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COUNTY OF HENRICO
DEPARTMENT OF FINANCE
PURCHASING DIVISION
CONTRACT EXTRACT
NOTICE OF AWARD/RENEWAL
DATE:

July 11, 2020

CONTRACT COMMODITY/SERVICE:

Health Diagnostic Testing Services

(include contracting entity if cooperative)

CONTRACT NUMBER:

2008B

COMMODITY CODE:

948.48

CONTRACT PERIOD:

July 11, 2020 through July 10, 2021
Four one-year renewal options remaining through
2025

RENEWAL OPTIONS:
USER DEPARTMENT:

County/HCPS

Contact Name: Tony McDowell
Phone Number: 804-501-7580
Email Address: tony.mcdowell@henrico.us
HENRICO COOPERATIVE TERMS
INCLUDED:
SUPPLIER:

Yes

Name: Virginia Urgent Care Specialists (dba BetterMed

ORACLE SUPPLIER NUMBER:

Urgent Care)
3200 Rockbridge Street, Suite 103
Richmond, VA 23230
Mark Johnson
804-787-0530
m.johnson@bettermedcare.com
408728

BUSINESS CATEGORY:

Small Business

PAYMENT TERMS:

Net 30

DELIVERY:

As Required

FOB:

Destination

Address:
City, State:
Contact Name:
Phone Number:
Email address:

BUYER:

Name:
Title:
Phone:
Email:

Oscar Knott, CPP, CPPO, VCO
Purchasing Director
804-501-5649
kno008@henrico.us

This contract is the result of a competitive solicitation issued by the Department of Finance, Purchasing Division. A
requisition must be generated for all purchases made against this contract and the requisition must reference the contract
number.
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I.

INTRODUCTION
A. Purpose.
The County of Henrico, Virginia (the “County”) is seeking proposals from qualified and
experienced offerors to establish contract(s) for health diagnostic testing services on
an if and when needed basis as described in Section II – Scope of Services.
B. Background.
The County is located within the greater Richmond, Virginia metropolitan area and
covers approximately 245 square miles. The County is geographically diverse, having
highly developed urban and suburban areas, as well as undeveloped agricultural and
forest land. The County has a culturally diverse population of approximately 335,000,
consisting of a132,400 households.
On March 13, 2020, the County declared a state of emergency due to the COVID-19
pandemic. Although government and private entities in the Commonwealth have
administered thousands of screening and diagnostic tests to respond to the pandemic,
the County seeks proposals for additional testing.

II.

SCOPE OF SERVICES
A. General Requirements.
Each Successful Offeror must provide, on an if and when-needed basis, screening
and diagnostic testing services for the detection of COVID-19 antibodies, antigens,
and/or genetic material. Each Successful Offeror must obtain and use test kits and
supplies necessary to administer tests that have either been approved for SARS-CoV2 virus (the virus that causes COVID-19) and/or antibody detection by the Food and
Drug Administration (“FDA”) or have received Emergency Use Authorization from the
FDA. Prior to beginning testing services, each Successful Offeror must provide written
certification from each external lab and entity that will analyze test samples and report
the results. The certification shall minimally state that the external lab or entity has the
supplies, equipment, personnel, and experience to perform the necessary analysis
and reporting for each test in accordance with the manufacturer’s specifications, FDA
requirements, and requirements of the Commonwealth of Virginia in effect at the time
of the test analysis and reporting services.
B. Testing Situations.
Each Successful Offeror must provide a turn-key setup for COVID-19 testing in one,
two, or three different situations, depending on the contract:
1. Individual testing of persons referred by the County, health care providers
authorized by the County, and other governmental entities to the Successful
Offeror’s facility for testing on an as-needed basis throughout the contract period;
2. Onsite group testing to deal with outbreaks at a specific location (e.g., nursing
home or assisted living facility); and
3. Drive-through or similar mass testing of (a) persons referred by the County, health
care providers authorized by the County, and other governmental entities
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authorized by the County, and (b) members of the general public if there is
widespread contagion of large numbers of the public.
Offerors may propose to provide services in one, two or all three testing situations.
C. Testing Methods.
Each Successful Offeror must administer tests and obtain laboratory analysis of
samples in accordance with current manufacturer specifications, Center for Disease
Control (“CDC”), FDA, Occupational Safety and Health Administration (“OSHA”), and
other federal, state and local requirements at the time of the test. Tests may include,
but are not limited to, virus detection tests, antigen detection tests, antibody blood
tests, and other molecular assays. The County and Successful Offeror must agree on
the tests to be administered. Only testing supplies, technologies, and platforms that
have received FDA Emergency Use Authorization or full FDA approval may be used.
D. Registration of Patients.
Each Successful Offeror must provide procedures for testing of County employees
that require advance registration and approval by the County for testing of the
employee. During registration, in addition to the standard identifying registration
information, the Successful Offeror must collect patient demographics, symptoms, and
any other information that may be requested or required for reporting by the Virginia
Department of Health (“VDH”), CDC, etc. The information must also include the
patient’s consent, HIPAA consent, insurance coverage, and where pertinent, travel
history and health history.
E. Reporting of Results.
When a test provides rapid results, each Successful Offeror must provide rapid
notification of test results to the patient, both orally and by text or email, and printed
results if requested by the patient. Each Successful Offeror must provide up to date
information for the patient to better understand the test results, including access or
referral to a medical professional for consultation about the test results. Additionally,
each Successful Offeror must provide daily reports to the County providing individual
and group data, analytics, and trends, and shall provide timely and appropriate
notification to VDH in an appropriate format.
F. Coordination with Henrico County Employee Health Services (“EHS”).
Each Successful Offeror must coordinate with EHS for the sharing of data and
continuity of patient care for County employees regardless of whether the test results
indicate the need for follow-up services or not.
G. Billing and Medical Records Requirements.
Each Successful Offeror’s proposal must address billing of medical insurance
providers, Medicare, or Medicaid for persons with coverage who are tested. All billing,
testing, and other records or documents of the Successful Offeror for its services shall
be the property of the Successful Offeror which shall be treated as confidential.
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Exhibit A

BetterMed Urgent Care
p.gazoni@bettermedcare.com
3200 Rockbridge Street, Suite 103
Richmond, VA 23230
6/29/2020
Mr Knott
Purchasing Director, Department of Finance
County of Henrico
8600 Staples Mill Road
Henrico, VA 23273-0775
Dear Mr Knott:
Thank for the time and opportunity to address the questions/items generated from our recent
oral presentation of our proposal for RFP No. 20-2008 5JOK, Health Diagnostic Testing Services.
Please see responses to items reflecting your email dated June 26, 2020.

1. For the mass testing option, please describe in as much detail as possible what the
arrangements would look like to achieve the max of 700 per day. To include equipment that
would be deployed, number of staff and their roles/training/qualifications, etc.
a. The physical space will need to be 7,000-10,000 square feet, either indoors or if
outdoors, requiring protection from the weather. The space would then be
subdivided into lanes. There will be lanes for PCR only and lanes for PCR plus
antibody. If the patient is there only for antibody, the PCR plus antibody lane will be
able to accommodate. The partition of the lanes can be achieved via temporary
curtains or the like. Each lane would be staffed by one registration person obtaining
subject demographic and generating a label either one or two labels depending on
whether only PCR sample is obtained or PCR plus antibody testing. The subject then
proceeds to the PCR collector. The collector confirms the subject name, affixes the
label to the collection tube, obtains the sample. The sample is then ready to be
batched with other collected PCR tests. IF, antibody testing is required, then the
subject also has blood drawn, blood tube labeled, possibly centrifuged (depending
on testing company used), and appropriately stored. At the end of the lane, the
subject is provided with a handout on the test(s) that were performed. Equipment
required includes tables and chairs at each segment of the lane. Registration
personnel will have gloves and surgical mask. The PCR sample collector will be
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2.

3.
4.

