UNITED STATES DISTRICT COURT
FOR THE WESTERN DISTRICT OF MISSOURI
WESTERN DIVISION

BLUE CROSS AND BLUE SHIELD

)

OF KANSAS CITY, )
)

Plaintiff, )

)

V. ) Cause No.: 4:21-cv-00525-F]G
)

GS LABS LLC, )
)

Defendant. )

)
)

FIRST AMENDED COMPLAINT

COMES NOW Plaintiff, Blue Cross and Blue Shield of Kansas City (“Plaintiff” or “Blue
KC”), pursuant to Federal Rule of Civil Procedure 15(a)(1), by and through undersigned counsel and
for its First Amended Complaint, states as follows:

1. GS Labs LLC (“Defendant” or “GS Labs”), a provider of COVID-19 diagnostic
testing, is engaging in an abusive scheme to exploit the pandemic by duping health insurers and group
health plans into paying millions of dollars of COVID-19 diagnostic testing claims at grossly inflated
rates.

2. Defendant’s scheme is, at its core, quite simple. Pursuant to laws Congress enacted in
response to the pandemic, health insurers and plans must cover certain COVID-19 diagnostic testing.
Prices for the required coverage may be established in one of two ways: the provider and insurer may
negotiate rates or, if negotiations do not result in agreed-upon rates, the price would then be the
provider’s publicly posted “cash price.”” CARES Act § 3202(a)." A “cash price” is the price a person

who pays cash, or a cash equivalent, would pay for that test. See 45 C.F.R. § 182.20. Instead of posting

' Coronavirus Aid, Relief, and Economic Security Act (CARES Act), Pub. .. No. 116-136, 134 Stat.
281 (2020).
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reasonable and accurate cash prices and then negotiating with Blue KC in good faith if any pricing
dispute remained, Defendant GS Labs posted wildly excessive and inaccurate cash prices. Defendant
then refused to accept reasonable reimbursement rates and now demands that Blue KC pay rates
approximately an order of magnitude higher than the going rates for the same testing.

3. GS Labs’s submission of rapid antigen claims illustrates the scheme. Rapid antigen
tests are one of several types of COVID-19 tests GS Labs claims to have performed for Blue KC’s
members. GS Labs submitted over 10,000 claims for COVID-19 rapid antigen testing to Blue KC.
These tests can be purchased at wholesale for under $20.00 per test and sometimes for as little as
$8.00 per test. The Medicare program typically reimburses providers $41.38 to administer this type of
test. Other providers in the Kansas City area charge patients as little as $35.00. However, GS Labs’s
posted cash price for the same test is $380.00 -- approximately ten times higher than reasonable
rates and twenty times higher than the wholesale cost. In negotiations with Blue KC, GS Labs
insisted it was entitled to its posted cash price of $380.00 per test and offered only small discounts in
exchange for prompt payment.

4. The Kansas Insurance Department commented in a letter describing GS Labs’s
practices, “[i]f these astronomical costs charged by unscrupulous providers are borne by the
health plans and insurers without recompense, consumers will ultimately pay more for their
health care as health insurance costs will rise.” Exhibit A, page 2. (emphasis in original).

5. Moreover, GS Labs’s posted cash prices are not only excessive and objectively
unreasonable, but the posted cash prices are also intentionally deceptive. While GS Labs represented
to insurers that its true cash prices were hundreds of dollars per test, GS Labs had, in fact, not
established any actual cash price. GS Labs refused to test prospective patients who sought to pay cash
and, when responding to allegations of price-gouging, GS Labs even admitted to state officials,

“consumets are not chatged the ‘cash price’ . . . these ‘cash prices’ apply to insurance
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companies only”. (emphasis added). The purported cash prices GS Labs posted are not true cash
prices because, as GS Labs admited, GS Labs did not charge consumers the purported posted cash

23 <¢

price - its intent was to charge the purported “cash prices” “to insurance companies only.”

6. GS Labs submitted over $10.9 million in inflated and otherwise improper claims to
Blue KC.? Blue KC refuses to submit to GS Labs’s demands and filed the instant action.

7. Blue KC seceks a declaratory judgment finding GS Labs forfeited its right to payment
for the claims described in this Amended Complaint, if any. A ripe and justiciable controversy exists
between the parties, in part, because GS Labs submitted millions of dollars of claims for
reimbursement to Blue KC, GS Labs continues to demand payment of these claims, and the claims
are not payable for reasons that include the following:

a.) GS Labs knowingly and willfully concealed and misrepresented material facts
or circumstances relating to the claims including, but not limited to, the cash
prices for the services in question;

b.) GS Labs failed to comply with Section 3202 of the CARES Act which requires
that GS Labs post accurate cash prices for tests offered;

c.) GS Labs violated its duty of good faith and fair dealing when it purported to
set its cash prices for COVID-19 tests at unreasonable rates;

d.) The claims GS Labs submitted to Blue KC amount to unlawful price gouging
and disaster profiteering and are in violation of public policy; and

e.) Other reasons described herein and as may be described in subsequent

pleadings.

? As is described in greater detail below, a portion of the claims wete submitted to other companies
but involve services purportedly provided to Blue KC’s members.
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8. Blue KC also brings this action to enjoin GS Labs from engaging in any efforts to
collect the outstanding claims directly from Blue KC members. These collection activities would harm
innocent Blue KC members, would cause irreparable harm to Blue KC in the form of hundreds or
thousands of appeals, complaints, and a loss of customer goodwill, and would discourage Blue KC
members and others from obtaining necessary and appropriate COVID-19 diagnostic testing in the
future.

9. Finally, Blue KC files this action to obtain reimbursement of certain claims (totaling

approximately $260,000.00) for COVID-19 diagnostic services paid at GS Labs’s posted, sham cash

prices.
PARTIES
10. Blue KC is a Missouri not-for-profit corporation with its principal place of business
in Kansas City, Missouri.
11. Blue KC is an independent licensee of the Blue Cross Blue Shield Association
(“BCBSA”).
12. BCBSA is a national trade association of 35 independent, community-based and locally

operated Blue Cross Blue Shield companies (the “BCBS licensees”).

13. The BCBS licensees provide health insurance to more than 110 million people in all
50 states, Washington, D.C., and Puerto Rico.

14. Blue KC provides comprehensive health care coverage, including medical diagnostic
services, to approximately one million members’ in the greater Kansas City region and Northwest

Missouti.

? As used here, the term “members” includes not only all individuals covered under any of the health
plans or policies Blue KC administers, but also those individuals covered by another BCBS-
licensee’s health plan who reside in Blue KC’s service area.
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15. GS Labs is a foreign limited liability company formed under the laws of Nebraska on
January 14, 2020.

10. Documents GS Labs filed with the Missouri Secretary of State indicate that GS Labs
was formed soley to “perform Covid testing.”

17. GS Labs operates or operated COVID-testing laboratories in Lee’s Summit, Missouri;
Lenexa, Kansas; Omaha, Nebraska; and approximately two dozen other locations across the country.

18. Upon information and belief, GS Labs closed its facilities in Missouri, Kansas, and
several other states before this litigation was filed.

19. GS Labs first became registered to do business in Missouri on February 2, 2021 and
in Kansas on December 12, 2020. Upon information and belief, GS Labs operated in Missouri and
Kansas before it was authorized to do so.

20. GS Labs may be served with process at the office of its registered Missouri agent at
Capitol Corporate Service, Inc., 222 E. Dunklin St., Ste 102 Jefferson City, MO 65101.

21. GS Labs’s principal office address is 222 S. 15" Street Suite 1404S, Omaha, Nebraska
68130.

22. Upon information and belief, GS Labs’s members are Christopher Erickson, Daniel
White, and Gabriel Sullivan.

23. Upon information and belief, each member of GS Labs is a resident and citizen of
Nebraska.

JURISDICTION AND VENUE

24. The Court may exercise diversity jurisdiction over this matter pursuant to 28 U.S.C. §
1332.
25. Complete diversity exists because (1) Plaintiff Blue KC is incorporated in Missouri,

has its principal place of business in Missouri, and is a citizen of the state of Missouri and (2)
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Defendant GS Labs was formed under the laws of Nebraska, has its principal place of business in
Nebraska, and, upon information and belief, each of its members are citizens of Nebraska.

26. As is described below, the amount in controversy exceeds $75,000.00 and involves,
among other issues, GS Labs’s submission of over $10.9 million in claims for COVID-19 diagnostic
testing and related services.

27. The Court may also exercise federal question jurisdiction over these claims pursuant
to 28 U.S.C. § 1331.

28. If the Court exercises federal question jurisdiction over only a portion of the claims,
this Court may exercise supplemental jurisdiction over the remaining claims under 28 U.S.C. § 1367
because those claims form part of the same case or controversy as the federal claims.

29. The parties have adverse legal interests of sufficient immediacy and reality to warrant
the issuance of a declaratory judgment.

30. Venue is proper because the Defendant engaged in the conduct at issue in this judicial
district and a substantial part of the events giving rise to the claims occurred in this judicial district.
Many of the services at issue in this Amended Complaint occurred in this judicial district, Defendant
submitted bills to Blue KC’s offices in this judicial district, and much of Blue KC’s work investigating
and processing of the claims took place in this judicial district.

31. This Court may exercise personal jurisdiction over Defendant because Defendant
operated a testing clinic in Lee’s Summit, Missouri, and the dispute described in this Amended
Complaint arises out of services provided, in large part, at that testing clinic.

32. All necessary and proper parties are before the Court for the matters in controversy,
and there is no other parallel litigation between the parties concerning their respective rights and
obligations.

33. Plaintiff has satisfied or obtained waivers of all conditions precedent, if any.
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BLUE KC’S RELATIONSHIPS WITH HEALTH CARE PROVIDERS

34. Blue KC has contractual relationships with certain health care providers known as
“participating” providers. These providers render medical services to Blue KC members in exchange
for a pre-negotiated fee.

35. Blue KC members also may receive services from “non-participating” providers who
do not have contracts establishing pre-negotiated fees with Blue KC. These are known as “out-of-
network” services. Non-participating providers have not agreed to accept in-network rates as payment
in full for their services.

36. Typically, non-participating providers set their own prices for services rendered to
their patients subject to state and federal laws and regulations.

37. When a member receives care or treatment from a non-participating provider, the
member may be exposed to a “balance bill”, ze., the balance remaining after the allowed amount, if
any, has been paid.

38. Unless a state or federal law provides otherwise, a non-participating provider may
“balance bill” the member for portions of services that remain unpaid by the applicable plan or policy.

39. GS Labs was, and remains, a “non-participating” provider with respect to Blue KC.

THE POLICIES AND HEALTH PLANS AT ISSUE

40. Blue KC’s role with respect to those plans and policies varies depending on the type
of plan ot policy at issue. Blue KC’s roles may involve underwriting, administration, and/or processing
claims for different types of healthcare benefit plans and policies including, but not limited to:

a.) Plans insured under employer-sponsored group insurance policies issued by
Blue KC (fully insured group plans);
b.) Self-insured plans, where Blue KC provides administrative services but the

group plan or sponsor pays benefits due (administrative services only plans);
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c.) Cost Plus plans (described below);

d.) Programs covering federal employees and their dependents;

e.) Plans covering members of other BCBS licensees who receive care from
providers in the Kansas City area

f) Plans covering employees of local and state public entities;

e Church plans covering employees of religious organizations;

h.) Policies issued directly to individuals (fully insured policies); and

1) Benefits administered pursuant to the Medicare Advantage Program (Medicare
Part C).
41. With respect to fully insured plans and policies, Blue KC processes claims and makes

benefit payments, as warranted, from its own accounts.

42. Many, but not all, of the group health plans administered by Blue KC are sponsored by
private employers and employee organizations (such as unions) and are governed by ERISA, 29 U.S.C.
§ 100, et seq.

43. Blue KC is the claims fiduciary for many of the ERISA-governed plans at issue.

44. Blue KC is able to supply an exhibit identifying the unique claims impacted by GS
Labs’s scheme and will seek the Court’s leave to file such a document under seal in an amended
pleading. Blue KC anticipates the forthcoming exhibit will include: claim numbers, charges, payments
(to the extent payments were made), dates of purported service, group numbers and group descriptions,
and ERISA status (whether the plan in question is an ERISA plan).

45. Certain types of relevant plans and programs administered by Blue KC are discussed

in greater detail below:
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i. Federal Employees’ Health Benefits Program

46. The Federal Employees’ Health Benefits Program (“FEHBP”) is a health benefits plan
for federal employees, retirees, and their dependents created by the Federal Employees Health
Benefits Act (“FEHBA”), 5 U.S.C. {§ 8901-8914.

47. Under FEHBA, the United States, through the Office of Personnel Management
(“OPM”), contracts with various private carriers to offer health benefit plans to its employees, with a
variety of benefits, coverages and costs.

48. OPM is charged with managing the FEHBP “in the interest of both the employees
and the Government,” 7, and is specifically authorized by Congress to promulgate FEHBA
regulations. 5 U.S.C. § 8913.

49. The importance to the federal government of cost controls in the FEHBP is illustrated
by the fact that one of the first principles enunciated by Congress in enacting FEHBA was the need
to “discourage unnecessary use of expensive facilities and services.” S. Rep. No. 86-468, at 4 (1959).

50. The Blue Cross and Blue Shield Service Benefit Plan, also known as the Federal
Employee Program or FEP, has been part of the FEHBP since its inception in 1960.

51. OPM contracts with the BCBSA, which sponsors the plan on behalf of various BCBS
licensees cross the country, which then underwrite the plan for members living or receiving services
in the areas where they operate.

52. Nationwide, the FEP covers roughly 4.6 million Federal employees, retirees and their
families out of the nearly 8 million people who receive their benefits through the FEHBP.

