimen collection and preparation

Capillary, venous or arterial blood may be used. Appropriate anticoagulants (e.g.
EDTA or heparin) may be used, preferably in solid form to avoid dilutional effects.
Mix all specimen tubes thoroughly on a mechanical mixer for at least 2 minutes or
invert the tube 8-10 times by hand. Hemoglobin remains unchanged for days, pro-
vided that the blood does not become infected. If the specimen has been stored in
a refrigerator, it will be viscid and should reach room temperature before mixing?.

Directions for use

Materials vequired
* HemoCue Hb 201 Analyzer
* HemoCue Hb 201 Microcuvettes
» Lancet (for capillary samples)
* Pipette or other transfer device (for venous, arterial or control material samples)
* Lint-free wipe (non-fraying)
* Hydrophobic surface (for venous, arterial or control material samples)
Procedure
The operating temperature of the HemoCue Hb 201 system is 15-30 °C (59-86 °F).
Please read the Operating Manual for proper use of the system!. See relevant manu-
al for information on repeat capillary sampling. For further information please con-
tact HemoCue.
1. Optical eye
2. Filling end

Remove the microcuvette from the package. Close the vial. Hold the
microcuvette opposite the filling end and bring into contact with the
specimen, allowing the cavity to fill completely. Always avoid touching
the optical eye. Do not refill the cavity of the microcuvette. Note: The
microcuvette should be filled whitin 3 minutes after the microcuvette
has been taken out of its package.

When collection tubes or control material are used, dispense an aliquot
of the well-mixed specimen onto a hydrophobic surface. Note: The
microcuvette should be filled whitin 3 minutes after the microcuvette
has been taken out of its package.

Wipe off the outside of the microcuvette with a clean lint-free wipe,
being careful not to touch the open end. If air bubbles are seen in the
optical eye of the microcuvette, discard the microcuvette and take anew
sample. Small air bubbles around the edge do not influence the result.

Place the microcuvette into the cuvette holder and start measurement
as soon as possible but no later than 10 minutes after filling the micro-
| cuvette by gently pushing the cuvette holder to its measuring position.
Close the cuvette holder. The measuring time is 15-60 seconds for Hb
values below 20 g/dL. Pull the cuvette holder out to its loading posi-
tion and discard the used microcuvette.

Quality control

The HemoCue Hb 201 Analyzer has an internal electronic selftest. Every time the
analyzer is turned on, it will automatically verify the measurement performance.
This test is performed at regular intervals if the analyzer remains switched on.
Follow local guidelines regarding quality control procedures. If a quality control
test is required by local or other regulations and therefore should be performed,
only use controls recommended by HemoCue. For further information regarding
controls contact HemoCue AB.




Pearson, Kevin

From: Spetz, Mary L <Mary.LSpetz@hemocue.com>

Sent: Wednesday, March 31, 2021 1:08 PM

To: Pearson, Kevin; Nelson, Johnny

Cc: Bellwood, Mark C; Dayton, Sara X

Subject: RFx 3140002081

Attachments: RFx 3140002081 Specification Sheet (Hb301).docx; RFx 3140002081 Specification

Sheet (Hb201+).docx

Hi Kevin-

In response to your request of yesterday, please find a specification sheet for each unit submitted in MSDH-
Rfx#314000208. Please let us know if this meets your expectations, as all supporting documentation was submitted
previously. If this response is not in line with what you are looking for, please make us aware and we will submit

anything additional that you are in need of by Friday April 2.

Please Note: Please reply to my email address, rather than the customerservice@hemocue.com , as that is a generic
email which is not monitored as closely.

warm Regarls,

Marg Spetz

Key Account Representative
S5R5-353-364 8

Mary Lspetz@hemocue.com

o0 Wlemolye

Please be advised that this email may contain confidential information. If you are not the intended recipient, please
notify us by email by replying to the sender and delete this message. The sender disclaims that the content of this email
constitutes an offer to enter into, or the acceptance of, any agreement; provided that the foregoing does not invalidate
the binding effect of any digital or other electronic reproduction of a manual signature that is included in any

attachment.

EXHIBIT 8
1



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

Hb 301

A.
A.1 Prospective device must be CLIA Waived. Yes

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed. Yes

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 years. Yes
B.3 All units must include a physical set of operating manual and brochures. Yes

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost. Yes

B. 5 Testing sample size must be 10pl or less. Yes

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Yes

B.7 Measuring time must be 30 seconds or less. Yes

B. 8 Unit must provide memory for no less than 100 test results. Yes, with included Basic Connect
package.

B. 9 Unit must include AC adapters and DC battery options. Yes

B. 10 Unit must have internal self check no less than each time unit is powered on. Yes

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost. Yes

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. Yes
C.2 Expiration date after opening must be greater than or equal to 90 days. Yes
C. 3 Guaranteed pricing of microcuvette supplies for 5 years. Yes

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensure that the MSDH
recetves a quality product meeting the needs of the agency.