5.
6.

dressed in gown, N95 or equal rated mask, eye protection, and gloves. The
additional blood collector will be in surgical mask, eye protection and gloves. The
PCR collector will be a medical assistant. The blood collector will be medical
assistant or phlebotomist. Registration will have one laptop style computer and
scanner along with a label generator. There will also be blood vacutainers and a
refrigerator to appropriately store the collected blood tubes
For the mass testing option, confirm whether the price includes any costs that BetterMed
might have incur in order to rent the real estate (i.e., parking lot on private property) – OR
does BetterMed expect Henrico County to provide the real estate for the mass testing stie?
a. For the mass testing, the price proposed does not include costs to rent real estate.
BetterMed proposes that Henrico County procures real estate that the County has
ready access to, such as government buildings, or public schools. These facilities and
this arrangement would provide rapid mobilization of the testing event.
In all scenarios, does BetterMed provide PPE for its employees and representatives? Yes.
In addition to identifying the time and date of the appointment, will BetterMed provide a
registration system that links each patient to his or her sponsoring organization? Yes, we
can coordinate with the sponsoring organization. We propose that a list of all sponsoring
organizations and their respective employees be provided to a BetterMed account
representative, facilitating linking of patients and testing resulting.
Will BetterMed provide a subject matter expert to make modifications to the registration
system as needed? Yes.
Please provide evidence of the 100% sensitivity and 100% specificity for the PCR testing
noted in your proposal (p.15).
a. Please see table below. This table is HIGHLY COFIDENTIAL, as per NEXT Molecular
Labs and should not be disseminated outside of this proposal
Method
Matrix

Reference Standards
Test Samples

Accuracy
Repeatability
Reproducibility
Specificity
Sensitivity

Respiratory TAC Testing
Qiagen QIAamp MinElute Viral
Extracts of human nasopharyngeal
swabs
2019-nCoV RNA
Previously extracted clinical
extracts, ZeptoMetrix control
extracts
Results:
60/60 – 100%
10/10 – 100%
10/10 – 100%
14/14 – 100%
1 copy
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7. Please elaborate on the 150 per day testing capability for onsite group testing – specifically,
what are the limiting factors which bring this down from the 700 per 8 hour day mentioned in
reference to the PCR tests in general (p.15)
a. Onsite testing, for example at a nursing home, may present more challenges in
obtaining sample in population not readily mobile, however, the number tested can be
increased depending on demand. Our interpretation of onsite acute testing was a
nursing home. We can, in retrospect, increase testing volume, similar to the weekly
testing of Greater Richmond Transportation System (GRTC) employees, where testing
volumes can change from 50 to 150. All to say that we are flexible and adaptable to the
numbers of patients that need to be tested for targeted onsite testing.
8. Please provide the cost per person for individual testing solution with PCR only, and PCR plus
antibody but without antigen.
a. The cost per person for individual testing solution PCR testing only is $125. The cost of
the PCR plus antibody without antigen is $200
9. Confirm the feasibility of performing antibody testing with lateral flow device (LFD) at 700/day?
LFDs are not for high throughput.
a. You are correct that it is very difficult to do mass antibody testing and after careful
review of current methods of collecting and processing these tests, 700/day may not
currently be feasible and a more realistic number is 160 per 8 hour testing session. This
change comes from the nearly weekly change in antibody testing recommendation,
collection and processing methods. We have come to learn in the last week that our lab
partner Next Molecular Laboratories will be conducting validation studies on their
antibody test. Should they be successful and able to process at tests at high numbers,
numbers higher than 160 maybe possible (they may have the capacity to process 2000
per day), especially since we would collect and Next would process. Overall, antibody
testing initially started based on fingerstick testing for blood and processing the
specimens for onsite resulting thus providing for higher testing numbers, however, over
the last several weeks as more testing companies have come online, new methods have
been proposed and old methods have been refined and altered. Autobio currently
requires serum or plasma sample to be obtained and then processed. This is more labor
intensive on the collection side and on the processing side, decreasing the projected
number of tests available to be processed per day. A newer FDA EUA company, Healgen
requires whole blood, same collection process, however, slightly easier processing of
the test. In summary, given that the testing methods are very fluid, testing volumes may
be will vary depending on test used.
10. Confirm alternative testing laboratory for antibody testing if surge testing is needed.
a. Noted in 9a above.
11. For large testing events, are patient called individually with results? Yes this can be an option on
reporting.
12. Confirm electronic reporting process to VDH are in place if not using an alternative laboratory
that does not have electronic reporting capabilities.
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a. Electronic reporting to VDH is in place when using Next Molecular Lab. If an alternative
lab is needed, then LabCorp will be used. They too have electronic reporting capabilities.
13. Provide validation data for on-site testing and off-site testing laboratories.
a. See answer 6a above for off-site validation data for Next Molecular Lab. We do not
propose any on-site laboratory option.
b. Validation Data for Healgen:
i. Clinical Evaluation
1. Positive Percent Agreement (PPA): IgG 96.7%;IgM 86.7%; Overall: 96.7%
2. Negative Percent Agreement (NPA): IgG 98.0%;IgM99.0%; Overall:
97.0%
ii. Clinical Agreement with Characterized Sample
1. Sensitivity: IgG 96.7%; IgM 100%; Combined: 100%
2. Specificity: IgG 97.5%; IgM 100%; Combined: 97.5%
c. Validation Data for Autobio:
i. Please see attachment with data

In addition to the questions and answers noted above, the following were items identified during
the oral presentation and not covered previously:
1. Why antigen instead of PCR in individual testing given PCR is more reliable?
a. We are flexible. We proposed antigen for rapid turnaround. In addition as the
antigen test is used more widely, we can better gauge its reliability in the hopes that
it can provide reliable tests faster. We can use PCR instead in the individual testing
option should the County require. We propose $125.00 for the PCR testing in the
individual testing situation.
2. Assuming 700/day mass testing, will PCR results turnaround still be in the 48 hour range?
Yes, Next Lab has turned around 1,400 tests for us in 48 hours.
3. Henrico is taking lead on the COVID-19 procurement contract. This contract will likely serve
as basis for use by other public bodies. Is BetterMed prepared to offer testing for Charlotte
municipalities, referred to as “cooperative procurement”. Is BetterMed interested in
expanded work? Is BetterMed capable of delivering solutions to other parts of the state?
a. Yes, we can offer testing to other municipalities and we are interested in expanded
work. Geographically, delivering similar solutions will be a challenge, however, we
are up for it.
4. Related to immediate point above, is proposed pricing the same?
a. General outline of the pricing will be the same, however, distance from BetterMed’s
central hub will likely increase fees and without knowing location, pricing will be
difficult to accurately determine.
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5. Resumes of site and executive leaders are being gathered and will be provided

6. List of all 10 sites in Virginia
a. 5215 West Broad Street, Richmond, VA 23230
b. 6296 Mechanicsville Turnpike, Mechanicsville, VA 23111
c. 12214 West Broad Street, Richmond, VA 23233
d. 1380 N. Parham Road, Richmond, VA 23229
e. 6100 Harbourside Centre Loop, Midlothian, VA 23112
f. 11380 Iron Creek Road, Chester VA 23831
g. 4600 Puddledock Road, Prince George, VA 23875
h. 300 N. Washington Hwy, Ashland, VA 23005
i. 10004 Southpoint Pkwy, Fredericksburg, VA 22407
j. 4901 Plank Road, Fredericksburg, VA 22407

Respectfully,
Paulo Gazoni
BetterMed Urgent Care
p.gazoni@bettermedcare.com
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Accuracy of the Anti-SARS-VoV-2 Rapid Test Kit
All testing was compared to RT-PCR tests performed from naso- or oropharyngeal swabs specimens.
Table 8: SARS-CoV-2 IgM Positive results of three disease periods from symptom onset
Disease period
Samples No. of
No. of positive
Clinical
95%CI
(days)
PCR positive
results by Autobio
Sensitivity
37.25%
23.99%~50.52%
≤7
51
19
8-14