53. Although Blue KC administers the FEP in the greater Kansas City region, federal
employees do not contract for health benefits with Blue KC or BCBSA. Instead, they “enroll” in the

FEP pursuant to OPM’s regulations. 5 C.F.R. {§ 890.101(a), .102-.104, and subparts C, D, and K. A
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Statement of Benefits issued annually in accordance with in accordance with 5 US.C. § 8907 governs
the benefits provided by FEP.

54. Blue KC administers claims relating to enrollees of FEP who receive covered services
in the Kansas City area and, through that program, makes reimbursement payments from Blue KC’s
own accounts (and is, in turn, reimbursed pursuant to a letter of credit account for the FEP via a
specially-created fund in the U.S. Treasury called the Employees Health Benefits Fund).

ii. Administrative Service Only Plans

55. Blue KC provides “administrative services only” (“ASO”) service models to certain
plans.

56. Some plan sponsors elect to have ASO services administered locally by Blue KC
(collectively, “Local ASO”) while other ASOs plan sponsors contract with Blue KC which in turn
contracts with another BCBS licensee to administer their respective plans (“National Alliance ASO”).

57. Under both of these ASO models, Blue KC provides administrative services and the
plans or plan sponsors pay claims expenses.

58. The Local ASO Plan administrative service agreements (“ASAs”) typically include the
following language:

Plan Sponsor and BCBSKC recognize that BCBSKC or Plan Sponsor may receive
notice of a pending class action or other type of litigation that seeks recovery of funds
based on third party liability (hereinafter collectively referred to as a “Group
Litigation”). BCBSKC has no duty or obligation to notify Plan Sponsor (or the Plan)
of BCBSKC’s receipt of any notice of such Group Litigation. BCBSKC has no duty
or obligation to participate in such Group Litigation on behalf of Plan Sponsor (or the
Plan). However, BCBSKC may, in its sole discretion, elect to participate in such
Group Litigation, on its own behalf or on behalf of Plan Spoasot, or both, in
order to obtain recovery of funds. In the event BCBSKC decides to participate in
such Group Litigation on behalf of Plan Sponsor, BCBSKC is authorized by Plan
Sponsor to recover claims expenses or other amounts on Plan Sponsor’s behalf, either
during or subsequent to the term of this Agreement, that relate to claims incurred and
paid during the term of this Agreement. (empahsis added).
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59.

In August of 2021, seven National Alliance ASOs groups directed Blue KC to litigate

to seek reimbursement of claims paid to GS Labs at full, posted cash prices and have executed

additional documents explicitly assigning their rights to seek reimbursement of overpayments from

GS Labs to Blue KC.

iii. The Cost-Plus Option

60. Blue KC also offers a unique funding arrangement, Cost Plus, to afford plan sponsors

greater flexibility in the financial management of their plan.

as administrative and access fees, and the plan sponsors pay their health plan claims with certain claims

ol. Through the Cost Plus model, plan sponsors are responsible for fixed cost fees, such

pooling protections.

62. Cost-Plus ASAs contain the following language:

Legal Actions. BCBSKC may, but has no obligation to, pursue recovery
(including class action settlement recoveries) from health care providers,
manufacturers of health care or other products, or services on behalf of
Employer for any cause of action including, but not limited to, causes of action
arising out of violations of antitrust law, fraud, claims relating to fraud
(including claims wunder the Racketeering Influenced and Corrupt
Otganizations Act). Employer acknowledges and agrees for itself and its Covered
Persons that BCBSKC shall retain sole and exclusive right to all such recoveries and
may use such recoveries in its sole and absolute discretion, including, without
limitation, to help stabilize BCBSKC’s overall rates and to offset expenses and
BCBSKC does not share such recoveries with Employer. (emphasis added).

iv. The BlueCard Program

63.

The BlueCard program offers members of BCBS licensees the ability to

receive healthcare services while traveling or living outside of the applicable BCBS licensee’s service

area.

64.

Through the BlueCard program, Blue KC members may obtain “in-network™ medical

services from providers that have contracted with other BCBS licensees.
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65. Likewise, members of other BCBS licensees who obtain medical services in the Kansas
City metropolitan area may obtain “in-network” medical services from providers who have contracted
with Blue KC.

66. Under the BlueCard Program, a Blue KC member can receive medical services within
the health care provider network of a BCBS licensee in a different geographic region (a “Host Plan”),
and such services are treated, priced, and transmitted as “in-network” to the BCBS licensee with whom
the member is enrolled (a “Home Plan”).

67. When a Blue KC member obtains medical services from a non-participating provider
outside of the Kansas City metropolitan region, the provider typically will submit the claim for
reimbursement not directly to Blue KC but to the Host Plan.

68. And, likewise, when other BCBS licensees’ members obtain medical services from a
non-participating provider inside the Kansas City metropolitan region, the provider typically will
submit the claim for reimbursement to Blue KC.

THE COVID-19 PANDEMIC

69. In a January 21, 2020 press release, the Centers for Disease Control and Prevention
(“CDC”) noted, “there are growing indications that limited person-to-person spread [of COVID-19]
is happening. It’s unclear how easily this virus is spreading between people . . . CDC continues to
believe the tisk of [COVID-19] to the American public at large remains low at this time.”*

70. Less than two months later, however, the World Health Organization (“WHO?”)
declared the COVID-19 outbreak a global pandemic. The WHO expressed grave concern for both

the spread and severity of the disease and alarming levels of government inaction.’

4https: www.cdc.gov/media/releases/2020/p0121-novel-coronavirus-travel-case.html
5https: www.ncbi.nlm.nih.gov/pmec/articles/PMC7569573
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71. At that time, there were “no proven effective specific treatment strategies” and no
approved diagnostic testing.

72. Uncertainty about the fatality rate of COVID-19 caused fear and confusion as the
pandemic unfolded. Initial reports from abroad estimated a fatality rate as high as 15%. As more data
became available, this estimated fatality rate dropped to a range between 4.3% and 11%. The most
recent data suggests the fatality rate in the United States is roughly 1.8%.”

73. Kansas Governor Laura Kelly declared a state of emergency in response to the
COVID-19 pandemic on March 12, 2020.° In Kansas the state of emergency expired on June 15,
2021.

74. In Missouri, Governor Michael Parson declared a state of emergency in response to
COVID-19 on March 13, 2020.” The state of emergency is currently set to expire on August 31, 2021.

75. Prior to March 2020, the U.S. had only completed 459 tests of patients suspected to
have contracted COVID-19." Initially, the CDC controlled the only testing operations in the U.S.,
which Science Magazine described as “a fiasco.”"!

76. Efficient and accurate testing for the virus was, and remains, a key measure to end the
pandemic.

77. In February of 2020, due to the rapid spread of COVID-19, the Secretary of the U.S.

Department of Health & Human Services (“HHS”) authorized the emergency use of iz vitro diagnostic

devices for the detection of COVID-19."

°Id.

7 https://ourworldindata.org/mortality-risk-covid

® https://governor.kansas.gov/governor-issues-emergency-declaration-for-covid-19

? https://governor.mo.gov/press-releases/archive

" https://www.sciencemag.org/news/2020/02/united-states-badly-bungled-coronavirus-testing-
things-may-soon-improve

11 Id

"2 https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-
devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices
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78. Since the outset of the pandemic, several types of COVID-19 tests were approved for

emergency use and have become available to the public including the following:

Test Type Description Billing MAC
Code Allowable

Rates"

COVID-19 Rapid Rapid Antigen tests detect protein fragments 87811 $41.38
Antigen Test specific to the Coronavirus and are used to

diagnose active infection.

COVID-19 Rapid Antibody tests are “not [used] used to 86328 $45.23

Antibody Test diagnose an active COVID-19 infection.”"*

Instead, these tests detect two different types
of antibodies IGM and IgG) that may
develop in patients after exposure to

COVID-19. This test requires a blood
sample.

COVID-19 PCR Test" | Also called a molecular test, these tests detect 87635 $51.33
genetic material of the virus using a lab
technique called polymerase chain reaction
(PCR). Many consider this test to be the
most accurate diagnostic test.

BIO-Fire PCR Test 2.1 | This test is like the PCR Test, but instead of 0202U $416.78"
detecting only one pathogen it detects 22
target respiratory pathogens including

COVID-19.
GenMark ePlex This test is like the PCR Test, but instead of 0225U $416.78
Respiratory Pathogen 2 detecting only one pathogen it detects 21
Panel target respiratory pathogens including
COVID-19.
79. Since February 2020, federal, state, and local governments have worked together with

numerous health care providers, group plans, and insurers to build a robust testing infrastructure.

" Medicare Administrative Contractors (“MACs”) are responsible for developing the allowable
reimbursement rates for the Medicare program for newly created procedure codes until the Centers
for Medicare & Medicaid Services (“CMS”) establishes national rates. CMS has not yet established
national payable amounts for these tests.

' https://www.fda.gov/consumers/consumer-updates/coronavirus-disease-2019-testing-basics

" PCR testing is appropriately billed using CPT code 87637 whete the test attempts to detect both
COVID-19, influenza, and respiratory syncytial virus. This expanded testing is sometimes referred
to as a “small panel test.”” “Large panel PCR testing”, such as the BioFire and ePlex tests, are
designed to detect 21 and 22 target respiratory pathogens.

' Not all MACs have established pricing for large panel tests GS Labs administered.
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80. To date, Blue KC has completed processing and payment of approximately 541,475
COVID-19 diagnostic testing claims from approximately 1,435 providers.

COVID-19 DIAGNOSTIC TESTING UNDER THE FFCRA AND CARES ACT

81. In response to the deepening pandemic crisis, Congress enacted the Families First
Coronavirus Response Act (“FFCRA”)" on March 18, 2020.

82. Among many other provisions, the FFCRA requires certain health plans and insurance
providers to cover certain COVID-19 7 vitro diagnostic testing at no cost to the insured patient.
FFCRA § 6001(a).

83. Only nine days after the FFCRA was enacted, Congress enacted the Coronavirus Aid,
Relief, and Economic Security (“CARES”) Act of 2020 on March 27, 2020.

84. The CARES Act describes how the pricing for FFCRA-required coverage for
diagnostic testing is to be established. CARES Act § 3202.

85. Pursuant to the CARES Act, when there is no negotiated pricing agreement between
the insurer and provider, the insurer must reimburse the provider “an amount that equals the cash
price for such service as listed by the provider on a public internet website.” Id. az § 3202(a).

86. The CARES Act also requires that providers establish and publicly post on their
websites accurate “cash prices.” See CARES Act § 3202(b)(1) (stating, “each provider . . . shall make
public the cash price for such test on a public internet website of such provider.”).

87. “Cash price means the charge that applies to an individual who pays cash (or cash
equivalent) for a COVID-19 diagnostic test.” 45 C.F.R. § 182.20.

GS LABS SUBMITS THOUSANDS OF SUSPECT CLAIMS TO BLUE KC

88. On March 2, 2021, GS Labs sent correspondence to Blue KC regarding the diagnostic

testing claims it would soon be submitting to Blue KC. Exhibit B.

" Pub. L. No. 116-127.
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89. In its March 2, 2021 correspondence, GS Labs informed Blue KC, “[yJou should
anticipate that the claims submitted to your company by GS Labs will set out the GS Labs Cash Price
on the date of service identified in the claim . . . [yJour company must pay GS Labs at its publicly

posted cash price rates.” (emphasis added). Exhibit B.

90. GS Labs’s correspondence then claimed its established cash prices were the following:
Test Name Billing Code Cash Price

COVID-19 RAPID ANTIGEN TEST 87811 $380.00
COVID-19 RAPID ANTIBODY TEST 86328 $380.00
COVID-19 PCR TEST 87635 $385.00
COVID-19 BIO-FIRE PCR TEST 0202U $979.00
COVID-19 EPLEX PCR TEST 0225U $979.00

91. GS Labs’s statements regarding its cash prices were material and false. GS Labs had

not established cash prices at the rates identified above.

92. GS Lab’s statements regarding its cash prices were calculated to induce Blue KC into
paying GS Labs for testing at objectively unreasonable rates not required by law.

93. GS Labs then submitted to Blue KC at least 11,504 claims (“the claims™)'"® totaling
over $10.9 million at the rates referenced in the March 2, 2021 correspondence.

94. Upon information and belief, the purported dates of service for the claims range from

approximately November 29, 2020 to June 28, 2021.

95. To date, GS Labs has sought reimbursement for approximately:
a.) 13,417 claims for rapid antigen testing;
b.) 13,484 claims for specimen collection;

c.) 11,504 claims for rapid antibody testing; and

d.) 800 claims for various types of PCR testing."”

'® GS Labs’s claims typically seek reimbursement for multiple services.
" Upon information and belief, all PCR testing claims GS Labs submitted is large panel PCR testing
irrespective of the coding used by GS Labs.
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96.

members:

97.

Of the over $10.9 million in total claims GS Labs submitted involving Blue KC or its

d)

Over $4.3 million arises from services purportedly provided to Blue KC
members in the Kansas City area;

Over $1.6 million arises from Blue KC members purportedly obtaining
services from GS Labs outside of the greater Kansas City area;

Over $4.8 million is the result of other BCBS licensee’s members seeking
services in the greater Kansas City area; and

Approximately $280,000.00 arise from services purportedly provided to Blue

KC members administered through the National Alliance ASO program.

GS Labs typically submitted its claims to Blue KC as an 837P electronic records. Upon

information and belief, each of its electronic claims submissions contained a data element “Y” for the

CLMOG6 data element, which is equivalent to affirming Box 31 on the standardized NUCC 1500 Health

Insurance Claim Form (“Form 15007).

98.

99.

Box 31 of Form 1500 states:

SIGNATURE OF PHYSICIAN OR SUPPLIER INCLUDING DEGREES
OR CREDENTIALS (I certify that the statements on the reverse apply to this
bill and are made part thereof.)

Signed Date

On the reverse side of each Form 1500, among other terms and conditions, each

provider must certify the following affirmation: “the services listed above [on the claim form| were

medically indicated and necessary to the health of this patient and were personally furnished by me or

my employee under my personal direction.”
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100.  GS Labs’s certifications in its electronic claims submissions are material and false since
the ordering physicians did not personally furnish the tests or personally direct his employees to
furnish the tests.