MSDH-RFx # 3140002081 SPECIFICATION SHEET

Hemoglobin Analyzer and Microcuvettes

b 201+

A.
A.1 Prospective device must be CLIA Waived. Yes

B. General Specifications-Analyzer

B.1 All devices purchased must be new and model currently in production. Refurbished or demonstrator
units are not acceptable. Instrument name and model must be listed. Yes

B.2 The vendor must guarantee manufacturer replacement units for defective units for first 5 ycars. Yes
B.3 All units must include a physical set of operating manual and brochures. Yes

B.4 All units must include training and education program to all sites as well as refresher trainings at no
cost. Yes

B. 5 Testing sample size must be 10ul or fess. Yes

B. 6 Measuring range must be Hgb: 0-25.6 g/dL. Yes

B.7 Measuring time must be 30 seconds or less. No

B. 8 Unit must provide memory for no less than 100 test results. Yes, with included Basic Connect
package.

B. 9 Unit must include AC adapters and DC battery options. Yes

B. 10 Unit must have intemal self check no less than each time unit is powered on. Yes

B. 11 Units will be delivered to WIC Central Office, Ridgeland, MS with no shipping cost. Yes

C. General Specifications-Microcuvettes

C.1 Expiration date at time of shipment must be greater than 18 months. Yes
C.2 Expiration date after opening must be greater than or equal to 90 days. Yes
C. 3 Guaranteed pricing of microcuvette supplies for 5 yeats. Yes

The specifications listed are the minimum required for this RFQ-F Reverse Auction. They are not
intended to limit competition nor specify any particular bidder/respondent, but to ensute that the MSDH

receives a quality product meeting the needs of the agency.



Order Granting Protest
In Part

In the matter of the Mississippi State
Department of Health

RFX Number: 3140002081
Contract Number 8200056689
Date Signed: 10/21/2021



BEFORE THE PUBLIC PROCUREMENT REVIEW BOARD

IN THE MATTER OF THE MISSISSIPPI STATE DEPARTMENT OF HEALTH

RFX Number: 3140002081

Contract Number: 8200056689

REQUEST FOR QUOTES AND REVERSE AUCTION FOR HEMOGLOBIN ANALYZERS AND
MICROCUVETTES

ORDER GRANTING PROTEST IN PART

THIS MATTER, HemoCue America’s ("HemoCue”) protest of the Mississippi State
Department of Health’s (‘MSDH") Intent to Award a contract to EKF Diagnostics, Inc. (“EKF") as
a result of the MSDH Request for Quotes (“RFQ”) and Reverse Auction for hemoglobin analyzers
and microcuvettes, came on to be administratively reviewed and heard September 9, 2021, at a
Special Called Meeting of the Public Procurement Review Board (“PPRB”) pursuant to Rule 6.204
“Protest of Solicitation or Awards”' of the PPRB Office of Purchasing, Travel and Fleet
Management (OPTFM) Procurement Manual. This Decision is based on evidence presented for
the record including oral arguments and the written pleadings referenced below:

1) April 26, 2021 HemoCue's Protest,

2) June 22, 2021 MSDH's Protest Decision,

3) July 1, 2021 HemoCue’s Appeal of Protest Decision, and
4) July 30, 2021 EKF’s Response ta Appeal.

Board Members Billy Morehead (Chair), Norman McLeod (Interim Vice Chair), Rita Wray,
David Russell and ex officio nonvoting member Liz Weich, met via video conference establishing
a proper quorum throughout the proceedings. Counsel appearing via video conference on behalf
of HemoCue were Orlando “Rod” Richmond, Mark Garriga, Hunter Bennett, and Evan Sherwood.
Appearing via video conference on behalf of MSDH were Special Assistant Attorney General,
LaTeshya Martin, Director of Procurement, Jennifer Dotson, Project Director, Kevin Pearson,
Chief Finance Officer, Sharon Dowdy, Procurement Coordinator, Teselyn Funches, and Director
of Public Health Nursing, Laura Tucker. Appearing via video conference on behalf of EKF were
Pat Breheny, Public Health Sales Specialist, Jami Meeks, Vice President of Strategic Business
Development, and as counsel were John Lassiter and Josh Stover. Oral arguments were
presented by counsel and representatives for all parties.

After having considered the written submissions and oral arguments in support of and in
opposition to the Protest, and being fully advised of the premises, this Board finds that MSDH’s
determination that the EKF product met the procurement’s specifications was not in accordance
with the terms and conditions of the solicitation.

1Unless indicated otherwise, all references to rules and regulations are to the PPRB’s Office of Purchasing, Travel
and Fleet Management (OPTFM) Procurement Manual.
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STANDARD OF REVIEW

Appeals of agency protest decisions before the PPRB are reviewed de novo.? Pursuant
to Rule 6.204(3), the PPRB must decide “whether the solicitation or award was in accordance
with the Constitution, statutes, regulations, and the terms and conditions of the solicitation.”