52

≥15

302

38
289

73.08%

61.02%~85.13%

95.70%

93.41%~97.98%

Table 9: SARS-CoV-2 IgG Positive results of three disease periods from symptom onset
Disease period
Samples No. of
No. of positive
Clinical
95%CI
(days)
PCR positive
results by Autobio
Sensitivity
51
16
31.37%
18.64%~44.11%
≤7
52
34
65.38%
52.45%~78.32%
8-14
≥15

302

299

99.01%

97.89%~100.13%

Table 6: Results of IgM Clinical Sensitivity and Specificity – for all time periods from symptom onset
Evaluation reagent

Autobio

PCR

Total

Positive

Negative

Positive

346

1

347

Negative

59

311

370

405

312

717

Total
IgM Clinical Sensitivity

85.43% (95%CI：82.00%-88.87%)

IgM Clinical Specificity

99.68% (95%CI：99.05%-100.31%)

Table 7: Results of IgG Clinical Sensitivity and Specificity – for all time periods from symptom onset
Evaluation reagent
Autobio

PCR

Total

Positive

Negative

Positive

349

2

351

Negative

56

310

366

405

312

717

Total
IgG Clinical Sensitivity

86.17% (95%CI：82.81%-89.53%)

IgG Clinical Specificity

99.36% (95%CI：98.47%-100.24%)

May 29, 2020

Jinjie Hu, Ph.D.
Axteria BioMed Consulting Inc.
Representing: Healgen Scientific LLC
8040 Cobble Creek Circle
Potomac, MD 20854

Device:

COVID-19 IgG/IgM Rapid Test Cassette (Whole
Blood/Serum/Plasma)

Company:

Healgen Scientific LLC

Indication:

Qualitative detection and differentiation of IgM and IgG antibodies
against SARS-CoV-2 in human venous whole blood, plasma (Li+heparin, K2-EDTA and sodium-citrate), and serum. Intended for
use as an aid in identifying individuals with an adaptive immune
response to SARS-CoV-2, indicating recent or prior infection.
Emergency use of this test is limited to authorized laboratories.

Authorized Laboratories:

Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. 263a, to perform
moderate or high complexity tests.

Dear Dr. Hu:
This letter is in response to your1 request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of your product,2 pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).
On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.
Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in

1

For ease of reference, this letter will use the term “you” and related terms to refer to Healgen Scientific LLC
For ease of reference, this letter will use the term “your product” to refer to the COVID-19 IgG/IgM Rapid Test
Cassette (Whole Blood/Serum/Plasma) for the indication identified above.
2
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vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564(a) of the Act.3
Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, I am authorizing the emergency use of your product, described in the Scope of
Authorization of this letter (Section II), subject to the terms of this authorization.
I. Criteria for Issuance of Authorization
I have concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because I have concluded that:
1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
including severe respiratory illness, to humans infected by this virus;
2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing recent or prior infection with SARSCoV-2 by identifying individuals with an adaptive immune response to the virus that
causes COVID-19, and that the known and potential benefits of your product when used
for such use, outweigh the known and potential risks of your product; and
3. There is no adequate, approved, and available alternative to the emergency use of your
product. 4
II. Scope of Authorization
I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.
Authorized Product Details
Your product is a qualitative test for the detection and differentiation of IgM and IgG antibodies
against SARS-CoV-2 in venous whole blood, plasma (Li+-heparin, K2-EDTA and sodiumcitrate), and serum. The product is intended for use as an aid in identifying individuals with an
adaptive immune response to SARS-CoV-2, indicating recent or prior infection. At this time, it is
unknown for how long antibodies persist following infection and if the presence of antibodies
confers protective immunity.
To use your product, the device cassette, specimen, and sample buffer are allowed to equilibrate
to room temperature. Serum and plasma (5 µL) or one drop of venous whole blood (10 µL) is
transferred to the specimen well. Then 2 drops of sample buffer are added to the buffer well.
Wait for 10 minutes and read the test results. Results are not to be read after 15 minutes. An IgM
Positive Result occurs when a colored line appears at the M Test Line (M) region and the colored
3

U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. 85 FR 7316 (February 7, 2020).
4
No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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line changes from blue to red in the Control Line (C); this indicates that IgM against SARSCoV-2 is present. An IgG Positive Result occurs when a colored line appears at the G Test Line
(G) region and the colored line changes from blue to red in the Control Line (C); this indicates
that IgG against SARS-CoV-2 is present. A positive result for IgM and IgG occurs when colored
lines occur at both M and G as well as the change in color at C. A Negative Result occurs when
the change in color occurs at C only and indicates that IgM and IgG antibodies against SARSCoV-2 were not detected. An Invalid Result occurs when the line at C remains completely or
partially blue and fails to completely change to red; the test should then be repeated.
Your product requires the following internal control, that is processed along with the specimen
on the device cassette. The internal control listed below must generate expected results in order
for a test to be considered valid, as outlined in the Instructions for Use.
·

Internal Control – The C line color change from blue to red should appear for every
test and checks that flow of reagents is satisfactory.

You also recommend use of external positive and negative controls, or other authorized controls,
to be run as outlined in the Instructions for Use. Your product also requires the use of additional
authorized materials and authorized ancillary reagents that are not included with your product
and are described in the Instructions for Use.
The above described product is authorized to be accompanied with labeling entitled “COVID-19
IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) Instructions for Use” (available at
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-useauthorizations), and the following product-specific information pertaining to the emergency use,
which is required to be made available to healthcare providers and recipients:
·
·

Fact Sheet for Healthcare Providers: COVID-19 IgG/IgM Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Fact Sheet for Recipients: COVID-19 IgG/IgM Rapid Test Cassette (Whole
Blood/Serum/Plasma)

The above described product, when accompanied by the Instructions for Use (identified above)
and the two Fact Sheets (collectively referenced as “authorized labeling”) is authorized to be
distributed to and used by authorized laboratories under this EUA, despite the fact that it does
not meet certain requirements otherwise required by applicable federal law.
I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your authorized product, when used to diagnose recent or
prior infection with SARS-CoV-2 by identifying individuals with an adaptive immune response
to the virus and used consistently with the Scope of Authorization of this letter (Section II),
outweigh the known and potential risks of your product.
I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that your product may be effective in
diagnosing recent or prior infection with SARS-CoV-2 by identifying individuals with an
adaptive immune response to the virus that causes COVID-19, when used consistently with the
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Scope of Authorization of this letter (Section II), pursuant to Section 564(c)(2)(A) of the Act.
FDA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section I above, and concludes that your product (as
described in the Scope of Authorization of this letter (Section II)) meets the criteria set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.
The emergency use of your product under this EUA must be consistent with, and may not
exceed, the terms of this letter, including the Scope of Authorization (Section II) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C)
described above and the Secretary of HHS’s corresponding declaration under Section 564(b)(1),
your product is authorized for the indication above.
III. Waiver of Certain Requirements
I am waiving the following requirements for your product during the duration of this EUA:
·

Current good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufacture, packaging,
labeling, storage, and distribution of your product but excluding Subpart H (Acceptance
Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart I (Nonconforming Product, 21
CFR 820.90), and Subpart O (Statistical Techniques, 21 CFR 820.250).