101.  In fact, GS Labs does not exercise patient-specific physician judgment in ordering any
of the testing at issue. Instead, GS Labs apparently relies on standing, blanket orders. See Exhibits C,
D, and E. Upon information and belief, the physicians that signed the standing, blanket orders do
not reside in the Kansas City metropolitan area and have little or no role in ensuring that their orders
were followed or were appropriate as applied to each patient.

102.  Provision of these tests without a licensed clinician’s order, upon information and
belief, amounts to laboratory staff’s practice of medicine without an appropriate licence in violation
of Mo. Rev. Stat. § 334.010 and/or KSA 65-2803 as the ordering physician had no part in the actual
(1) patient evaluation, (2) patient counseling, (3) interpretation of results, (3) patient diagnosis, or (4)
patient treatment or referral.

103.  Moreover, GS Labs violated the terms of its own standing orders by providing testing
even when not called for by its own standing orders. The standing orders state that the patient must
be “concerned that he or she has been exposed to and/or infected with COVID-19” or present with
symptoms consistent with COVID-19. Some, but not all, of the claims GS Labs submitted for
reimbursement indicate the patient denied exposure and symptoms but was still tested.

104.  Furthermore, GS Labs does not create and maintain adequate documentation to
substantiate that the tests in question were administered or administered in a manner that produced
reliable results. In the alternative, GS Labs has failed to provide such documentation to Blue KC upon

request.
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105.  For example, records involving GS Labs’s large panel PCR testing (the ePlex and
Biofire testing described above) do not record results of most of the pathogens for which the tests
were designed to detect.

106.  Some of the claims were submitted under circumstances indicating testing was not
performed as billed. For instance:

a.) Certain tests were billed before the date of the testing in question;

b.) Certain bills are duplicative - for instance, a claim with the same member, same
claimed service, with the same purported service date were submited several
times;

c.) Certain testing was billed without any records of the test results being recorded
or transmitted to the members;

d.) Certain bills for large panel PCR testing only have results for antibody and
antigen testing without any indication large panel PCR testing was actually
performed.

107.  Further, many of the claims submitted by GS Labs include claims for services that, if
they were actually administered, appear to have been administered in bad faith solely to generate fees.
For instance:

a.) GS Labs routinely performs antigen and antibody tests together. There is no
legitimate medical reason to routinely, and as a matter of course, perform both
rapid antigen and rapid antibody tests together;

b.) GS Labs submitted claims for large panel PCR testing using various procedure
codes. These tests are designed to detect dozens of other pathogens including
adenovirus, human metapneumovirus, human rhinovirus, influenzas, para

influenzas, Bordetella parapertussis, and chlamydia pneumoniae. Associated
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medical records identify no symptoms, suspected exposures, other test results,
or justifications which would warrant using these expensive and extensive tests
rather than simple antigen or targeted PCR tests; and
c.) In some instances, PCR, antigen, and antibody testing were performed at the
same time, on the same member, without an apparent reason to do so.
108.  One witness, a former employee of GS Labs, reported:

[GS labs was] manipulat{ing] people into thinking they need all three COVID
tests (antibody, antigen, and PCR). The nurses were told to go to the cars and
immediately start doing the antibody test (finger stick) to distract the patient. Nurses
were being let go if they did not persuade enough people to get all three tests.
Management would follow the nutses to make sure they were getting patients
to do all three tests (even if they weren’t needed). Patients are being lied to just
so this company can make a profit. (emphasis added).

109.  Another former employee of GS Labs working at a different GS Labs location in a
different state reported GS Labs was coercing prospective patients to obtain both antigen and
antibody tests even when the patient only requested one test. Ultimatly, that witness reported that GS
Labs terminated her employment for “not selling enough tests.”

110.  That former GS Labs employee reported:

Starting the week of 1/11/21 we were told we needed to get every person to take the
antibody test as insurance will pay for both. I inquired about what the
“runners”/check-in people were saying after being yelled at by multiple cars for
confirming they were having both tests done when they did not want that. . . On
1/18/21 the lead RN [name omitted], shadowed me after telling me my numbers were
the lowest. . . . She observed me sell and educate patients on the extra test and the
following day fired me for not selling enough tests. She claims this came from
HQ in Omaha. (emphasis added).

111.  Upon information and belief, the witness statements described in the preceding

paragraphs are accurate descriptions of GS Lab’s usual policies and practices.

GS LABS’S CASH PRICES ARE OBJECTIVELY UNREASONABLE AND WERE
POSTED IN BAD FAITH
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112. GS Labs’s purported cash prices are excessive, objectively unreasonable, and were
posted in bad faith.
113.  GS Labs states the following are its established cash prices (hereinafter “sham cash

prices”) and posts the same on its website:”

Test Name

COovVID-19
RAPID
ANTIGEN TEST

coviD-19
RAPID
ANTIBODY
TEST

COVID-19 PCR
TEST

Biofire -
Respiratory
Panel PCR

EPLEX-
Respiratory
Panel PCR

114.

Description Billing
Code (CPT)

(HCPCS)

The COVID-19 rapid antigen test detects protein fragments specific to the Coronavirus, This 8781
test requires a nasal swab. For the antigen test, GS Labs is using the CareStart test for
Rapid Detection of SARS-CoV-2. Results may come back in as soon as 20 minutes,
This test detects two different types of antibodies(IgM and IgG) that may develop in most 86328
patients after exposure to SARS-CoV-2. The IgM/IgG test identifies whether a person has
developed antibodies for SARS-CoV-2 and can do so as soon as 48 hours after exposure, For
the IgM/IgG test, GS Labs is using the Azure Biotech Inc, Assure IgM/IgG Rapid Test Device,
At this time, it's unknown how much protection antibodies might provide against
reinfection.

When supplies are available, we offer different COVID-18 Polymerase Chain Reaction (PCR) 87635
tests, A PCR test is the most accurate test available for detecting COVID-19, The PCR test
detects RNA (or genetic material) that is specific to the SARS-CoV-2 virus and can detect
the virus within days of infection, even those who have no symptoms. The only pathogen
this particular test will check for is COVID-19. The sample is obtained via a nasopharyngeal
swab, THIS TEST IS CURRENTLY UNAVAILABLE DUE TO SUPPLIES,

When supplies are available, we offer the Biofire respiratory pathogen panel PCR. APCR 02020
test is the most accurate test available for detecting COVID-19. The BioFire identifies 22 of
the most common viral and bacterial organisms associated with upper respiratory infection,
including SARS-CoV-2, the virus that causes COVID-19, The sample is obtained via a

nasopharyngeal swab.

When supplies are available, we offer the Genmark ePlex respiratory pathogen panel PCR, A 0225U
PCR test is the most accurate test avallable for detecting COVID-19, The Genmark ePlex
identifies 21 of the most common viral and bacterial organisms associated with upper
respiratory infection, including SARS-CoV-2, the virus that causes COVID-19, The sampleis

obtained via a nasopharyngeal swab.

Price/Cash

Price

$380.00

$380.00

$385.00

$979.00

$979.00

The two types of tests most frequently billed by GS Labs are the COVID-19 rapid

antigen test and the COVID-19 rapid antibody test.

* Blue KC’s investigation is continuing. GS Labs may have posted even higher purported cash
prices on its website at certain times relevant to this litigation.
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115.  Each of these tests are priced at wholesale below $20 per test and sometimes for as
low as $8 per test.

116.  GS Labs also typically bills an additional $50 charge for specimen collection using the
“G2023” procedure code along with the purported cash prices identified above.

117. Upon information and belief, GS Labs also directly charged some Blue KC members
a $49 “administrative fee” in addition to any amounts collected from insurers.

118.  One version of GS Labs’s consent form states the following: “In order to set you up
as a user in our system and give you access to same-day scheduling and same-day results, GS Labs is
charging a $49 set up fee at participating locations. It is not a co-pay or coinsurance or a deductible.”
See e.g. Exhibit F, page 1, paragraph 1.

119.  GS Labs’s sham cash prices for certain diagnostic tests are up to ten times higher than
the MAC allowable rates and the Kansas City metropolitan area is well-served by many other providers
offering the same or similar tests at substantially lower prices.

120.  The following chart compares GS Labs pricing to a small sample of other local testing

providers:
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Test GS MAC Rapid CVS* | Petformance | University | Truman
Type Labs’s |Allowable| Test KC Health KC” | of Kansas | Med.
“Cash Rates Drive- Health Ctr.”
Price” Thru Systems®
Clinic*
Rapid $380.00 | $41.38 $35  |No out-of- $150* N.A. N.A.
Antigen pocket cost]
Test
(87811)
Rapid $380.00 | $45.23 $35 $38% $45 $42.25 $52%
Antibody
Test
(86328)
PCR Test | $385.00 | $51.33 $165 |$139 ($100| $170 ($85 for $32.50 $33.35
(87635) for the visit and
laboratory sample
setrvices, collection,
$39 for $85 for lab
clinic visit) fee)
121. No unusual or exceptional circumstances justify GS Labs’s exceptionally high

purported cash prices.

*'https:/ /www.rapidtestkc.com/book?gclid=EATalQobChMI5]7Vgund8QIV0z2tBh3aTgi EAAYA
SAAESIvAPD BwE

? https:/ /www.cvs.com/minuteclinic/covid-19-

testing/?cid=ps _questtest&gclid=Cj0KCQjw5PGFBhC2ARIsAIFIMNdOO4zobpmC5BFAGy057
4HFK66-6u]xuKIMuerK80Icxbb-dhGPeFaAtZKEALw wcB&gclsre=aw.ds.Walgreens’s pricing
structure is similar to CVS’s pricing structure. See
https://www.walgreens.com/findcare/covid19/testing

» https://performancehealthkc.com/covid19-testing

** Price transparency file found at https://www.kansashealthsystem.com/patient-

visitor/ financial/patient-bills /services-fees/charge-descriptions#:~:text=we%20share%200ut-
Jprice%20transparency%20file,-* %20Th1$%2015%20a

(downloadable spreadsheets at bottom of webpage)

% Performance Health KC’s website does not indicate it charges an additional collection fee for this
test.

? https:/ /www.cvs.com/content/antibody-testing?icid=coronavirus-lp-nav-antibody-testing

* Truman Medical and University of Kansas Health Systems offers a slightly different antibody test
using CPT Code 86769. CPT Code 86769 is used to report multiple-step antibody testing for severe
acute respiratory syndrome coronavirus while 86328, the code used by GS Labs, is used to report to
report single step antibody testlng for severe acute respiratory syndrome coronavirus 2 See generally
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https://www.rapidtestkc.com/book?gclid=EAIaIQobChMI5J7Vgund8QIV0z2tBh3aTgj_EAAYASAAEgIyAPD_BwE
https://www.cvs.com/minuteclinic/covid-19-testing/?cid=ps_questtest&gclid=Cj0KCQjw5PGFBhC2ARIsAIFIMNdOO4zobpmC5BFAGy0574lHFK66-6uJxuKIMuerK80Icxbb-dhGPeEaAtZKEALw_wcB&gclsrc=aw.ds
https://www.cvs.com/minuteclinic/covid-19-testing/?cid=ps_questtest&gclid=Cj0KCQjw5PGFBhC2ARIsAIFIMNdOO4zobpmC5BFAGy0574lHFK66-6uJxuKIMuerK80Icxbb-dhGPeEaAtZKEALw_wcB&gclsrc=aw.ds
https://www.cvs.com/minuteclinic/covid-19-testing/?cid=ps_questtest&gclid=Cj0KCQjw5PGFBhC2ARIsAIFIMNdOO4zobpmC5BFAGy0574lHFK66-6uJxuKIMuerK80Icxbb-dhGPeEaAtZKEALw_wcB&gclsrc=aw.ds
https://performancehealthkc.com/covid19-testing
https://www.kansashealthsystem.com/patient-visitor/financial/patient-bills/services-fees/charge-descriptions#:%7E:text=we%20share%20our-,price%20transparency%20file,-*.%20This%20is%20a
https://www.kansashealthsystem.com/patient-visitor/financial/patient-bills/services-fees/charge-descriptions#:%7E:text=we%20share%20our-,price%20transparency%20file,-*.%20This%20is%20a
https://www.kansashealthsystem.com/patient-visitor/financial/patient-bills/services-fees/charge-descriptions#:%7E:text=we%20share%20our-,price%20transparency%20file,-*.%20This%20is%20a
https://www.trumed.org/patients-visitors/billing-information/understanding-costs/
https://www.cvs.com/content/antibody-testing?icid=coronavirus-lp-nav-antibody-testing
https://www.ama-assn.org/practice-management/cpt/covid-19-cpt-coding-and-guidance

122. GS Labs does not operate in remote communities or other communities where
unusually high operating costs would be expected.

123. GS Labs does not have unusually high labor costs. Instead, upon information and
belief, its labor costs are below market rates as it misclassifies employees as independent contractors
and fails to comply with Sections 7 and 15 of the FLSA, 29 U.S.C. §§ 207 and 215(a)(2) by employing
individuals for workweeks longer than forty (40) hours without compensating such employees for
hours worked in excess of forty (40) hours per week at rates at least one and one-half times the regular
rates.

124.  GS Labs does not provide additional medical or diagnostic services to its patients.

125.  Rather than providing augmented (or even basic) medical services, GS Labs purports
to provide its testing only for “non-diagnostic” or “informational” purposes, disclaims any physician-
patient relationship, and demands that each member indemnify it for any claims, damages, or
attorney’s fees arising out of the testing services.