DISCUSSION

MSDH issued a solicitation for hemogiobin analyzers and microcuvettes and received two
responses from HemoCue and one from EKF. After reviewing all three submissions, the agency
sent both respondents the list of specifications and asked that they “provide a response for each
specification....”® Based on the responses provided, MSDH determined HemoCue's Model Hb
301 and EKF’s Hemo Control Analyzer Model # 3040-0010-0218 both met the specifications, but
rejected HemoCue's Model Hb 201+. HemoCue's arguments focus on the responses to
specification B.7 which stated, “Measuring time must be 30 seconds or less."”* HMHemoCue
references the B.7 requirement and argues, “[t]here was no exception to that requirement for
samples with high concentrations of hemoglobin.”® HemoCue references EKF's April 1, 2021
response to MSDH, and reasons “that its [EKF] analyzer will take as long as one minute - i.e.,
100% longer than the solicitation allows — to measure samples with high hemoglobin levels."®
HemoCue argues, EKF “stated only that the measurement time ‘can be...as quick as 25 seconds’
— indicating that it can also take longer to measure such samples in some instances."” HemoCue
points to EKF’s “qualifier on its measurement times” to argue that “even the possibility of meeting
the 30-seconds or less requirement depends on the measurement being “performed correctly.”®

MSDH did not respond to HemoCue's Appeal of its Protest Decision, however it argued in
response to the initial protest, “[t]he decision regarding responsiveness of each product submitted
was based on certifications and clarifications provided by each vendor.”® The agency's decision
referenced the March 31, 2021 email sent to both vendors and argues its representative
“proactively requested additional information from each vendor.”'® MSDH points to EKF’s April
1, 2021 response and maintains, “[a]fter consideration of EKF's statement, MSDH determined the
EKF product met MSDH specifications.”"?

Pursuant to Rule 3.106.13.1, “the contract is to be awarded to the lowest and best
responsible/responsive bidder whose bid meets the requirements and criteria set forth in the
Invitation for Bids ... [the IFB] shall set forth the requirements and criteria which will be used ...
No bid shall be evaluated for any requirement or criterion not disclosed in the [IFB].” In this
instance, MSDH's March 31, 2021 request sent to both vendors was an attempt by the agency to

2 PPRB OPTFM Procurement Manual Rule 6.204(3)

3 See 3-31-21 MSDH emails to both HemoCue and EKF
4 See RFQ 3140002081 Specification Sheet

5 See HemoCue Appeal, Paragraph 1l

5/d.,, Paragraph V

7d.

& ld.

% See MSDH Protest Decision, page 2

044, page 3

144,
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certify that each device met the bid’'s specifications. In response to B.7, HemoCue answered in
the affirmative for the Hb 301 model and in the negative for the Hb 201+ model. EKF’s response
is an explanation of the device’s ability to meet the required specification in certain instances. In
response to the B.7 specification, EKF stated, “...The measuring time for one sample can be as
quick as 25 seconds, if performed correctly, or up to 60 seconds if performed incorrectly or if the
hemoglobin concentration is high.”'? (emphasis added).

Pursuant to rule 3.101.01(6), a responsive bid is one which “conforms in all material
respects to the Invitation for Bids.” MSDH’s Specification Sheet stated that “Measuring time must
be 30 seconds or less” and that “the specifications listed are the minimum required ..." (emphasis
added).” Additionally, in the Questions and Answers document posted as Amendment #3 to RFx
Number 3140002081, MSDH affirmed that the specifications are “mandatory.” EKF's qualifying
statement regarding its product’s capabilities is nonresponsive on its face, and inconsistent with
the agency’s three (3) statements above regarding the requirements. Accordingly, this Board
finds the agency's determination that EKF’'s model met its specification was not in accordance
with the terms of the solicitation.

This Board finds the agency shall either award a contract to HemoCue for the 301 product
or cancel this solicitation and reissue it after careful research of the product and revisions to
specifications to clarify the minimum requirements. Specifically, if the agency chooses to reissue
the solicitation, it shall determine whether the B.7 requirement for “measuring time" to be “30
seconds or less,” is truly a requirement or whether there are acceptable qualifiers.

Because this Board finds the issue of responsiveness to the solicitation dispositive, this
Order does not address arguments regarding the alleged disparate treatment of the respondents
during the prequalification phase of the solicitation.

NOW THEREFORE,

IT 1S ORDERED, that HemoCue’s Protest of MSDH's Intent to Award to EKF is hereby
granted in part. The Mississippi State Department of Health is directed to either award a contract
to HemoCue for the 301 product or reissue this procurement as directed herein.

IT 1S FURTHER ORDERED that the stay pursuant to Rules 6.101(5) and 6.101.05 lifted
when this Board approved a finding in favor of HemoCue.

S0 ORDERED, this the 215}- day of OW 2021.
WMﬁMM

Billy Morehead, PPRB CHAIR

12 1d,
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