IV. Conditions of Authorization
Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:
Healgen Scientific LLC (You) and Authorized Distributor(s)5
A. Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate directions
for use (21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); appropriate limitations on
the use of the device including information required under 21 CFR 809.10(a)(4); and any
available information regarding performance of the device, including requirements under
21 CFR 809.10(b)(12).
B. You and authorized distributor(s) will make your product available with the authorized
labeling to authorized laboratories. You may request changes to the authorized
labeling. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.
C. You and authorized distributor(s) will make available on your website(s) the Fact
5

“Authorized Distributor(s)” are identified by you, Healgen Scientific LLC, in your EUA submission as an entity
allowed to distribute your device.
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Sheet for Healthcare Providers and the Fact Sheet for Recipients.
D. You and authorized distributor(s) will inform authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made to your product and authorized labeling.
E. Through a process of inventory control, you and authorized distributor(s) will maintain
records of the authorized laboratories to which they distribute the test and number of tests
they distribute.
F. You and authorized distributor(s) will collect information on the performance of your
product. You will report to FDA any suspected occurrence of false positive and false
negative results and significant deviations from the established performance
characteristics of the product of which you become aware.
G. You and authorized distributor(s) are authorized to make available additional
information relating to the emergency use of your product that is consistent with, and
does not exceed, the terms of this letter of authorization.
H. You and authorized distributor(s) will make available your SARS-CoV-2 IgM and IgG
Positive Control(s) and a Negative Control by June 26, 2020, and, when available,
refer to condition T.
Healgen Scientific LLC (You)
I. You will notify FDA of any authorized distributor(s) of your product, including the
name, address, and phone number of any authorized distributor(s).
J. You will provide authorized distributor(s) with a copy of this EUA and communicate to
authorized distributor(s) any subsequent amendments that might be made to this EUA
and its authorized accompanying materials (e.g., Fact Sheets).
K. You may request to make available additional authorized labeling specific to an
authorized distributor. Such additional labeling may use another name for the product,
but otherwise must be consistent with the authorized labeling, and not exceed the terms
of authorization of this letter. Such requests will be made in consultation with, and
require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
L. You will comply with the following requirements under FDA regulations: acceptance
activities (21 CFR 820.80 and 21 CFR 820.86), nonconforming product (21 CFR
820.90), and statistical techniques (21 CFR 820.250).
M. You may request changes to the Scope of Authorization (Section II in this letter) of your
product. Such requests will be made in consultation with DMD/OHT7OIR/OPEQ/CDRH, and require concurrence of, Office of Counterterrorism and
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Emerging Threats (OCET)/Office of the Chief Scientist (OCS)/Office of the
Commissioner (OC) and DMD/OHT7-OIR/OPEQ/CDRH.
N. You may request the addition of other ancillary methods for use with your product. Such
requests will be made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
O. You may request the addition of other specimen types for use with your product. Such
requests will be made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
P. You may request the addition and/or substitution of control materials for use with your
product. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.
Q. You may request substitution for or changes to the authorized materials used in the
detection process of human antibodies against SARS-CoV-2. Such requests will be
made in consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
R. You will evaluate the performance and assess traceability6 of your product with any
FDA-recommended reference material(s) or established panel(s) of characterized
clinical specimens. After submission to FDA and DMD/OHT7-OIR/OPEQ/CDRH’s
review of and concurrence with the data, you will update your labeling to reflect the
additional testing. Such labeling updates will be made in consultation with, and require
concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
S. You will track adverse events, including any occurrence of false results and report to
FDA under 21 CFR Part 803.
T. You recommend use of external positive and negative controls, to be run as outlined in
the Instructions for Use. You will develop SARS-CoV-2 IgM and IgG Positive
Control(s) and a Negative Control and submit data demonstrating reactivity levels
sufficient to serve as proper control for the performance of your product. After
submission to FDA and DMD/OHT7-OIR/OPEQ/CDRH’s review of and concurrence,
you will update your labeling with the information on these external controls by June 26,
2020.
U. You must have lot release procedures and the lot release procedures, including the study
design and statistical power, must assure that the tests released for distribution have the
clinical and analytical performance claimed in the authorized labeling.
V. Within 48 hours following authorization, you must submit lot release procedures to
FDA, including sampling protocols, testing protocols, and acceptance criteria, that you
use to release lots of your product for distribution in the US.
6

Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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W. If requested by FDA, manufacturers will periodically submit new lots for testing at the
National Cancer Institute (NCI), or by another government agency designated by FDA,
to confirm continued performance characteristics across lots. In addition, FDA may
request records regarding lot release data for tests to be distributed or already
distributed. If such lot release data are requested by FDA, you must provide it within 48
hours of the request.
X. You will complete the agreed upon real-time stability study for your product. After
submission to FDA and DMD/OHT7-OIR/OPEQ/CDRH’s review of and concurrence
with the data, you will update your product labeling to reflect the additional testing.
Such labeling updates will be made in consultation with, and require concurrence of,
DMD/OHT7- OIR/OPEQ/CDRH.
Authorized Laboratories
Y. Authorized laboratories using your product will include with test result reports, all
authorized Fact Sheets. Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.
Z. Authorized laboratories will use your product as outlined in the Instructions for Use.
Deviations from the authorized procedures, including the authorized clinical specimen
types, authorized control materials, authorized other ancillary reagents and authorized
materials required to use your product are not permitted.
AA.
Authorized laboratories that receive your product will notify the relevant public
health authorities of their intent to run your product prior to initiating testing.
BB.
Authorized laboratories using your product will have a process in place for
reporting test results to healthcare providers and relevant public health authorities, as
appropriate.
CC.
Authorized laboratories will collect information on the performance of your
product and report to DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUAReporting@fda.hhs.gov) and you (info@healgen.us) any suspected occurrence of false
positive or false negative results and significant deviations from the established
performance characteristics of your product of which they become aware.
DD.
All laboratory personnel using your product must be appropriately trained in
immunoassay techniques and use appropriate laboratory and personal protective
equipment when handling this kit, and use your product in accordance with the
authorized labeling. All laboratory personnel using the assay must also be trained in and
be familiar with the interpretation of results of the product.
Healgen Scientific LLC (You), Authorized Distributors and Authorized Laboratories
EE.

You, authorized distributors, and authorized laboratories using your product will
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ensure that any records associated with this EUA are maintained until otherwise notified
by FDA. Such records will be made available to FDA for inspection upon request.
Conditions Related to Printed Materials, Advertising and Promotion
FF. All descriptive printed matter, including advertising and promotional materials, relating
to the use of your product shall be consistent with authorized labeling, as well as the
terms set forth in this EUA and the applicable requirements set forth in the Act and FDA
regulations.
GG.
No descriptive printed matter, including advertising or promotional materials,
relating to the use of your product, may represent or suggest that this test is safe or
effective for the detection of SARS-CoV-2.
HH.
All descriptive printed matter, including advertising and promotional materials,
relating to the use of your product, shall clearly and conspicuously state that:
·

This test has not been FDA cleared or approved;

·

This test has been authorized by FDA under an EUA for use by authorized
laboratories;

·

This test has been authorized only for the presence of IgM and IgG antibodies
against SARS-CoV-2, not for any other viruses or pathogens; and

·

This test is only authorized for the duration of the declaration that circumstances
exist justifying the authorization of emergency use of in vitro diagnostics for
detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Act, 21
U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked
sooner.

The emergency use of your product as described in this letter of authorization must comply
with the conditions and all other terms of this authorization.
V. Duration of Authorization
This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of in vitro diagnostics for detection and/or diagnosis of
COVID-19 is terminated under Section 564(b)(2) of the Act or the EUA is revoked under
Section 564(g) of the Act.
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Sincerely,

____________________________
RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration

Enclosures
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Tab 2 Statement of the Scope of Services

BetterMed Urgent Care proposes to supply the County of Henrico, Virginia with an easily and readily
mobilized COVID-19 testing solution for three testing situations. We understand that the testing
methods used at each need to be uniform and require either Food and Drug Administration (FDA)
emergency use authorization (EUA) or are FDA approved. In addition, we recognize that each of the
situations; individual testing, onsite group testing, and high-volume mass testing require accurate,
thorough advanced patient registration and timely reporting of results to the patient, the County of
Henrico and to the Virginia Department of Health.