126.  GS Labs’s consent forms include the following language:

a.) “I am electing to have this antibody test for informational purposes only.”
Exhibit F, page 1, paragraph 2;

b.) “Any results [with respect to antigen testing] I receive are for informational
purposes only and do not constitute a medical diagnosis.” Exhibit F, page 1,
paragraph 4;

c.) “I understand that I am not creating a patient relationship with GS Labs or its
affiliates or providers by participating in testing. The lab is not acting as my
medical provider and does not replace treatment by my primary medical
provider. I assume complete and full responsibility to seek and obtain medical

and other advice relating to this testing and any results I receive. Should I have
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question [sic] or concerns regarding my results, or a worsening of my
condition, I shall promptly seek advice and treatment from an appropriate
medical provider.” Exhibit F, page 2, paragraph 2; and

d.) “I agree to indemnify and hold harmless GS Labs and its staff against any and
all claims, suits, or actions of any kind whatsoever for liability, damages,
compensation, or otherwise brought by me or anyone on my behalf, including
attorney’s fees and any related costs, if litigation arises pursuant to any claims
made by me or anyone else acting on my behalf. If GS Labs or its staff or
representatives incurs any of these types of expenses, I agree to reimburse GS
Labs for these expenses.” Exhibit F, page 2, paragraph 4.

127.  In light of the locations of GS Labs operations, its disclaimer of any actual physician-
patient relationship, and its insistence on full indemnification from the patients it supposedly serves,
GS Labs’s purported cash prices are objectively unreasonable and excessive.

128.  GS Labs has been unable to offer any credible justification or explanation regarding
its facially excessive sham cash prices.

129.  Instead, GS Labs stated that its objectively unreasonable and excessive prices were due

to the fact thatitis a “top notch lab” operating thirty sites in multiple states, it worked with consultants

P14 2 <<

to develop a “unique model,” and it offers “a call line,” “extended hours,” “prompt results,” and
“same day appointments.”
130.  Multiple reports contradict GS Labs’s claims regarding the quality of its services

including the following:
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a.) “I walked around with COVID for a week, becanse of late results” December 19,
2020;”

b.) “Kansas looks at whether Lenexa lab price gonged on Covid-19 tests” December 22,
2020;

c.) “Lab’s 3-month data delay leads to abnormally high daily Covid total in Allegheny County”
April 14, 2021;”" and

d.) “Slow reporting from labs can hinder coronavirus response, create doub?” May 7, 2021
(stating, “The late reports potentially sow doubt in data used to gauge the
severity of virus spread”).”

131.  Moreover, public records describe serious quality and public health concerns at GS
Labs facilities. These concerns include the following:
a.) GS Labs informing patients their COVID-19 test results were negative when

they were in fact positive;

b.) GS Labs providing patients with incorrect lab results (another patient’s
results);

c.) GS Labs not providing results to patients;

d.) GS Labs providing results to patients, but only days after the testing;

e.) GS Labs providing false or unverified testing results to patients so that those

patients could board airplanes or otherwise use proof of a negative test result;

* https:/ /www.kctv5.com/i-walked-around-with-covid-for-a-week-because-of-late-results-gs-labs-
subcontractor/article be3f0647-7948-5cd1-ba8e-tb5f75c432cd.html

* https://www.bizjournals.com/kansascity/news/2020/12/22/covid-19-test-price-gouging-inquiry-
gs-labs.html

' https://triblive.com/local/westmoreland /labs-3-month-data-delay-leads-to-abnormally-high-
daily-covid-total-in-allegheny-county

* https://triblive.com/local/westmoreland/slow-reporting-from-labs-can-hinder-response-to-
coronavirus-outbreaks
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https://www.bizjournals.com/kansascity/news/2020/12/22/covid-19-test-price-gouging-inquiry-gs-labs.html
https://triblive.com/local/westmoreland/labs-3-month-data-delay-leads-to-abnormally-high-daily-covid-total-in-allegheny-county
https://triblive.com/local/westmoreland/labs-3-month-data-delay-leads-to-abnormally-high-daily-covid-total-in-allegheny-county
https://triblive.com/local/westmoreland/slow-reporting-from-labs-can-hinder-response-to-coronavirus-outbreaks
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f) GS Labs operating in unsafe and non-sterile working conditions;

e GS Labs failing to provide employees sufficient protective medical equipment,
such as medical gloves; and

h.) GS Labs failing to properly handle medical waste.

132.  Commenting on an instance in which GS Labs provided incorrect results to a patient,
one Jackson County, Missouri Health Department employee commented, “[t]his raises additional
concerns about [GS Labs] providing incorrect information to not only clients, but the state of Missouri
as well. In a [ [sense of surveillance and control of infectious disease, this situaiton makes it
much more difficult to control the spread of COVID-19.” (emphasis added)

133.  Via correspondance dated February 15, 2021, GS Labs admitted that testing it
performed “may be inaccurate due to incomplete equipment validation studies and quality control
records.” Exhibit H.

134. On March 18, 2021, the Nebraska Department of Health and Human Services sent
correspondance to GS Labs noting, GS Labs “is not in compliance with all of the Conditions required
for certification in the CLIA® program.” Exhibit I, page 1, paragraph 2.

135.  Via correspondance dated May 14, 2021, GS Labs admitted that it failed to follow
certain unidentified “applicable laboratory standards for testing facilities” protocols. Exhibit J,
paragraph 1.

136.  GS Labs did not operate a “top notch” lab and, instead, operated facilities that produce
flawed, delayed, and unreliable results injurious to public health.

137.  Furthermore, GS Labs’s purported cash pricing would still be objectively excessive

and unreasonable even if its statements regarding the quality of its services were true.

* CLIA (Clinical Laboratory Improvement Amendments) is a CMS program with the objective of
ensuring quality laboratory testing.
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138.  GS Labs’s purported cash prices are objectively excessive and unreasonable and were
not set in good faith.

139.  GS Labs’s posted “cash prices” and claims for those prices amount to unlawful price
gouging and disaster profiteering. See generally K.S.A. 50-6,106; Mo. Rev. Stat. § 407.010, ez seq., 15
C.S.R. 60-8.030.

140.  The prices posted and claimed by GS Labs are contrary to the public interest as
articulated by K.S.A. 50-6,106; Mo. Rev. Stat. § 407.010, ¢# seq., 15 C.S.R. 60-8.030-.04.

GS LABS USED A FALSE “CASH PRICE” IN CONNECTION WITH ITS CLAIMS

141.  Not only are GS Labs’s sham cash prices excessive, objectively unreasonable, and
posted in bad faith, but they were intended to dupe Blue KC, health care benefit programs, and health
care benefit plans into paying excessive fees to GS Labs.

142. GS Labs knowingly and intentionally posted on its website sham cash prices which did
not represent the actual cash prices GS Labs established for uninsured patients.

143.  Despite the CARES Act’s requirement that GS Labs post accurate cash prices on its
website, GS Labs did not post accurate cash prices.”

144.  Instead, GS Labs posted inflated and illusory prices designed to mislead insurers and
health plans and unjustly enrich GS Labs.

145. At the same time GS Labs posted its excessive purported cash prices and demanded
that insurers pay those sham cash prices, GS Labs routinely, and as a matter of policy, refused to

provide treatment to patients who sought to pay cash for COVID-19 diagnostic testing.

* See CARES Act § 3202(b)(1)(“each provider ... shall make public the cash price for such test on a
public internet website of such provider.”). “Cash price means the charge that applies to an individual
who pays cash (or cash equivalent) for a COVID-19 diagnostic test.” 45 C.F.R. § 182.20 (effective
January 1, 2021).
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146.  In fact, GS Labs’s standard consent forms include the following language: GS Labs
“only accepts insurance patients who are seeking testing for diagnostic purposes.” Exhibit G,
page 3, paragraph 4. (emphasis added).

147.  After one GS Labs patient complained to her state Attorney’s General office about
GS Lab’s “ridiculously high” posted prices, GS Labs attempted to defead itself by admitting to
that state Attorney General’s office that GS Labs’s posted cash prices were only meant for
insurance companies and not cash-paying custometrs.

148.  In responding to that consumer’s complaint, on February 17, 2021, GS Labs told the
state Attorney General’s office, “jt is important to note that the ‘cash prices’ listed on GS Labs’
website generally are charged only to insurance companies, and not consumers. . . Again,
these ‘cash prices’ apply to insurance companies only. . .” (underline in original, additional
emphasis added).

149.  GS Labs admited that the cash prices it posted were not true “cash prices” or
“charge[s] that appl[y] to an individual who pays cash (or cash equivalent) for a COVID-19 diagnostic
test.” See 45 CFR § 18.20.

150.  Instead, the posted pricing is a scheme or artifice designed to coerce insurers and
group health plans into paying claims at grossly inflated rates.

151.  The publicly posted sham cash prices were not a true “cash prices” as that term is used
by Section 3202 of the CARES Act.

152.  Upon information and belief, at an unknown time in 2021 GS Labs may have changed
its practices and began accepting cash patients under limited circumstances. However, when GS Labs
began to accept cash patients, the actual rates charged to these patients were substantially lower than

the sham cash prices GS Labs posted on its website. For instance, at the same time GS Labs told
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uninsured patients that it would accept $114.00 to conduct basic rapid antigen testing, GS Labs
represented to insurers that its “cash price” for the same service was $380.00.

153.  GS Labs knowingly and willfully executed a scheme or artifice to defraud health
insurers and plans by posting a sham cash price that GS Labs and then demanding that group health
plans and insurers pay those same sham cash prices.

GS LABS MAKES UNREASONABLE DEMANDS

154.  After receiving the March 2, 2021 correspondence and the claims, Blue KC
approached GS Labs to negotiate reasonable rates for the claims, as envisioned by applicable law. See
CARES Act 3202(a)(2)(stating, “[i]f the health plan or issuer does not have a negotiated rate with such
provider, such plan or issuer . . . may negotiate a rate with such provider for less than such cash price”).

155. Blue KC and GS Labs had several discussions regarding the services offered, lack of
medical records, and excessive cash prices.

156.  GS Labs continued to insist it was entitled to be reimbursed at its full sham cash prices.

157.  For instance, on April 20, 2021, an agent of GS Labs negotiating on GS Labs’s behalf
wrote Blue KC, stating, in part: “It is important to our negotiations that you understand that past
testing services have been performed for enrollees and booked at the cash prices published by GS
Labs on its website. These fees are already due and owing by [Blue KC].”

158.  Later, the negotiations reached an impasse after GS Labs refused Blue KC’s offer to

accept reasonable rates and demanded that Blue KC pay its sham cash prices less a small discount.

COUNT I. DECLARATORY JUDGMENT

159.  The preceding paragraphs are incorporated by reference as if set forth fully herein.
160.  Plaintiff brings this action seeking declarations of the parties’ rights and obligations
under various health insurance plans and policies Blue KC administers or insures and each claim GS

Labs has made on any one of them.
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161.  The above-described events give rise to a substantial, ripe, and justiciable dispute
between the parties to this action, namely whether Blue KC is obligated to pay the claims described
above.

162.  Further, with respect to unpaid claims arising from ERISA-governed plans in which
Blue KC is a plan fiduciary, Blue KC seeks a bill for instructions or other equivalent equitable relief
under ERISA § 502(2)(3), 29 U.S.C. § 1132(a)(3). See generally Dakotas & W. Minnesota Elec. Indus. Health
& Welfare Fund by Stainbrook & Christian v. First Agency, Inc., 865 F.3d 1098, 1103 (8th Cir. 2017).

163. GS Labs knowingly and willfully concealed or misrepresented material facts or
circumstances relating to its claims and, in so doing, forfeited its rights, if any, to reimbursement for
the claims made.

164.  GS Labs knowingly and willfully acted in bad faith in connection with the claims
described above and, in so doing, has forfeited its rights, if any, to reimbursement for the claims made.

165. GS Labs knowingly and willfully disregarded its statutory obligations under the
CARES Act to post its actual cash prices for the services in question and, in so doing, has forfeited its
rights, if any, to reimbursement for the claims made.

166.  GS Labs knowingly and willfully violated state law regarding disaster profiteering and
price gouging and, in so doing, has forfeited its rights, if any, to reimbursement for the claims made.

167.  The sham cash prices GS Labs purported to establish are objectively unreasonable,
grossly excessive, set in bad faith and are impermissible under the CARES Act.

168.  GS Labs continues to demand that Blue KC pay grossly and unnecessarily excessive
reimbursement rates for the claims described above.

169.  Blue KC refuses to submit to GS Labs’s demands.

170.  Accordingly, pursuant to 28 U.S.C. § 2201, ERISA § 502(2)(3), and Mo. Rev. Stat.

Section 527.010, e seg a judicial declaration or other appropriate equitable relief is necessary and
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appropriate to specify that the rights of the parties with respect to claims GS Labs submitted to Blue
KC or involving Blue KC’s members.

171.  Plaintiff has sustained damage as a result of GS Labs’s bad faith, concealments,
misrepresentations, and use of objectively unreasonable and excessive sham “cash prices,” in that it
has incurred substantial costs and expenses for claim response, investigation, and attorney’s fees,
which continue to accrue.

172, Plaintiff is entitled to recover its attorneys’ fees accrued in investigating and litigating
this matter and such an award is proper under Federal Rules of Civil Procedure 54 and 58, 28 U.S.C.
§2202,29 US.C. § 1132(g)(1), and/or Missouri’s declaratory judgment statute, Mo. Rev. Stat. Section
527.010, et seq.

COUNT II. INJUNCTIVE RELIEF

173. The preceding paragraphs are incorporated by reference as if set forth fully herein.

174. At all times relevant, GS Labs was a “non-participating” provider purportedly
providing “out of network services” to Blue KC members.

175.  Inasection titled “ATTENTION BLUE CROSS/BLUE SHIELD MEMBERS,” GS
Labs’s consent forms state, “I hereby authorize GS Labs to charge my credit card for the full amount
of all services rendered by GS Labs or its contractors fifteen (15) days after the test.” Exhibit G, page
2, paragraph 5.