31

Tab 3 Offeror Qualifications, Experience and Resumes

Please see attachment titled “GAAP P&L” for a business health summary. VUCS and its affiliates have
been in business since 2012.
All staff involved in the collection and processing of samples are appropriately dressed in PPE, thus
minimizing transmission of disease to themselves and to others being tested. Please see below noting
the number of tests done for each of polymerase chain reaction (PCR) obtained via nasopharyngeal
swab and antibody via blood sampling (dated as of 5/26/2020)

Total PCR
20338

Total Antibody
2701

In addition, please see attached Centers For Medicare and Medicaid Services Clinical Laboratory
Improvement Amendments (CLIA) Certificates for those sites in the County of Henrico (with the first two
listing performing COVID 19 testing)
1. Bettermed Urgent Care
a. Location : 12214 W. Broad Street, Glen Allen VA 23233
b. CLIA ID Number: 49D2162379
2. Bettermed Urgent Care
a. Location: 1380 N Parham Rd, Richmond, VA 23229
b. CLIA ID Number: 49D2169537
3. Bettermed Urgent Care
a. Location: 5215 W Broad St, Richmond VA 23230
b. CLIA ID Number: 49D2087292
Additional CLIA ID Numbers for other facilities that are not in Henrico County, however, some have been
CLIA certified, thus regularly engaged in health diagnostic testing for greater than 3 years
1.
2.
3.
4.
5.
6.

49D2049739
49D2123858
49D2169551
49D2067984
49D2114145
49D2109497
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Tab 4 References

Please see below the three references with contact information below:

1. Capital Interiors
a. Contact: Weet Baldwin, Director of Safety and Loss Prevention
b. Email: wbaldwin@capitalint-contractors.com
c. Phone: 804-399-7720
d. Details: PCR and Antibody Testing 30 employees 5/19/2020
2. Ball Lumber
a. Contact: Pat Parr, Executive Assistant
b. Email: pparr@balllumber.com
c. Phone: 804-443-5555
d. Details: PCR (109 tests) and Antibody Testing (66 test) on 5/15/2020 and 5/21/2020
3. Parker Farms
a. Contact: Julia Shryock, Accounting and Payroll Specialist
b. Email: julia@parkerfarms.net
c. Phone: 804-224-1990
d. Details: PCR Testing approximately 30 employees

*** Of note, as of June 8, 2020 BetterMed Urgent Care has started onsite testing at GRTC headquarters.
This is ongoing onsite weekly testing. ***
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Tab 5 Service Approach/Implementation of Services
A. We propose to use the following testing solutions: SARS-CoV2 Antigen Testing and PCR
Testing and Antibody Testing
a. Name of Antigen Testing
i. Sofia2 SARS Antigen FIA
1. EUA Approval Letter: See attachement
2. Accuracy of the Sofia Testing:
a. See attachment Titled “Sofia 2 SARS Antigen Sales Sheet”
3. Test Collection and Handling:
a. Needs to be direct nasal swab, we will not use
nasopharyngeal in VTM (so no transport medium)
b. Does not need refrigeration
c. Time from collection to running test is within 15 minutes for
time for development
4. Number of Tests administered per day: up to 50 per location per day
5. Reporting via phone call to patient.

b. Name of Polymerase Chain Reaction Test
i. Next Labs
1. EUA Approval Letter: See attachement
2. Accuracy of the Next PCR Test:
a. rtPCR assay showed 100% sensitivity and 100% specificity
3. Test Collection and Handling:
a. Needs to be via nasopharyngeal swab or any swab that is
made of synthetic material (not wooden)
b. Transport medium is UTM, VTM or mostly PBS (phosphate
buffered saline). Does not need refrigeration
c. Time from collection to running test should be under 24
hours
4. Number of Tests administered per day: 700 per 8 hour day

c. Name of Antibody Test
i. AutoBio Diagnostics Co. Ltd. : Anti-SARS-CoV-2 Rapid Test
1. EUA Approval Letter :
https://catalog.hardydiagnostics.com/cp_prod/Content/pdf/EUA%2
0for%20AntiSARS%20RT.PDF
2. Accuracy of AutoBio Test Kits :
https://catalog.hardydiagnostics.com/cp_prod/Content/pdf/Accura
cy%20of%20the%20Anti-SARS%20CoV-2%20Test%20Kit.pdf
3. Test Sample Collection and Handling :
https://catalog.hardydiagnostics.com/cp_prod/Content/pdf/AntiSARS%20CoV-2%20Rapid%20Test%20Brochure_051120ss.pdf
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4. Number of Test to be Administered per day: 700 per 8 hour day
5. Source of Test :
https://catalog.hardydiagnostics.com/cp_prod/product/
rta0203-anti-sars-cov-2-rapid-test-covid-19-50-tests-per-kit-byautobio-diagnostics-rapid-id-test-kits

B. Breakdown of Three Testing Situation
a. Individualized Testing Situation
i. Antigen Testing and Antibody
ii. Location of Testing will be dependent on proximity of patient to location.
1. Options located within the County of Henrico:
a. Short Pump: 12214 W. Broad Street, Henrico, VA 23233
b. Regency Square: 1380 N. Parham Road, Richmond, VA 23229
2. Online registration of the patient thru our website and then
selecting which location. In addition, the time of the testing and type
of testing will be selected:
https://www.bettermedcare.com/virginia-locations
3. Testing is done via “drive-thru” option outside or inside building. An
advanced practice provider or medical assistant obtains the sample
as per each collection requirements. There is a patient label affixed
to each test that is obtained. This label will have First and Last
names, address, phone number and date of birth. Each collector of
the sample will be using PPE including face mask, goggles, n95 (or
similar grading such as KN95), gloves (inner and outer), and gown.
After each collection, the outer gloves will be removed and the
remainder of the PPE will be wiped down with germicidal solution.
4. Testing capacity at each location can range from up to 50 patients
per day per location
5. Educational Material presented to patients:
a. https://www.whitehouse.gov/wpcontent/uploads/2020/05/Testing-Guidance.pdf For further
guidance on testing results based on CDC Guidance
b. access to medical provider for consultation medical
professional thru our Telecare platform:
https://www.bettermedcare.com/telecare
b. Onsite Group Testing
i. PCR Testing
ii. Location dependent of request
iii. Registration information including patient first and last name, date of birth,
address, insurance information, location specific identification number (i.e.,
in nursing home, a patient identifier provider by the nursing home facility).
The information obtained will need to be presented to us at least 24 hours
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in advance. Medical assistant in PPE including gown, inner and outer gloves,
n95 (or equivalent mask), goggle, face shield will obtain the selected
sample(s). Pre-printed labels based on information collected at time of
advanced registration will be affixed to the sample(s).
iv. Testing capability is up to 150 per day
v. Educational material to test subjects

c. High Volume Testing
i. PCR Testing and Antibody Testing
ii. Location TBD
iii. Operational details including physical space similar to a large area of a
shopping center parking lot area. There will need to be ingress and egress
lanes with officials directing people accordingly. Data to be collected in
registration area including patient first and last names, date of birth,
address, phone number and insurance information. Registration lanes will
then give each registrant a label with above information and the patient will
then give the label to the collectors. On egress, patient will receive
educational information. PPE as noted in prior. Likely best suited at
locations such as shopping centers or sports venues.
iv. Capacity of testing: 700 per day
v. Educational Material and further professional consultation
1. https://www.bettermedcare.com/telecare is available to all thru
our telehealth platform for further consultation with a medical
provider
2. For further breakdown on testing (both for PCR and for antibody)
from CDC website:
a. https://www.whitehouse.gov/wpcontent/uploads/2020/05/Testing-Guidance.pdf

C. Registration Process at Each Testing Situation
a. Individualized Testing
i. Patient will advanced registration option online via
https://www.bettermedcare.com/virginia-locations
ii. On-site registration is available with assistance from on-site staff
iii. Information obtained includes patient first and last names, date of birth,
address, phone number and medical insurance information
b. Onsite Testing
i. Advanced registration will be comprised of an excel spreadsheet with the
specific identifiers of name (first, last), date of birth, address, medical
insurance information and location specific identifier.
c. Mass Testing
i. As noted in B.c.iii above
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D. Internal billing capabilities to bill medical insurance providers and Medicare, if needed.
E. Mass testing with drive through will determine need for County traffic control, logistical
support, or assistance.
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May 8, 2020

Ron H. Lollar
Quidel Corporation
2005 East State Street, Suite 100
Athens, OH 45701
Device:

Sofia 2 SARS Antigen FIA

Company:

Quidel Corporation

Indication:

Qualitative detection of the nucleocapsid protein antigen from
SARS-CoV-2 in nasopharyngeal (NP) and nasal (NS) swab
specimens directly or after the swabs have been added to viral
transport media from individuals who are suspected of COVID-19
by their healthcare provider. Emergency use of this test is limited
to authorized laboratories and other authorized testing locations
using the Sofia 2 Instrument.