176.  In a section titled “Financial Responsibility,” GS Labs’s consent forms state, “I agree
that I am personally financially responsible for payment of fees for all tests ordered and collected by
GS Labs or its representatives or contractors at my request. It is my responsibility to know my own
insurance benefits, including whether GS Labs is a contracted provider and any covered benefits and

exclusions . . .”” and “I understand that if my insurance company denies coverage or payment

for the services provided to me, or fails to remit timely payment on my claim (within thirt
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(30) days), I assume full financial responsibility and will pay all charges in full.” Exhibit G,

page 3, paragraph 3. (emphasis in original).”

177.  Prior to filing this lawsuit, Blue KC demanded that GS Labs agree that it would not
balance bill Blue KC’s members.

178.  GS Labs did not promptly agreed to refrain from balance billing Blue KC members.

179.  Inlight of the unique circumstances of this dispute, GS Labs should be enjoined from
balance billing Blue KC members.

180.  Guidance issued by CMS states:

Q9. Does section 3202 of the CARES Act protect participants, beneficiaries,
and enrollees from balance billing for a COVID-19 diagnostic test?

The Departments read the requirement to provide coverage without cost sharing in
section 6001 of the FFCRA, together with section 3202(a) of the CARES Act
establishing a process for setting reimbursement rates, as intended to protect
participants, beneficiaries, and enrollees from being balance billed for an applicable
COVID-19 test. Section 3202(a) contemplates that a provider of COVID-19 testing
will be reimbursed either a negotiated rate or an amount that equals the cash price for
such service that is listed by the provider on a public website. In either case, the
amount the plan or issuer reimburses the provider constitutes payment in full for the
test, with no cost sharing to the individual or other balance due. Therefore, the statute
generally precludes balance billing for COVID-19 testing. However, section
3202(a) of the CARES Act does not preclude balance billing for items and services not
subject to section 3202(a), although balance billing may be prohibited by applicable
state law and other applicable contractual agreements.™ (emphasis added).

181.  Blue KC has a substantial interest in preventing GS Labs from balance billing its
members.
182.  If GS Labs were to balance bill Blue KC’s members, it would inevitably cause hundreds

or thousands of complaints, appeals, and a substantial and unnecessary administrative burden.

» GS Labs’s website makes contradictory representations to its patients stating, “You are not
responsible for paying any outstanding balance shown on your [Explanation of Benefits].”
https://gslabstesting.com/covid-19-pricing-transparency

% https:/ /www.cms.gov/files/document/FFCRA-Part-43-FAQs.pdf (emphasis added).
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183.  Additionally, if GS Labs were to balance bill Blue KC’s members, Blue KC would be
harmed in that a portion of its members and the employers and other entities who select Blue KC to
administer its plans would likely, incorrectly, fault Blue KC for GS Labs’s bills. Balance billing could
result in a loss of membership that would be practicably difficult to prevent or precisely quantify.

184.  Further, if GS Labs were to attempt to collect the claims from Blue KC members
directly it would discourage Blue KC members and others who learn of the balance billing from
obtaining additional appropriate COVID-19 diagnostic testing services in the future. Balance billing
under these circumstances would create the real possibility of harm to both Blue KC members, Blue
KC, and the broader community.

185.  Neither public health nor innocent Blue KC members should be harmed by Blue KC’s
efforts to thwart GS Labs’s scheme.

COUNT III. UNJUST ENRICHMENT AND MONEY HAD AND RECEIVED

186.  The preceding paragraphs are incorporated by reference as if set forth fully herein.

187.  Several plans and programs administered by Blue KC paid at least some of GS Labs’s
claims at GS Labs’s full sham cash prices.

188.  Defendant intentionally omitted materials facts and made intentional
misrepresentations of material fact relating to the claims submitted to Plaintiff for reimbursement
with the intent to induce Plaintiff and others to rely on those misrepresentations. Further, Defendant
omitted material facts relating to the claims submitted to Plaintiff for reimbursement.

189.  Defendant had superior and special knowledge of the scheme or artifice, as set forth
herein, and took steps designed to prevent Plaintiff and others from identifying the scheme or artifice
used in conjunction with the claims submitted to Plaintiff.

190.  When monies were paid to GS Labs at the full sham cash prices, the payors did not

know or fully appreciate that GS Labs had made materially false statements and material omissions in
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connection with the claims, or in the alternative, made such payments upon the mistaken belief the
claims were in fact due, owed, and payable.

191.  Blue KC pleads in the alternative to the preceding paragraph that the payments to GS
Labs were made under the mistaken belief that such claims were payable.

192. Had the individuals with discretion to pay or reject the claims been aware of the
misrepresented facts, omitted facts, and bad faith the claims would not have been paid.

193.  When these claims were paid at the sham cash prices the payors were not obligated to
pay, GS Labs obtained a benefit that it was not entitled to receive.

194.  Therefore, it would be inequitable for GS Labs to retain these benefits.

195.  The following plans, programs, and policy types paid claims GS Labs submitted at full

cash prices:

Plan Type Approximate Amount Paid Approximate Number of
at Sham Cash Price Claims Paid at Sham Cash
Price
FEP $105,086.00 146
ASO/National Alliance™ $56,262.00 74
Local ASO $8,698.95 13
Fully Insured $50,480.11 73
Cost Plus $48,017.86 73
TOTAL $268,544.92 379

196.  Blue KC has standing to sue for restitution for each of the types of plans identified

above because: a.) with respect to the National Alliance ASO groups identified above, Blue KC

obtained explicit written assignments of rights from those groups during August 2021 and was directed

7 Tt is Blue KC’s understanding that payments were made to FEP enrollees and not directly to GS

Labs.

% This includes only seven National Alliance ASO groups that (1) have paid GS Labs at its full sham
cash price, (2) have directed Blue KC to seeck reimbursement from GS Labs and (3) have assigned
their rights with respect to those claims to Blue KC. The assignments, identifying each such group,

will be produced to GS Labs via automatic Rule 26(a) disclosures.
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to litigate these claims; b.) with respect Local ASO and Cost Plus plans, existing ASAs give Blue KC
the right and discretion to sue on behalf of the plans to recover overpayments 3.) with respect to the
other plans or programs, including the FEP program, the payments were made from Blue KC’s
accounts.

197.  Allowing the Defendant to retain the money received for services allegedly rendered
to members of Blue KC’s various health care plans — to which the Defendant was not entitled —
would unjustly enrich Defendant.

198.  The excessive amounts paid to Defendant should be returned in equity and good
conscience.

199.  On or about July 20, 2021 Blue KC demanded that all amounts paid to GS Labs at the
sham cash prices be returned.

200.  GS Labs has not returned the money paid to it at its sham cash rates nor has it provided
assurances that it will return such amounts.

201.  Accordingly, Blue KC secks the return of money had and received.

202.  Blue KC seeks a judgment for:

a.) Unjust enrichment or, in the alternative, money had and received;
b.) Restitution or disgorgement of ill-gotten profits;
c.) An order enjoining the Defendant from disposing of or transferring any of the

ill-gotten funds still in their possession and control except as ordered by the
Court;

d.) An order requiring a tracing of any portion of the funds no longer in the
Detendant’s possession or control;

e.) Imposition of a constructive trust for the benefit of Plaintiff; and
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£)

Attorneys’ fees incurred by the Plaintiff as a result of the investigation and
prosecution of this matter.

PRAYER FOR RELIEF

WHEREFORE, Blue KC respectfully requests that this Court determine the rights and

obligations of the parties with respect to GS Labs’s claims for payment and enter a judgment in favor

of Plaintiff Blue KC and against Defendant GS Labs:

a.)

b))

d)

£)

g)

Declaring that GS Labs forfeited its right to payment for the claims described
in this Amended Complaint, if any, because it intentionally concealed or
misrepresented one or more material facts or circumstances relating to the
claims;

Declaring the claims GS Labs submitted to Blue KC are the product of an
unlawful, abusive, or fraudulent scheme or artifice and, therefore, Blue KC has
no obligation to pay the claims;

Declaring that GS Labs violated its duty of good faith and fair dealing when it
purported to set a “cash price” for COVID-19 diagnostic tests covered by the
CARES Act and, therefore, Blue KC has no obligation to pay the claims;
Declaring the claims are defective and non-payable for the reasons stated in
this pleading;

Enjoining GS Labs from balance billing or otherwise attempting to collect the
claims from Blue KC’s members;

Awarding Blue KC equitable relief in a form sufficient to restore payments
Blue KC or the plans it administers paid at GS labs full, sham cash prices;
Establishing a constructive trust for the benefit of Blue KC or the plans it

administers;
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h.) Awarding Blue KC its costs and expenses incurred in bringing this action,
including a reasonable provision for attorneys’ fees;
1.) Awarding Blue KC its prejudgment interest at the rate established by RSMo
Section 408.020; and
i) Entering any other and further relief as the Court deems just and appropriate
under the circumstances.
Respectfully Submitted,

CAPES, SOKOL, GOODMAN & SARACHAN, P.C.

By:_/s/ Aaron E. Schwart.

Aaron E. Schwartz, #58745

8182 Maryland Avenue, Fifteenth Floor
St. Louis, MO 63105

Phone: 314-721-7701

Fax: 314-721-0554
schwartz@capessokol.com

Attorney for Blue Cross and Blue Shield of
Kansas City

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the foregoing was served on all parties of
record by filing a copy of the same with the Court’s electronic filing system this 26" day of August,
2021.

[s/ Aaron E. Schwartz
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KANSAS
@ INSURANCE

DEPARTMENT

Vicki Schmidt, Commissioner

December 16, 2020

Dear Provider:

As Kansans continue to battle COVID-19, it is imperative that the public be able to trust medical
providers, health plans and insurers, and governmental regulatory bodies. Further, it is widely
accepted that efficient and effective testing for the virus is a key measure to eventually restoring
public health and ending the pandemic.

The State of Kansas, through Department of Health and Environment Secretary Dr. Lee Norman,
has issued a standing order for COVID-19 testing.! That standing order allows individuals to
undergo testing for SARS-CoV-2, the virus that causes COVID-19, subject to certain terms. The
standing order authorizes antigen or PCR testing for individuals that meet criteria that, in
essence, equate to a diagnostic, i.e., non-screening or surveillance, circumstance. For example,
persons who have had close contact with a person that has laboratory-confirmed COVID-19 and
develops one or more of certain listed symptoms, or if no source of exposure has been identified
and the person has one or more of certain listed symptoms, constitute a diagnostic testing
circumstance. The stated purpose of the standing order is to alleviate a patient from having to get
an order from their health care provider.

Pursuant to the requirements of the federal Families First Coronavirus Response Act and the
CARES Act, health plans and health insurers must provide coverage, without imposing cost
sharing responsibilities, for diagnostic COVID-19 testing, and the administration of such test,
including certain items and services is also covered without cost sharing. While this is a benefit
for individuals, the cost of such tests are borne by health plan issuers and insurers. Federal law
permits the testing provider to be reimbursed at the negotiated rate or, if the plan or issuer does
not have a negotiated rate with the provider, the cash price for such service that is listed by the
provider on its public website.

According to a survey by the America’s Health Insurance Plans,” price gouging in COVID-19
testing is a significant problem. Recently, the Kansas Insurance Department was made aware of
concerning behavior by providers conducting COVID-19 testing in Kansas. Specifically, the
Department was informed of a provider in Lenexa, Kansas that lists a cash price of nearly $1,000
for a PCR test.? This far exceeds the average price for a PCR COVID-19 test, which, according
to AHIP, is less than $185.

! https://www.coronavirus.kdheks.gov/DocumentCenter/View/1599/Secretary-Norman-COVID-19-Testing-

Standing-Order
2 https://www.ahip.org/wp-content/uploads/202008-AHIP_COVID-PriceGouging.pdf

3 https://gslabstesting.com/covid-19-pricing-transparency/
Legal Division » 1300 SW Arrowhead Road, Topeka, KS 66604 » kid.webcomplaints@ks.gov » www.ksinsurance.org »
785-296-3071 » Fax 785-291-3190
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If these astronomical costs charged by unscrupulous providers are borne by the health
plans and insurers without recompense, consumers will ultimately pay more for their
health care as health insurance costs will rise.

Also related to COVID-19 testing, the Kansas Insurance Department has been made aware of
providers conducting unnecessary tests in conjunction with a COVID-19 diagnostic test. This
often results in thousands of dollars of unnecessary charges that are passed on to health plans and
insurers. This too, will ultimately lead to increased health insurance costs. The KDHE standing
order should obviate the need for a specific order from a physician and thus eliminate the need to
conduct many screening exams and other tests currently being provided by health care providers.
Conducting unnecessary medical procedures under the guise of emergency care will not be
tolerated.

The purpose of this letter then, is to advise providers that the Kansas Insurance Department is
collecting data on these issues and will fully cooperate with law enforcement and administrative
enforcement authorities, including the Kansas Attorney General’s Office, the Kansas Department
of Health and Environment, and the Centers for Medicare and Medicaid Services to ensure
Kansas consumers are protected. Providers are advised that price gouging and insurance
fraud will be fully investigated and prosecuted.

Consequently, providers conducting COVID-19 testing should review their pricing and billing
practices to ensure they comply with Kansas law.

Questions regarding this letter can be addressed to Justin L. McFarland, General Counsel,
Kansas Insurance Department, at Justin.L..McFarland@ks.gov.

Individuals affected by COVID-19 testing costs should contact the Kansas Insurance
Department’s Consumer Assistance Division at kid.webcomplaints(@ks.gov and the Kansas
Attorney General at https://ag.ks.gov/complaint-center/price-gouging-and-coronavirus-scams-
investigative-request.

Respectfully submitted,

YT

Justin L. McFarland

General Counsel

Kansas Insurance Department
Justin.L.McFarland@ks.gov

cc: Governor Laura Kelly
Kansas Attorney General Derek Schmidt
Senator Jim Denning
Secretary Dr. Lee Norman, KDHE
AHIP-Kansas
Health insurers licensed in Kansas
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B AIRD H OoOLM™ Barbara E. Person

ATTORNEYS AT LAW
EST. 1873 1700 Farnam Street

Suite 1500
Omaha, NE 68102-2068
Tel: 402.344.0500
Fax: 402.344.0588
Direct: 402.636.8224
bperson@bairdholm.com
www.bairdholm.com
Also admitted in Towa

March 2, 2021

VIA U.S. MAIL-AND EMAIL (MARK.NEWCOMER@BLUEKC.COM)

Mark Newcomer

Vice President & General Counsel
Blue Cross Blue Shield of Kansas City
2301 Main Street

8th Floor, NW

Kansas City, MO 64108

****NOTICE OF CARES ACT REQUIREMENTS****
PLEASE ENSURE REVIEW BY LEGAL COUNSEL
AS SOON AS POSSIBLE

Payment of Claims for COVID-19 Testing as an Out-of-Network Provider
Dear Mr. Newcomer:

We are writing on behalf of our client, GS Labs, LLC, which is an out-of-network
provider that performs rapid antigen, rapid antibody and PCR COVID-19 testing.

GS Labs will soon be submitting $4,527,380.00 in claims for COVID-19 testing of your
insurance company’s enrollees. The dual purposes of this letter are:

1. To advise that GS Labs has been registered with your company as an out-of-
network (“OON”) provider through a medical claims clearinghouse, and will soon be
submitting claims for COVID-19 test provided to your enrollees; and

2. To ensure that your company is fully aware of the requirements of section 3202
of the Cares Act, and electronically prepared to process and reimburse claims from GS Labs
as an OON provider of COVID-19 tests, consistent with the requirements of the CARES Act.

Under Section 3202 of the CARES Act, if a payer does not have a negotiated rate with
a provider furnishing COVID-19 testing (i.e., if the provider is out-of-network (“OON”)), the
payer “shall reimburse the provider in an amount that equals the cash price for such
service as listed by the provider on a public internet website” or the payer may enter into
negotiations with the provider for a contracted rate. For COVID-19 testing conducted by an

Providing Exceptional Legal Service Since 1873
EXHIBIT B
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Mark Newcomer

Blue Cross Blue Shield of Kansas City
March 2, 2021

Page 2

out-of-network provider, payment for testing must be paid directly to the provider, even if
your normal process for out-of-network claims would be to reimburse plan members directly
for such services. The plan members are to be charged no co-payment, and balance billing
is prohibited.

Since GS Labs began performing COVID-19 tests, it has seen a broad spectrum of
health insurer responses to its OON claims for these tests. At least initially, very few health
insurers were in compliance with the CARES Act. Some insurers boldly posted notices on
their websites advising of policies on payment for COVID-19 testing, which were clearly in
violation of the CARES Act. Other health insurers paid identical claims for COVID-19 tests
inconsistently, with random explanations provided on EOBs: some with unilateral discounts,
others discounted for enrollee co-pays or calculated in relation to the Medicare fee schedule.
We have interpreted these types of responses as arising from the health insurer’s lack of
familiarity with the CARES Act.

That brings us back to the second reason for this letter: Since GS Labs will shortly be
submitting its claims for COVID-19 tests provided to your company’s enrollees, we want to
give you an opportunity to ensure that your claims system is ready to handle these claims
properly and compliantly.

In their Frequently Asked Questions guidance, the Departments of Labor, Health and
Human Services, and Treasury (the “Departments”) issued a response on April 11, 2020, to
a question directly on point to this scenario:

Q7. Are plans and issuers required to provide coverage for items and
services that are furnished by providers that have not agreed to accept a
negotiated rate as payment in full (i.e., out-of-network providers)?

Yes. Section 3202(a) of the CARES Act provides that a plan or issuer providing
coverage of items and services described in section 6001(a) of the FFCRA
shall reimburse the provider of the diagnostic testing as follows:

1. If the plan or issuer has a negotiated rate with such provider in effect
before the public health emergency declared under section 319 of the PHS Act,
such negotiated rate shall apply throughout the period of such declaration.

2. If the plan or issuer does not have a negotiated rate with such
provider, the plan or issuer shall reimburse the provider in an amount that
equals the cash price for such service as listed by the provider on a public
internet website, or the plan or issuer may negotiate a rate with the provider
for less than such cash price.

(Emphasis added). You should anticipate that the claims submitted to your company by GS
Labs will set out the GS Labs Cash Price on the date of service identified in the claim. GS

labs expects to be reimbursed in the full amount of the Cash Price, and to receive payment
directly.

EXHIBIT B
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Mark Newcomer

Blue Cross Blue Shield of Kansas City
March 2, 2021

Page 3

Please note that Blue Cross Blue Shield of Nebraska has confirmed its agreement to
pay $385 per test for both antigen and antibody tests for COVID-19, and to pay GS Labs
directly as an OON provider.

GS Labs also expects that your company will not show a balance owing by the
enrollee in responsive EOBs. This was confirmed by a subsequent FAQ issued by the
Departments on June 23, 2020. The Departments clarified that balance billing of plan
members was prohibited. The FAQ regarding balance billing prohibitions provides:

Q9. Does section 3202 of the CARES Act protect participants,
beneficiaries, and enrollees from balance billing for a COVID-19
diagnostic test?

The Departments read the requirement to provide coverage without cost
sharing in section 6001 of the FFCRA, together with section 3202(a) of the
CARES Act establishing a process for setting reimbursement rates, as
intended to protect participants, beneficiaries, and enrollees from being
balance billed for an applicable COVID-19 test. Section 3202(a)
contemplates that a provider of COVID-19 testing will be reimbursed either a
negotiated rate or an amount that equals the cash price for such service that is
listed by the provider on a public website. In either case, the amount the plan
or issuer reimburses the provider constitutes payment in full for the test, with
no cost sharing to the individual or other balance due . ..

(Emphasis added).

As indicated in the FAQ guidance quoted above, your company must pay GS Labs at
its publicly posted cash price rates, which are currently:

Billing Code
Test Name Description (CPT) Cash Price
COVID-19 The COVID-19 rapid
RAPID antigen test detects protein
ANTIGEN fragments specific to the
TEST Coronavirus. 87811 $380.00
This test detects two
different types of
COVID-19 antibodies (IgM and IgG)
RAPID that may develop in most
ANTIBODY patients after exposure to
TEST SARS-CoV-2. 86328 $380.00

EXHIBIT B
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Mark Newcomer
Blue Cross Blue Shield of Kansas City
March 2, 2021

Page 4

When supplies are
available, we offer COVID-

COVID-19 19 Polymerase Chain

PCR TEST Reaction (PCR) test 87635 $385
Test detects 22 target

COVID-19 organisms including

BIO-FIRE respiratory syndrome

PCR TEST coronavirus 2 (COVID-19). 0202U $979

COVID-19

EPLEX

PCR Test Test similar to Bio-Fire 0225U $979

See www.gslabstesting.com/covid-19-pricing-transparency/. If you wish to negotiate a lower
rate with GS Labs on future COVID-19 tests, you may contact me to open discussions
regarding pricing and payment terms. The preceding is, however, without prejudice to GS
Labs’ right to obtain payment at its publicly posted rates if negotiations are unproductive.

We would appreciate your confirmation that your insurance company is prepared to
meet the requirements for compliance with the CARES Act. If you determine that it will take
a few days to make the necessary programming changes, we would be willing to hold the
claims for a couple of days to ensure that they are processed properly the first time. For
confirmation or negotiations, my contact information is above.

Sincerely,

Barbara E. Person
FOR THE FIRM

Cc: Evan White
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To: 18162781822 Page: 12 of 15 2021-06-09 09:59:18 CDT 14029390925 From: NAMEDBilling Fax

Standing Order for Performing COVID-19 Rapid Antigen Testing
on Adults and Children

Purpose: To prevent the spread of infectious diseases through identification of specific organisms
leading te appropriate treatment and public health disease control actions and recommendations.

Bodicy: Under this standing arder, nurses working for G5 Labs and other healthrare professionals
warking for G5 Labs as aftowad by state law, may perform a Nasopharyngeal swab {ME}, Orogharyngeal
swab, Nasal swalr or saliva collection on adults or children over the age of 12 months, who have been
identifiec by G5 Labs as in need of testing, for COVID-19 via the patient aligibility criteria listed below.

At staff performing this test will be trained iy specimen collection and proper person#l protective
equipment specific to this rest and e prepared to serform this procedure.,

Patient Eligibiiivy:
the following criteria are required for the Provider to collect # specimean for SARS-Cov-7
testing by this standing arder:

1. individual who is concerned that he or she has been excosed 10 and infected with COVID-19.

2. And/or an individual with any of the following symptoms consistent with COVID-19:

® Fever {100.4° Fahrenheit or higher), chills, or shaking chills

® Cough (not due to other known cause, such as chronic cought
® Difficulty breathing, shortness of breath or wheezing

s New loss of {aste or smelt

® Sore throat

® Headache, when in combination with other symptoms

Muscle aches or body aches
MNausea, vomiting, or diarrhea

e Fatigue, when in combination with cther symptoms

® Nasal congestion of runny nase {not due 1o other known causes, such as allergies) when
in combination with other symptoms

Procedure:
1. Verify that the individual has been identified as needing testing for COVID-19 based off the patient
eligibllity eriteria listed above.

2. Review and be familiar with personal protective equipment (PPE) required for doing the specimen
collection.

3. Review and be familiar with the procedure for performing a nasopharyngeal swab, oropharyngeal
swab and anterior nasal swab,

&, Ensure proper handiing, storage, and shipment of specimens.

EXHIBIT C
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To: 18162781822 Page: 13 of 15 2021-06-09 09:59:18 CDT 14029390925 From: NAMEDBilling Fax

5. Ensure all supplies including specimen test kits, PPE, storage, and shipment of specimens, and
reguired forms for testing and documentation are available.

6. Although prior written consent from the individual wili be obtained, inform everyone to be tested of
the procedure and receive verbal agreement for testing. If individual to be tested is a minor, obtain
verbal or written agreement from a parent or legal guardian.

7. After the specimen is obtained and the COVID rapid antigen test has been performed, G5 Labs
persoanel will inform the individual of their resulls. in addition, G5 Labs personnel will report the results
o the health departments at both the county and stele level.

Thiz arder is amended on an as neaded bagis as new modicn! informatian relating to the COVID-15
Pandemic and the United States, HHS Public Healh Emergency becomes availabie to the medical

COMIMURITY.

This order shiail remain in effect untl rescindad 'm‘ untit 12/3172071.

- - N
[ 2] 9 e/ a0

Steven W. Powsll, MD h Date
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Standing Order for Performing COVID-19 Rapid Antigen Testing
on Adults and Children

Purpose: To prevent the spread of infectious diseases through identification of specific organisms
leading te appropriate treatment and public health disease control actions and recommendations.

Bodicy: Under this standing arder, nurses working for G5 Labs and other healthrare professionals
warking for G5 Labs as aftowad by state law, may perform a Nasopharyngeal swab {ME}, Orogharyngeal
swab, Nasal swalr or saliva collection on adults or children over the age of 12 months, who have been
identifiec by G5 Labs as in need of testing, for COVID-19 via the patient aligibility criteria listed below.

At staff performing this test will be trained iy specimen collection and proper person#l protective
equipment specific to this rest and e prepared to serform this procedure.,

Patient Eligibiiivy:
the following criteria are required for the Provider to collect # specimean for SARS-Cov-7
testing by this standing arder:

1. individual who is concerned that he or she has been excosed 10 and infected with COVID-19.

2. And/or an individual with any of the following symptoms consistent with COVID-19:

® Fever {100.4° Fahrenheit or higher), chills, or shaking chills

® Cough (not due to other known cause, such as chronic cought
® Difficulty breathing, shortness of breath or wheezing

s New loss of {aste or smelt

® Sore throat

® Headache, when in combination with other symptoms

Muscle aches or body aches
MNausea, vomiting, or diarrhea

e Fatigue, when in combination with cther symptoms

® Nasal congestion of runny nase {not due 1o other known causes, such as allergies) when
in combination with other symptoms

Procedure:
1. Verify that the individual has been identified as needing testing for COVID-19 based off the patient
eligibllity eriteria listed above.

2. Review and be familiar with personal protective equipment (PPE) required for doing the specimen
collection.

3. Review and be familiar with the procedure for performing a nasopharyngeal swab, oropharyngeal
swab and anterior nasal swab,

&, Ensure proper handiing, storage, and shipment of specimens.

EXHIBIT D
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5. Ensure all supplies including specimen test kits, PPE, storage, and shipment of specimens, and
reguired forms for testing and documentation are available.

6. Although prior written consent from the individual wili be obtained, inform everyone to be tested of
the procedure and receive verbal agreement for testing. If individual to be tested is a minor, obtain
verbal or written agreement from a parent or legal guardian.

7. After the specimen is obtained and the COVID rapid antigen test has been performed, G5 Labs
persoanel will inform the individual of their resulls. in addition, G5 Labs personnel will report the results
o the health departments at both the county and stele level.

Thiz arder is amended on an as neaded bagis as new modicn! informatian relating to the COVID-15
Pandemic and the United States, HHS Public Healh Emergency becomes availabie to the medical

COMIMURITY.

This order shiail remain in effect untl rescindad 'm‘ untit 12/3172071.

- - N
[ 2] 9 e/ a0

Steven W. Powsll, MD h Date
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standing Order for Performing COVID-19 PCR Testing
on Adults and Children

Purpose: To prevent the spread of infectious diseases through identification of specific organisms leading 1o approariate
treatment and public health disease control actions and recommendations.

Policy: Under this standing order, nurses working for GS Labs and othar healthcare professionals working for G5 Labs as
allowed by state law, may perform a Nasopharyngeal swab (NP}, Oropharyngeal swab, Nasal swakb or sativa collection on
adults ar children aver the aga of 12 manths, who have been identified by GS Labs a5 n need of testing, for COVID-19 via
the patient eliglbitiey criteris listed below.