Authorized Laboratories:

Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the
requirements to perform high, moderate, or waived complexity
tests. This test is authorized for use at the Point of Care (POC), i.e.,
in patient care settings operating under a CLIA Certificate of
Waiver, Certificate of Compliance, or Certificate of Accreditation.

Dear Mr. Lollar:
This letter is in response to your 1 request that the Food and Drug Administration (FDA) issue
an Emergency Use Authorization (EUA) for emergency use of your product,2 pursuant to
Section 564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).
On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.
Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in
1

For ease of reference, this letter will use the term “you” and related terms to refer to Quidel Corporation.
For ease of reference, this letter will use the term “your product” to refer to the Sofia 2 SARS Antigen FIA used for
the indication identified above.
2
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vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564(a) of the Act. 3
Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, I am authorizing the emergency use of your product, described in the Scope of
Authorization of this letter (Section II), subject to the terms of this authorization.
I. Criteria for Issuance of Authorization
I have concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because I have concluded that:
1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
including severe respiratory illness, to humans infected by this virus;
2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product; and,
3. There is no adequate, approved, and available alternative to the emergency use of your
product. 4
II. Scope of Authorization
I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.
Authorized Product Details
Your product is a lateral flow immunofluorescent sandwich assay that is used with the Sofia 2
Instrument intended for the qualitative detection of the nucleocapsid protein antigen from SARSCoV-2 in nasopharyngeal (NP) and nasal (NS) swab specimens directly or after the swabs have
been added to viral transport media from individuals who are suspected of COVID-19 by their
healthcare provider. The SARS-CoV-2 nucleocapsid protein antigen is generally detectable in
respiratory specimens during the acute phase of infection. Positive results are indicative of the
presence of SARS-CoV-2 nucleocapsid protein antigen, but clinical correlation with patient
history and other diagnostic information is necessary to determine infection status. Positive
results do not rule out bacterial infection or co-infection with other viruses. Negative results
should be treated as presumptive and confirmed with a molecular assay, if necessary for patient
management.

3

U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. 85 FR 7316 (February 7, 2020).
4
No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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Testing of NP and NS swab specimens using your product run on Sofia 2 Instrument as outlined
in the “Sofia 2 SARS Antigen FIA” instructions for use, is limited to laboratories certified under
the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet
the requirements to perform high, moderate, or waived complexity tests during the COVID-19
emergency. This test is authorized for use at the Point of Care (POC), i.e., in patient care settings
operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of
Accreditation.
To use your product, the specimen is first placed in the Reagent Tube, during which time virus
particles present in the specimen are disrupted, exposing internal viral nucleoproteins. After
disruption, the specimen is dispensed into the sample well of the lateral flow Test Cassette. From
the sample well, the sample migrates through a test strip containing various unique chemical
environments. If SARS-CoV or SARS-CoV-2 viral antigen is present, they will be trapped in a
specific location. Test results of the lateral flow Test Cassettes are read using the Sofia 2
Instrument at 15 minutes, or other authorized instrument. The Sofia 2 SARS Antigen FIA test
includes the following materials or other authorized materials: Individually Packaged Test
Cassettes, monoclonal anti-SARS antibodies Reagent Tubes, Lyophilized buffer with detergents
and reducing agents, Reagent solution, sterile nasal swabs, 120 µL Fixed Volume Pipettes,
SARS Positive Control Swab, and Negative Control Swab.
Your product requires the following control materials, or other authorized control materials, that
are processed in the same way as the specimens and are run as outlined in the Instructions for
Use:
•
•

SARS Positive Control Swab - swab is coated with non-infectious recombinant
SARA antigens. The positive control is used to monitor for failures of test cassette
reagents and reaction conditions.
Negative Control Swab - swab is coated with heat-inactivated, non-infectious
Streptococcus C antigen.

Your product also requires the use of additional authorized materials and authorized ancillary
reagents that are not included with your product and are described in the Instructions for Use.
The above described product, is authorized to be accompanied with labeling entitled “Sofia 2
SARS Antigen FIA” instructions for use and the “Sofia 2 SARS Antigen FIA Quick Reference
Instructions” (available at https://www.fda.gov/medical-devices/emergency-situations-medicaldevices/emergency-use-authorizations), and the following product-specific information
pertaining to the emergency use, which is required to be made available to healthcare providers
and patients:
•
•

Fact Sheet for Healthcare Providers: Sofia 2 SARS Antigen FIA
Fact Sheet for Patients: Sofia 2 SARS Antigen FIA

The above described product, when accompanied by the instructions for use, quick reference
instructions (identified above), and the two Fact Sheets (collectively referred to as “authorized
labeling”) is authorized to be distributed to and used by authorized laboratories under this EUA,
despite the fact that it does not meet certain requirements otherwise required by applicable
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federal law.
I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your authorized product, when used for the qualitative
detection of SARS-CoV-2 and used consistently with the Scope of Authorization of this letter
(Section II), outweigh the known and potential risks of your product.
I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that your product may be effective for
diagnosing COVID-19 when used consistently with the Scope of Authorization of this letter
(Section II), pursuant to Section 564(c)(2)(A) of the Act.
FDA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section I above, and concludes that your product (as
described in the Scope of Authorization of this letter (Section II)) meets the criteria set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.
The emergency use of your product under this EUA must be consistent with, and may not
exceed, the terms of this letter, including the Scope of Authorization (Section II) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C)
described above and the Secretary of HHS’s corresponding declaration under Section 564(b)(1),
your product is authorized for the indication above.
III. Waiver of Certain Requirements
I am waiving the following requirements for your product during the duration of this EUA:
•

Current good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of your product.

IV. Conditions of Authorization
Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:
Quidel Corporation (You) and Authorized Distributor(s) 5
A. Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate
directions for use (21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); any appropriate
limitations on the use of the device including information required under 21 CFR
5

“Authorized Distributor(s)” are identified by you, Quidel Corporation, in your EUA submission as an entity
allowed to distribute your device.
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809.10(a)(4); and any available information regarding performance of the device,
including requirements under 21 CFR 809.10(b)(12).
B. You and authorized distributor(s) will make your product available with the authorized
labeling to authorized laboratories. You may request changes to the authorized
labeling. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.
C. You and authorized distributor(s) will make available on your website(s) the Fact
Sheet for Healthcare Providers and the Fact Sheet for Patients.
D. You and authorized distributor(s) will inform authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made to your product, authorized labeling and authorized Fact Sheets.
E. Through a process of inventory control, you and authorized distributor(s) will maintain
records of the authorized laboratories to which they distribute the test and number of tests
they distribute.
F. You and authorized distributor(s) will collect information on the performance of your
product. You will report to FDA any suspected occurrence of false positive and false
negative results and significant deviations from the established performance
characteristics of the product of which you become aware.
G. You and authorized distributor(s) are authorized to make available additional
information relating to the emergency use of your product that is consistent with, and
does not exceed, the terms of this letter of authorization.
Quidel Corporation (You)
H. You will notify FDA of any authorized distributor(s) of your product, including the
name, address, and phone number of any authorized distributor(s).
I. You will provide authorized distributor(s) with a copy of this EUA and communicate to
authorized distributor(s) any subsequent amendments that might be made to this EUA
and its authorized accompanying materials (e.g., Fact Sheets).
J. You may request to make available additional authorized labeling and fact sheets specific
to an authorized distributor. Such additional labeling and fact sheets may use another
name for the product, but otherwise must be consistent with the authorized labeling, and
not exceed the terms of authorization of this letter. Such requests will be made in
consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
K. You may request changes to the Scope of Authorization (Section II in this letter) of your
product. Such requests will be made in consultation with DMD/OHT7OIR/OPEQ/CDRH, and require concurrence of, Office of Counterterrorism and
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Emerging Threats (OCET)/Office of the Chief Scientist (OCS)/Office of the
Commissioner (OC) and DMD/OHT7-OIR/OPEQ/CDRH.
L. You may request the addition of other instruments and associated software for use with
your product. Such requests will be made in consultation with, and require concurrence
of, DMD/OHT7-OIR/OPEQ/CDRH.
M. You may request the addition of other specimen types for use with your product. Such
requests will be made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
N. You may request the substitution for or changes to the authorized materials used in the
detection process of SARS-CoV-2 for use with your product. Such requests will be
made in consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
O. You may request the addition and/or substitution of control materials for use with your
product. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.
P. You may request the addition and/or substitution of other ancillary reagents and
materials for use with your product. Such requests will be made in consultation with,
and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
Q. You will evaluate the analytical limit of detection and assess traceability 6 of your
product with any FDA-recommended reference material(s). After submission to FDA
and DMD/OPEQ/OHT7-OIR/OPEQ/CDRH’s review of and concurrence with the data,
You will update labeling to reflect the additional testing. Such labeling updates will be
made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
R. You will evaluate the microbial interference, endogenous interfering substances, fresh
vs. frozen and specimen stability in an FDA agreed upon post authorization analytical
evaluation study within 4 months of the date of this letter (unless otherwise agreed to
with DMD/OHT7-OIR/OPEQ/CDRH). After submission to FDA and DMD/OHT7OIR/OPEQ/CDRH’s review of and concurrence with the data, you will update labeling
to reflect the additional testing. Such labeling updates will be made in consultation with,
and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
S. You will submit the remainder of the FDA agreed upon nasal clinical specimens and
direct NP specimens clinical performance of your product within 4 months of the date of
this letter (unless otherwise agreed to with DMD/OHT7-OIR/OPEQ/CDRH). After
submission to FDA and DMD/OHT7-OIR/OPEQ/CDRH’s review of and concurrence
with the data, you will update labeling to reflect the additional testing. Such labeling
updates will be made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
6

Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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T. You will track adverse events, including any occurrence of false results and report to
FDA under 21 CFR Part 803.
Authorized Laboratories
U. Authorized laboratories using your product will include with test result reports, all
authorized Fact Sheets. Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.
V. Authorized laboratories using your product will use your product as outlined in the “Sofia
2 SARS Antigen FIA” Instructions for Use. Deviations from the authorized procedures,
including the authorized instruments, authorized clinical specimen types, authorized
control materials, authorized other ancillary reagents and authorized materials required to
use your product are not permitted.
W. Authorized laboratories that receive your product will notify the relevant public health
authorities of their intent to run your product prior to initiating testing.
X. Authorized laboratories using your product will have a process in place for reporting test
results to healthcare providers and relevant public health authorities, as appropriate.
Y. Authorized laboratories will collect information on the performance of your product and
report to DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUAReporting@fda.hhs.gov) and you (QDL.COV2.test.event.report@quidel.com) any
suspected occurrence of false positive or false negative results and significant deviations
from the established performance characteristics of your product of which they become
aware.
Z. All operators using your product must be appropriately trained in performing and
interpreting the results of your product, use appropriate personal protective equipment
when handling this kit, and use your product in accordance with the authorized labeling.
Quidel Corporation (You), Authorized Distributors and Authorized Laboratories
AA.
You, authorized distributors, and authorized laboratories using your product will
ensure that any records associated with this EUA are maintained until otherwise
notified by FDA. Such records will be made available to FDA for inspection upon
request.
Conditions Related to Printed Materials, Advertising and Promotion
BB.
All descriptive printed matter, including advertising and promotional materials
relating to the use of your product shall be consistent with the authorized labeling,
including Fact Sheets, as well as the terms set forth in this EUA and the applicable
requirements set forth in the Act and FDA regulations.

46

CC.
No descriptive printed matter, including advertising or promotional materials
relating to the use of your product may represent or suggest that this test is safe or
effective for the detection of SARS-CoV-2.
DD.
All descriptive printed matter, including advertising and promotional materials
relating to the use of your product shall clearly and conspicuously state that:
•

This test has not been FDA cleared or approved;

•

This test has been authorized by FDA under an EUA for use by authorized
laboratories;

• This test has been authorized only for the detection of proteins from SARSCoV-2, not for any other viruses or pathogens; and,
• This test is only authorized for the duration of the declaration that circumstances
exist justifying the authorization of emergency use of in vitro diagnostics for
detection and/or diagnosis of the virus that causes COVID-19 under Section
564(b)(1) of the Act, 21 U.S.C. § 360bbb-3(b)(1), unless the authorization is
terminated or revoked sooner.
The emergency use of your product as described in this letter of authorization must comply
with the conditions and all other terms of this authorization.
V. Duration of Authorization
This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of in vitro diagnostics for detection and/or diagnosis of the
virus that causes COVID-19 is terminated under Section 564(b)(2) of the Act or the EUA is
revoked under Section 564(g) of the Act.

Sincerely,

____________________________
RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration

Enclosures
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AVAILABLE FOR SALE IN THE USA AS EUA

Objective SARS-CoV-2
Results at Your Fingertips
Accurate, objective and automated
results in 15 minutes

Track via secure, remote instrument
management with Virena®

Excellent performance compared to
molecular methods

Integrated data management
automatically stores test and user history

Flexible, dual mode testing for high
throughput in variety of laboratory
environments

User and patient ID captured
with onboard barcode scanner

Quidel

l Rapid Diagnostics

l quidel.com

l 800.874.1517

l 858.552.1100
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Sofia 2 Development Modes
WALK AWAY Mode – Walk away and multitask

READ NOW Mode – Batch multiple samples per hour
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Sofia 2 SARS Antigen FIA*

Sofia 2 SARS Antigen FIA Clinical Performance

Nasal and nasopharyngeal specimens
Accurate detection with direct and VTM samples
Results in 15 minutes
Positive and negative control swabs included

SARS-CoV-2
Molecular

Nasopharyngeal
in VTM

Soﬁa 2 SARS
Antigen FIA

POS
NEG
Total

POS
47
12
59

Room temperature storage
12-month shelf life from date of manufacture

95% CI

80%
NEG Total PPA
100%
47 NPA
0
100%
96 PPV
84
88%
143 NPV
84
41%
Prevalence
% agreement 92%

Lyra®
SARS-CoV-2
Molecular
EUA200016/
A002

*Refer to the Package Insert.