AN stafl perfarming this test will be trained in specimen celleckion and proper persenal protactive eguipment specific to
this test and be prepared to perform this procedure,

Patient Eltgiliny:
Forthe Provider to collect a specimen and for the patient w be eligible and have the testing considersed medicaty
necassary, the patkent must meet the criteria listed balow:

1. individua! who is concerned that he or she has been gxposed to and/or infedied with COVIE-19.

2. Andfor an individua! with any of the following symptoms consistent with COVID-19:

@ Fever (100.4° Fahrenheit or higher), chills, or shaking chills
s Cough {not due to other known cause, such as chronic cough)
e Difficulty breathing, shortness of breath or wheezing
@ Sore throat
® Headache
“ Muscle aches or body aches
@ Nausea, vomiting, or diarrhea
® ratigue
® Nasal congestion or runny nose {not due to other known causes, such as allergies)
® New loss of taste or smell
Pracedure:

1. Verily that the individual has been identified as needing testing for COVID-15 based off the patient sligibility
criteria lsted above.

2. Revlew and be familiar with personal protective equipment (FPE) required for doing the specimen collection.,

3. Review and be familiar with the procedure for performing a nasopharyngeal swab, aropharyngeal swab, anterior
nasal swab or saliva collection.

4. Ensure proper handling, storage, and shipment of specimens.

%3]

Ensure all supplies including spacimen test kits, PPL, storage, and shipment of specimens, and required forms for
testing and documentation are available.

6. Althaugh prior written consent from the individua! will be chtzined, inform everyone to he rested of the
procedure and receive verbal agresment for testing. 1T individual to be 1ested is a minor, obtain verbal or written
agreement from a parent or legal guardian,

7. G5 Labs will use an algorithm and considar the patient's eaposure history, symproms and risk faotars in
categorizing the patients into Low-Risk, intarmedizte-Risk and High-Risk grovps. The risk groups Hsted helow

EXHIBIT E
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will determine which PCR test is performed. The Low-Risk Group will receive the single pathogen COVID-19 test,
The Intermediate-Risk Group will receive the small respiratory panel test including COVID-19, infiuenza and RSV,
The High-Risk Group will receive the full respiratory panel that tests for multiple viral and bacterial respiratory

pathogens including COVID-19,

High Risk Group Criteria: (full respiratory panel PCR test ordered)
+  Patients over 65 years of age
@ Patients 10 years of age and vounger

History of Chronic pulmonary disease (COPD, Emphysema, Asthia, interstitial lu he disease, etel

2

&

History of disbetes

BMY 30 or higher

Patients that are Imrmunowmmpromised

History of autoimmune disease

Fatients that smoke

Patients that-are cureently preanant

Sifficulty breathing, shorthess of breath, or wheezing

Cough (not due to other known cause such as chronic caugh)

g 2 £ & 2 5 8 & =

Sore throat

intermediate Risk Group Criteria: {smalf respiratory pane! PCR test ordered)
® Fever {1004 Fahrenheit or higher), chills, or shaking chills
& Muscle aches or body aches
& Headache
s Fatigue

Low Risk Group Criterie: {single pathogen COVID-19 PCR test)

Exposure history and no symptoms

Nausea, vomiting, diarrhes

New loss of taste or smell

Cash pay patient getting test for non-medical reasons {Travel purposes)

% 89 @

L]

Nasal congestion or ranny nuse {not due to athar known rauses, such as allergies)

History of Chronic cartiovascular disessa Anging, Heart attack, Stroke, Arrythmia efc)

8. After the specimen is obtained and the COVID PCR test has been performed, GS Labs persennal will inform the
individual of their resyits. In addition, GS Labs personnel will report the results to the health departments at

both the county and state level.

This order is amended on an as needed basis as new medical information relating to the COVID-18 Pandemic and the

United States, HHS Public Health Emergency becomes available to the medica! community.

This order shall remain in effact until rescinded or uniif 12/31/2021,
%,

\\ ! M Q\\Q 4 N‘ﬁ%\t\a}@

N WL ™ F2./20 /acne

Steven W. Powell, MD Date
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INSURANCE: GS LABS COVID-19 RAPID ANTIGEN, RAPID IgM/12G ANTIBODY AND PCR TEST
CONSENT & RELEASE FORM

GS Labs (for internal use only}
QS Labs to Comgplete: Date:
o ANZigen Test Rasule Positive () Negative ()} Inoculated Time:
___ Coofirmalory PCR, Eligible and Sent: Yes {_) No {_}
G AB Test Resuit: Pesitive () Negative () tnocukated Time:

igh AR Test Result: Positive () Negative ()

INITIAL BELOW

RN: Lab Tech {QC ok for all teste performexl):

Resuit: Insurance: . State Filing:

Admin Fee

In oréertc sel yol Up a8 a user iy oUr syilerr end give yol sceess Te same-day scheduling and same-day day results, 6% Labs is charging 3 348 set up fae 2t

participating Iocations, [E is not a co-pay or coinsurance or & deductible,

Rapid Antibody Test « Informed Consent

The purpass of this fory is to obtain consent to nbtain & blood sample and analpze it o detsrmine o you bave the antibodies directed against SARS-COVZ, the

wirds thet causes COVID-13.

| have reviewsd the [requently Asked Guestions sheet regarding the Assure COVID-LE 1gGAgM Rapid fest Device/SARS-Cov-2 antibody test, § authorize G5 Labs to
draw my blood o complets this lesl, recognizing that there are certain inherent risks associated with having my blood sample analyzed. The risks of a blond draw
include, but are nnt Erited to, discamfort a7 the site of the blaod dravw, possible bruising, recness ard cwelling around the site, blerding at the site, feeling of
lightheadesdnecs when bload iz being drawn, and raraly, an infaction at the cite of the biood draw. | underctand that this tect Iooks for antibodies to COVID-1B, NOT

the witus ibselfl L am sfecting fo have bhis antibody West Tor informational porposes aoly.

Rapid Antigen Test == Informed Consent

I wolunterily congent zrd suthorize GS Labs -0 ¢onduct coflection, tasting, and analysis for the purposes of the CareStact {OVID-10 Antigen test. | have reviewsd
the Mreguently Asked Questions sheet rogording this fest, This test will reguive the colletion of an aopropiate sample through o nesopheryngesl swiak or anderion
nasal swab. | uncerstard that there are visks and henents asscoated with andergning an attigen test ter COVID-13 and there may be @ potential tor talse postive
or false pegative tast resulls, Any resulls | recebie are for informational purposes aoly and £o net zonstitute 2 medizal ciagnosis,

PCR Test — Informed Consent

| voluntarily CORSENT BNG AULROrzZe S Labs 1o CONGULT coliaction, testing, and aralysis TOF the purpoeses af perrerming a LOVID-1Y ¥R test. § acknowladge ang
uredgrstand that my COVIB-19 PUR test will require the collection of an appropriate semple through a nasopharyngeal swab, orsphaiyngesl swal, anterior nasal
swab or salive samgle, | understand that there are risks and benefits assaciated with undergoing & PCR test far COVID-12 and there may be a potentizd for false

positive or false negative test resulls. Any results | receive are for informational purpeses only and do noi constitute a medical disgnpsis.

Confirmatory PCR Test Consent

G5 Labs has the eapalbelity of parfarming a POR test if you chabse o pravide a POR spacimers while daing your rapid antigen test. The POR {=sl & more sansiive
than the repid ankigen test. If you are symptomeatic or have had a recent high-risk axposure and your raoid antigen test s nagative, it is possible that this
Fepres&Ats a false negative, A [onfirmatory PUR gL IS refommenged 0 thase ¢ircumstances, The corfirmatory PLR test reguits Can taks 3-5 BUSIngss davs to
conclude.

“The aveitafility of conliavsiony FOR tesiing s sulpect to each fecalion's Lesiing sugply,

*In the event of & negative rapid antigen test result, | authorize GS Labs to conduct a canfirmatory PCR test if | choose o
provide a PCR specimen at the point of care. | understand that this is an additional fee and that the financial responsibility
provisions will apphy to this test.

GENERAL LANGUAGE FOR ALL TESTS

EXHIBIT F
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| understand that G Labs will disclose my COVID-19 scresning test results to public ealth autharnities and any governmental entity that requires the reportisg of

COVID-19 resulls. or as olherwise required by law.

I understand Biat 2 physician or sther haallh cere provider who is lepnsed under state |aw to order the testing reay do so, b uaderstand hal | am nob cresting 3
patient relafionship with GS Lebs oF its atfilistes or providers by garticipating in testing. The Is3b 15 not aitting a5 my medical provider and poes not replace
treatment by my primery medical provider | assume complete and full resporsisilty to seek and obtait medical and other advice relating to this testing and eny
resufts | raceive, Shauld t have question o¢ conearas ragarding my results, or 2 warsening of vy condition, | shall prompely seok advice and treatment frone ar

Zppreprate medical previder

Release and lndemnification. On behalf of mysslf and my bheird and personal repretentslives, | knowiigly snd usluntarity agree Lo have my sampleis} analyzed
tor the SARS-CoV-2 ardibadics and/or virus and herciy vaive any and all rahts, clairms, or causes of ackian of any king whatsecver arising out of my participation
in this sclwily, and do harapy releass and lorever discherge GS Labg, its afiilislas, conlraziors, providars agenls, slall, sepreseniaiives, predecassors, anc
suscessors for ary physical or psychatogical iniury, sconsmicst or ernetional loss That Dinay seifer as 5 dirac result of my participation in Uis sckivily, induding

but not Jimted to any clam arisng out of or rezted to, inaccurate, un-interpreted, misinterpreizd results o1 results not received, end ncluding traveling tg anc

from any lecation relalzd to thie aclivia If | should reguare medical care or treatment, | agree 1o ke financially respunsible far any casts incurred as 3 result of

such treotnient,

I agree to Indemenify and hold harmiless G Labs and its staff against any and all daims, suits, or actions of 2ny kind whatsoever tor Eability, demeges
zompensation, of nlnarwice broughs by me or anyone or my behall, inzluding attorreys” fess and any refated eostz, if litigation arices pursuant te any claims
inate Ly e or by dyene else otling o iy betall, I G Bebis 0r ik SLall oF represenlalives incurs any of Uwse Lypes of exgonses, § agred W relmburse 56 Labs

ior these expenses.

FDA Guidence, These tests hove not been FOA clearet or approved and heve been suthorizes by FRA under an Cmergency Use Autherizadion (EUA), Negative
resuics 4o rot rul2 cut SAKS-COV2 infection, partizulsrly in those who have been in Centact with the virus, Folfow-up testing with a nhatecular diagnostic should be
considerad to rul2 it infection in thece individuals, Resufte fromy antibady and antigen tecting should not be used as the sole bass to diagnoce or exclude SARS.
CoM-Z infection or to inform infection statns, Positive resudts may e due to past or present infectian seith no-SARS.CoW2 caranaviris straing, such as coronaviris

HKUL. NEBZ, GCA3. or 229%, This test 1s not for the sereening of donated blocd,
Authorization for Use and Disclosure of Protected Health Information {PHE

I understand and sdree that 65 Labs will report the results of the testing directly to me, my phy=cen, or any hoalth professionrat thet | request. | understahd and
agree that the serves provided by G5 Labs and the test results from the lab will be maintainec as conficential. protected heaslth nformatien by GS Labs as
required by federal and state faw, inciuding but not limited to the Heals Insurance Fortabiliby and Accountsbibly Act of 1998 {HIPAAY G% Labs may use corlraciars

to zdminister ar perform the testing and GS Lahs or its contractors wil callect and process my persanal infarmardon, including name, date of histh, amalil address,

responscs to COVID-18 scrconing questians (including symgtams), and kcst ~csults who are also suicject to the samie federal and stote faws regardmng protected

haaith Infonaation, including HIPas.

| have read all of th2 sbove as well 35 GS Labs’ Notice of Privacy Practices and | understand that | have the oopertunity te bave any guestions snewered that i
have regarding my nghts to privacy by of GS Lebs by contacling G5 Lebs at 402-334-5433,

Requast and Autharlration of Discinaure of PHI Via E-mall

I zequest that GS Labs anc ifs contractors Cistlese my laborstory sesuits, which include pratected hezalth infarmation, cirectly toc me 3t the emait address provided

when the prirnary User acoatrt vias created onling at the G5 Labs® secure portal. It is my responsibility to natity 53S Labs of any change in this infurmatian, |

undy

and that thiz omail I e unenceypted, and that GS Labs has ro control over whe may have acc

a: Lo the cmal addrioss that ) provided ko recoive my
protected health fnfarration gnd that therg are inherent risks 1o emall, Thg intormatign ciscdosad by email will no longsr be srotactad under HIBAA and may be
subject Lo re-disclosure, Future disciosure is notthe respans:bility of 65 Labs,

Financial Responsibility

I agree that t am pereonmaly finzncially responzible for payment of fees for all tests ardered and callecrad by S Labs or ite reprecentatives ar contractors a2t my
request. Itis my respansibility to know my own insurance henefits, includirg whather @8 {nbs is n contractes provider and any cavered benefits and 2xcluslons, |
warrant that the health insurance information | provige is curvent, complete, accurate, and take all responsitilty for £ny errors or amizsions in thiz infermatian. |

autherize G5 Labe to verdfy my insurance benefils and scomit my claion ta my insurance carser. | assian to G5 Labs al rghts and ¢laims for the medical benefits

to which | am entitled for the services provided,

1 undeistand that if my insurance company denles coverage or payment for the servicas provided to me, or fails to remit timely payment oh my

claim {within thirty {30) days), | assume full finencial responsibility and will pay all charges in full,

EXHIBIT F
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INSURANCE; G5 1ABS COVID-19 RAPID ANTIGEN, RAPID [gM/lgG ANTIBODY AND PCRTEST
CONSENT & RELEASE FORM

GS Labs (for internal use only)
G5 Labx io Complale: Data:

Anligen Teet Resull: Pogilive {__) Megatlve {_) Inoculated Tima:
o Io® AB Teal Reauli; Posllive {_) Negative () Inotulsted Tima:

Tt AR Tt Resufit Poslive () Nagativa {_)
e Nirmitary PCR, Efigible and Sent: Yes {_)No (_}

S8 Labs (internal usa onty) = INITIAL, BELOW

RN: Leb Tech - Internzl QF Pass far: Antlga: Anlbedy: PO

Rasufis:

Rapld Antlbady Tost = Informed Gonsant

The pucpeseof this fam i to obtain cansent 23 oitaln # hiaod samele-and Ay Ita deterning U you have the' antibedias diradted agjainst SARE-CoVR, the viAla that cauzes BOVID.
18

I Niwar tisvlawad the Fraquanly Askad Quistiens sheel cogarding the Assure COVID-TE 1yBAgM Rapid Tert Davioo/SARS-NoVA dnttody tast. ) autherize GS Labis to draw my bload io
complata this last, hcopnizing that thara ara cartalh nheront riske asdoclated wib havitg rity klaod sample analyzed, The daks of & bloed draw ineluda, but are not limitad L, discorniort
al iy &ita of the blaod dyaw, paksible biuisig, fedrass and sweiling acound tha slle, blasding al tha sile, faaiing of ightteadatneas vwind bieod & betng drawn, ard mesly, an Jofection al
{ha £ite of e bload draw, | wrdaraing iha this teat Tasks for antbodiis to COVID-18, NCT Ma ving stash, 1 am rlacting-{x duave Wi Qotibedy lost for infetmitionat purposvs onty,

Rapld Antlyen Tast= Informied Cencent

1 veluntaelly- canaaat and suthorize 5 Labs to coudiet eoluction, taating, end anelysls far tha purposea of thg Carafitet COVID-IS Anligen taet, | have viewed tha Fraguenty Agkad
Quattions thant ragarding Wits taat, This et willl recuive tha ceflestlon of an appropiiale sample tarough & nagepharyngeal swab or antarior a2sal awab, | understand Mat thavs ars Haks
and honofie asgeelglad whh undergolng bn entigen fhst for GOVIG-18. The riske of & nesal ar nasapheryngaal swab insludi, hut ace nal limitad to, discomton, bioady node, sar paln,
handaché, and a runny Aoos, Theve mey. bd a potantial for false poditve of false negative (eat resulla, Any rasully | raceive ara far informational pugiotes eily and do not senalitule &

madieal dlagnosks,

Gavld 19 PCR and Respleatery Pamal - lafermud Consent

1veluntarly consant end authorze G5 Labs to conduct collechion, teating, and anelyals for ins puimasss of 8 COVID-18 POR tegl, | ackrewiadas and wnderstand tat my COVID-18 FCR
tast with raquirs Y aallaatian of an appmpsfdli ample through 3 nnsaph sryngeal swah, urapharyngeal swab, antarlor navgl swab or aellve agmpla, Falzo undamstand that the POR tast
partatrind by ©5 Labe willalvo check for muliiale ether viral and bacterial reapiratary palitogens, § undersiand ihat thera sire ks and banafita axanelated with undergelng & PER tagt
£ COVIDAG, Figko of & nasn) or pasopharynpealswal fielude but are nat limited tas digcomlart, ear pan, haadashe, bloady nase or nnny.noze, Thers may ala beqa potential for
false puzllive or false nagelive kst rasuttn, | aralime oamplats and Ul Aspankioily o saak snll sBlal wedical and ofer advios relaling to this testhg and iy raslits | mecalve, Shauld |
Tulvi QUGS B dnGatas regArdng my rofuite, or & woraaning &f my cendiiian, | shall pramptly arek adviee and wastmant fam an appamiate.madical provider.

B35 |nfya hpa thecapability of parfarming a PR foot if you shooaa tn piovida o POR ppeglmen white dalng your mpld enligen fost, The' FCR tesl Je mare senalttve than the repid untigan
taet. IF you dre symptomale of have had # rasant high<fisk expasure and yaur raald anliger 128l 12 negatva, | ja posylbia that this repreaenla a false ragatjva, A confimnatary FER 19at
In racommanded in thase croumstongan. The POR tent for SOVIR-1% chlalned &t G8 Lebé alas trsts far mulllple other viral aod bacterial meglmlery pathegend, The confirmelary POR

teat rasuils can take =3 days to soneiuds,

EXHIBIT G

Case 4:21-cv-00525-FJG Document 14-7 Filed 08/26/21 Page 1 of 3



51122021 hilps:iivaw.bizzlla.comflandingpage/genaratapdfid/A7101d=1361 167 &sarvicalraviderCostomerld=2187720&customerld=2208148

I have haer: Inforfed whout the purpaze of the COVIDMA POR tart, procaciuren fo be perfarmed, peleatial sks and palantial benefits. | heve besn provided an epportunily lo ok
quastions hafora procasding with 8 COVID-13 antgen tastand |undorstand that I 1.do not vilak te contfous with the collsction, testing, or anslysls of a COVID-18 FOR leat, | may dacline
{0 racelva sonlinued aorvices.

“"The svallabiiity e confirmelory FCR lesting s subjedt o euth locallon's fasling.sunmly,

*In thy svant of a negutlve mpid antlgon tast rasult, i sutharize G Laba to conduet & sonflnnatory POR tant 1 choosa to pravide 2 FCR spaaliman at tho-polnt of earp, |
underatand that thia [e an pdditlonal fae and that $ie finenclat reaponaibliity provistons will gy to thia teat.

ATTENTION BLUE CROS3/BLUE 8HIELD MEMBERS:!

€4 Laba [z not currenstly a pertleipating pravider with any Blus Grasz/Blus Shis'd (‘BUBES") plana, GS Lake wil submtt clalm{s) on vaur behelt, however, If any paymant for fha
clalms ate medy diractly to yoo, ua tha membar, you ere responsibla (o remitting Lhls paymant frgm BORS to G2 Laba, Ta make It asler for you t mmit payment pusaugnt 1 the
explgamant of benafits above, and to aveld callecten Retvity, we can ehasge the oredi sard wa hava on file for this arauRLl the patient's diract rembureement from BCBS 15 Ral
forwarded.to &3 Labs within 16 days:

| haruby dutharlizs G5 Laba bo virdryd iny dradit sard far the foll amount of nll sarvdees randerad by G5 Loba or lia conlraatars iftsen (16) days itar the tost,

QENERAL LANQUAGE FLR ALL TESTS

I understand that 33 Labs wil disclose my COVID-18 screening test reaulta 1o publiz heallh authoriies and any govermianial ittty St regulrea tha reperting of GOVID-19 resvils, or as
otharwize raquired by [aw.

i tindérstand that 4 physidian dr alfer bl e provider tho 18 leensed undar state law fo order tha lesting may 4o 30, § indaratand that | am mot sieatiy & patient redationship with
G5 Laba or |ta effilates or providere by partcipality In taeting. The ab fa not acing a5 my madleel provider and doas not replaca raalmest by my primary madica providar, | gesurve
complete end full razpenalbiily to sedk snd obtein medical ahd ather advice relalfag fo this festing and.any results | racalve, Sheaht.| have guedtion or concems rEgarding riy resulta, of &
worasning of my carsditan, | shel prdmply seek advice and reatmant fram an Bppropriste mediest provider
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17650 Wright St #5, Omaha, NE 68130 | (402) 334-5433

February 15, 2021

Testing performed at GS Labs between 7/1/2020 and 10/31/2020 may be inaccurate due to
incomplete equipment validation studies and quality control records. While the lab results
were used as a guide, prescribed therapy was based on symptom relief. | have reviewed the
test results and treatment protocol and | do not recommend any changes to therapy based on
the lab results from GS Labs.

@mw MLS OV

Darin Jackson, MD
Medical Director/Lab director
GS Labs

EXHIBIT H
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EXHIBIT |

NEBRASKA

Good Life. Great Mission.

DEPT. OF HEALTH AND HUMAN SERVICES Pete Ricketts, Governor

March 18, 2021

CLIA Number: 28D2183799

Darin Jackson, MD

GS Labs LLC

17650 Wright Street Ste 5
Omaha, NE 68130

Dear Director:

In order for a laboratory to perform testing under the Clinical Laboratory Improvement Amendments
of 1988 (CLIA), Public Law 100-578, it must comply with all CLIA requirements. These requirements are
found in section 353 of the PublicHealth Service Act (42 U.S.C. § 263a) and 42 Code of Federal
Regulations, Part 493 (42 C.F.R. § 493). Laboratories are required to be in compliance with the applicable
regulations. Compliance with these regulations is a condition of certification for the CLIA program.

The Nebraska Department of Health and Human Services conducted a initial survey of your laboratory that was
completed on March 16, 2021. As a result of the survey, it was determined that your facility is not in
compliance with all of the Conditions required for certification in the CLIA program. Specifically, the following
Conditions were not met:

D5400 -42 C.F.R.§ 493.1250 Condition: Analytic systems

In addition, other standards were also found to be not met. Enclosed is Form CMS-2567, Statement of Deficiencies,
listing all the deficiencies found during the survey.

Laboratories that do not meet the Condition-level requirements of CLIA may not be certified to perform
laboratory testing under the CLIA program. You must take steps to bring any unmet Conditions into
compliance immediately.

You are directed to submit a credible allegation of compliance and acceptable evidence of correction for
the deficiencies cited. Please document your allegation of compliance using the enclosed CMS-2567,
Statement of Deficiencies, in the columns labeled “Provider Plan of Correction” and “Completion Date”
located on the right side of the form, keying your responses to the deficiencies on the left. The laboratory director
must sign, date and return the completed CMS-2567 documented with a credible allegation of compliance to our
office WITHIN 10 CALENDAR DAYS FROM RECEIPT of this notice. You must also submit documented
evidence that verifies that the corrections were made. We may conduct a follow-up onsite survey in approximately
30-45 days to verify the corrections if we find your allegation of compliance to be credible and the
submitted evidence to be acceptable. If your laboratory does not submit a credible allegation of compliance
and acceptable evidence of correction, we will not conduct a follow-up survey. (Your allegation of compliance
will be included in the public record of the inspection.)

A credible allegation of compliance is a statement or documentation that is:

1) Made by a representative of a laboratory with a history of having maintained a commitment to
compliance and taking corrective action when required;

Helping People Live Better Lives

Case 4:21-cv-00525-FJG Document 14-9 Filed 08/26/21 Page 1 of 2



EXHIBIT |

2) Realistic in terms of the possibility of the corrective action being accomplished between the date of the
survey and the date of the allegation; and

3) Indicates resolution of the problems.

For your information, acceptable evidence of correction must include:

1) Documentation showing what corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

2) How the laboratory has identified other patients having the potential to be affected by the same
deficient practice and what corrective action(s) has been taken;

3) What measure has been put into place or what systemic changes you have made to ensure that the
deficient practice does not recur, and

4) How the corrective action(s) are being monitored to ensure the deficient practice does not recur.

If you do not submit a credible allegation of compliance and acceptable evidence of correction, or if you submit an
allegation of compliance that is determined to be credible but are found to be still out of compliance with any
CLIA Condition-level requirements at the time of the follow-up visit, Nebraska Department of Health and
Human Services will recommend to the Western and Central Operations Branch, Kansas City Office of the Centers
for Medicare & Medicaid Services (CMS) that sanctions be taken against your laboratory's CLIA certificate.
These may include alternative sanctions (Civil Money Penalty of up to $21,410 per day of noncompliance or per
violation per 42 C.F.R.§ 493.1834, Directed Plan of Correction per 42 C.F.R.§ 493.1832, State Onsite
Monitoring per 42 C.F.R.§ 493.1836) and principal sanctions (suspension, limitation and/or revocation of
your laboratory's CLIA certificate and cancellation of you laboratory's approval for Medicare payments per 42
C.F.R.§ 493.1814).

Please note that the routine survey takes an overview of the laboratory through random sampling. By its
nature, the routine survey may not find every violation that the laboratory may have committed. It remains
the responsibility of the laboratory and its director to ensure that the laboratory is at all times following all
CLIA requirements, to identify any problems in the laboratory and take corrective action specific to the
problems, and to institute appropriate quality assurance measures to ensure that the deficient practices do not
recur.

In addition to the routine CLIA certification surveys, announced or unannounced investigations/ surveys
may be conducted by the State agency at any time to address complaints or other non-compliance issues.
These investigations/surveys may well identify violations that may not have surfaced during a routine
survey using random sampling, but for which the laboratory and its director will still be held responsible.

If you have any questions regarding this survey, please contact this office by e-mail at
DHHS.AcuteCareFacilities@nebraska.gov

Jaua 0 (3>

Jean Ellis, RN BSN - Program Manager

DHHS Public Health - Licensure Unit - Office of Acute Care Facilities
PO Box 94986, Lincoln, NE 68509-4986

Email: jean.ellis@nebraska.gov

JE/smm

Enc: CMS-2567

Helping People Live Better Lives
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CSLABS

17650 Wright St #5, Omaha, NE 68130 | (402) 334-5433

May 14, 2021

To whom it may concern:

During a recent internal quality control audit of practices our involving GenMark’s ePlex
Respiratory Panel we discovered a brief period of inconsistency in our practices that we are
obligated to report to patients. While our quality control practices for the GenMark ePlex
Respiratory Panel have always met the testing manufacturer’s standards, from 03/17/2021 to
04/09/2021, our quality control pracess for this test inadvertently deviated from applicable
laboratory standards for testing facilities. There is a chance that this circumstance may have
impacted your test results.

We have also reported the issues with your testing to your local Department of Health and are
continuing to work with the Nebraska Public Health CLIA program Facilities Surveyor to ensure
all required quality control practices are implemented going forward.

Sincerely,

-04;9/

Darin Jackson, MD
Medical Director
GS Labs

EXHIBIT J
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