Direct Nasal
Swab

68% 88%
96% 100%
92% 100%
79% 93%
34% 49%

95% CI

POS NEG Total PPA

80.0%

37.6% 96.4%

Soﬁa 2 SARS POS
Antigen FIA NEG

4

0

4

NPA

100.0% 91.8% 100.0%

1

43

44

PPV

100.0% 51.0% 100.0%

Total

5

43

48

NPV

97.7%

88.2% 99.6%

Prevalence

10.4%

4.5%

22.2%

% agreement 97.9%

SL3202 l SS2037400EN00 (05/20)

Sofia 2 SARS Antigen FIA – 25 Test Kit: Catalog #20374
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Acknowledgment Letter
3/17/2020
Thomas Reynolds, President
Next Bio-Research Services LLC
11601 Ironbridge Road, Suite 101
Chester, VA 23831
UNITED STATES
Dear Thomas Reynolds:
The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control
Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please notify the Program Operations Staff
at (301) 796-5640.
Submission Number: EUA200022
Received: 3/17/2020
Applicant: Next Bio-Research Services LLC
Device: SARS Cov-2 rtPCR assay
We will notify you when the review of this document has been completed or if any additional
information is required. If you are submitting new information about a submission for which
we have already made a final decision, please note that your submission will not be re-opened.
For information about CDRH review regulations and policies, please refer to
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm.
Sincerely yours,
Center for Devices and Radiological Health

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Tab 6 Pricing Schedule

A. Individual Testing of Person
a. For the individual patient that requires testing, we propose $120 per person collection
and testing fee. The testing will include both Antigen and Antibody testing.
B. Onsite Group Testing
a. For the purposes of an acute emergent outbreak, we propose $200 per patient
collection and testing fee. We propose a patient volume guarantee of 100 patients to be
tested over the outbreak period. This rate is all-inclusive, including our personnel,
supplies, travel, PPE, lab processing and BetterMed paying for the entire laboratory fee.
If BetterMed tests less than 100 patients, Henrico County will pay $200 per patient short
of 100 patients. For example, if BetterMed is called to test an outbreak of 85 people, the
county will be obligated to pay an additional $3,000.00 (100 patients minus 85 (15
patients) multiplied by $200)
C. Mass Testing
a. For the purposes of mass testing of patients, we propose a $12,000 set up per day of
testing and for the mass testing to cover at least 7 days. The length of testing can be
increased by one week increments (i.e., to 14 days or 21 days, however, not to 10 days
or 19 days). We propose a testing and collection fee of $200 per patient to include both
PCR and antibody testing.
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Tab 7 Sample Signage, Registration Forms and Educational Materials

Registration is completed via computer registration. Information obtained at registration will be patient
name, date of birth, phone number, and address. This information will then be used to generate patient
label and process patient through system. Results will be provided according to the information
obtained.
Educational materials relating to the type of testing will be provided to the patient as noted in the
attachments titled:
1. Antibody DC Instruction
2. Antigen DC Instruction
3. PCR Nasal Swab DC Instruction
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ANTIBODY TESTING
Today, you received a COVID-19 specific Antibody Test which determines if in the past, you have
possibly been exposed to SARS-CoV-2, the virus that causes COVID-19. The results will be reported
to your company within 24-48 hours. They will contact you with your results and tell you what steps
to follow based on your test results.
SARS-CoV-2, the virus that causes COVID-19, is a variant of a family of viruses called coronaviruses
that can cause respiratory tract infections that range in severity with symptoms resembling a
common cold to serious illnesses like Severe Acute Respiratory Syndrome (SARS). Viruses like
SARS-CoV-2 can pass through coughing, sneezing and close contact. This can include shaking hands
or touching a surface with the virus on it. It is commonly spread when people touch their eyes,
nose or mouth without washing hands, similar to a cold or flu.
Results from antibody testing should not be used as the sole basis to diagnose or exclude infection
from the virus that causes COVID-19 or to inform infection status.
If your COVID-19 antibody test is negative (antibodies absent), you have not developed antibodies
to the virus that causes COVID-19 and may be susceptible to further COVID-19 infection. Negative
results do not rule out active infection, particularly in those who have been in contact with the virus.
Follow-up testing with a PCR Nasal Swab should be considered to rule out infection in these
individuals. Please continue to follow CDC recommendations to prevent COVID-19 infection.
If your COVID-19 antibody test is positive (antibodies present), you may have been infected with the
virus causing COVID-19 in the past and have possibly recovered. Emerging research suggests that
antibodies made to combat COVID-19 may persist for years, although having antibodies does not
necessarily suggest or confer immunity and their presence in your blood may not prevent future
COVID-19 infection. Positive results may be due to past or present infection with non COVID-19
causing coronavirus strains, such as coronavirus HKU1, NL63, OC43, or 229E. Because antibodies
may not prevent future COVID-19 infection, please continue to follow CDC COVID-19
recommendations for disease prevention.
The test used today is FDA Emergency Use Authorization (EUA) pending, meaning it has not yet
been fully reviewed by the FDA.
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ANTIGEN TESTING

Today, you received a COVID-19 Antigen Test, which determines whether you have active SARSCoV-2, the virus that causes COVID-19. It is important to be tested, because you could be infected
with the virus even if you are not showing symptoms. Some symptoms of COVID-19 include
shortness of breath, fever, cough, chills, muscle aches, headache, sore throat and a new loss of
smell or taste, 2-12 days after exposure to the virus. You should seek medical attention if you have
trouble breathing, constant pain or pressure in your chest, new confusion, inability to wake up or
bluish lips or face.

SARS-CoV-2, the virus that causes COVID-19, is a variant of a family of viruses called coronaviruses
that can cause respiratory tract infections that range in severity with symptoms resembling a
common cold to serious illnesses like Severe Acute Respiratory Syndrome (SARS). Viruses like
SARS-CoV-2 can pass through coughing, sneezing and close contact. This can include shaking hands
or touching a surface with the virus on it. It is commonly spread when people touch their eyes,
nose or mouth without washing hands, similar to a cold or flu.

To prevent catching the virus, the CDC and WHO recommend social distancing 6 feet or greater
from other people that are not your immediate family, wearing a mask when out in public and
practicing good hygiene, similar to that used to protect yourself from cold or flu such as:
•
•
•
•
•
•

Washing your hands with soap and water for at least 20 seconds. If you are unable to wash
your hands, use an alcohol-based hand sanitizer.
Avoid touching eyes, nose and mouth.
Avoid close contact with people who are sick.
Do not go to work, school or busy public places if you are sick with respiratory symptoms like
fever and cough.
Cover your cough or sneeze with a tissue and throw it away immediately.
Clean and disinfect frequently touched surfaces.

People over the age of 60, those who may be pregnant or people on medications that weaken the
immune system are at the highest risk of getting infected. If you fall into one of these groups,
consider the above strategies if there is a risk of contracting COVID-19 in your area.
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PCR NASAL SWAB TESTING
Today, you received a nasal swab that will determine if you are currently infected with the virus,
SARS-CoV-2, that causes COVID-19. It is important to be tested, because you could be infected
with the virus even if you are not showing symptoms. Some symptoms of COVID-19 include
shortness of breath, fever, cough, chills, muscle aches, headache, sore throat and a new loss of
smell or taste, 2-12 days after exposure to the virus. You should seek medical attention if you
have trouble breathing, constant pain or pressure in your chest, new confusion, inability to wake
up or bluish lips or face.
Your employer will receive your test results within 48-72 hours. They will contact you with your
results and tell you what steps to follow if your test comes back positive.
SARS-CoV-2, the virus that causes COVID-19, is a variant of a family of viruses called coronaviruses
that can cause respiratory tract infections that range in severity with symptoms resembling a
common cold to serious illnesses like Severe Acute Respiratory Syndrome (SARS). Viruses like
SARS-CoV-2 can pass through coughing, sneezing and close contact. This can include shaking hands
or touching a surface with the virus on it. It is commonly spread when people touch their eyes,
nose or mouth without washing hands, similar to a cold or flu.
To prevent catching the virus, the CDC and WHO recommend social distancing 6 feet or greater
from other people that are not your immediate family, wearing a mask when out in public and
practicing good hygiene, similar to that used to protect yourself from cold or flu such as:
•
•
•
•
•
•

Washing your hands with soap and water for at least 20 seconds. If you are unable to wash
your hands, use an alcohol-based hand sanitizer.
Avoid touching eyes, nose and mouth.
Avoid close contact with people who are sick.
Do not go to work, school or busy public places if you are sick with respiratory symptoms like
fever and cough.
Cover your cough or sneeze with a tissue and throw it away immediately.
Clean and disinfect frequently touched surfaces.

People over the age of 60, those who may be pregnant or people on medications that weaken the
immune system are at the highest risk of getting infected. If you fall into one of these groups,
consider the above strategies if there is a risk of contracting COVID-19 in your area.

