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COMPLAINT-IN-INTERVENTION OF GEORGIA, NEW JERSEY, AND NEW YORK

The States of Georgia, New Jersey, and New York (collectively, the “Intervening States™)
allege as follows for their Complaint-in-Intervention against Defendants Fresenius Vascular Care,
Inc. d/b/a Azura Vascular Care (“FVC”); American Access Care Physician, PLLC (“AACP
PLLC”); Access Care Physicians of NJ, LLC (“ACP NJ”); New Jersey Interventional Associates,
LLC (“NJIA”); Snapfinger Vascular Access Center, LLC (“Snapfinger”); Fresenius Vascular Care
Augusta, LLC (“FVAC Augusta”); American Access Care of Atlanta, LLC (“AAC Atlanta”); and

Gregg Miller, M.D. (“Miller”) (collectively “Defendants”).

PRELIMINARY STATEMENT

1. The Intervening States bring this action to recover treble damages and civil
penalties under their respective false claims acts, and other monetary relief pursuant to other state
statutes and the common law against Defendants, who owned, operated, and/or otherwise
controlled a network of outpatient vascular care and ambulatory surgery centers in the Intervening
States (collectively, these “Fresenius Vascular Access Centers” are referred to as the “FVACs”).

2. Defendants used the FVACs to perform medically unnecessary vascular
interventions—namely fistulagrams and angioplasties—on patients with End Stage Renal Disease
(“ESRD”), which were justified by falsifying patient records and referrals. Driven by their bottom
line, Defendants subjected these patients to unnecessary and potentially dangerous procedures
every three to four months, for years.

3. In so doing, from January 1, 2012 through at least June 30, 2018, Defendants
submitted and/or caused to be submitted false claims for payment to Medicare and the Intervening

States’ Medicaid Programs for the unwarranted procedures.
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A. End Stage Renal Disease

4. ESRD is a medical condition in which a patient’s kidneys cease functioning on a
permanent basis. As a result, an ESRD patient needs a regular course of hemodialysis treatment
(“dialysis”) or a kidney transplant to survive. Dialysis is a treatment that removes waste—toxins
and salts—and excess fluid from the blood of an ESRD patient by artificial means since the kidneys
are no longer able to perform this vital function.

5. ESRD patients are particularly vulnerable; they often include the elderly and
disadvantaged members of minority groups. These patients often have multiple comorbidities and
experience more frequent admissions to intensive care units, as well as higher mortality risks than
the general population.

6. An estimated 20 to 50 percent of ESRD patients die within two years of this
diagnosis, even if they obtain early intervention and treatment.

7. In order to receive dialysis, the ESRD patient must undergo a surgical procedure to
create a vascular access, essentially a surgically created vein, to allow the dialysis machine to
access the bloodstream. This vascular access is commonly referred to as a “fistula” when it
involves an artificial joining of a patient’s vein and artery; fistulas are generally created in the
patient’s arm. The fistula causes extra pressure and extra blood to flow into the vein, thereby
making it grow larger and stronger. This larger vein provides easy, reliable access to blood vessels.
Without a fistula, the vein cannot withstand the repeated needle insertions necessary for dialysis.

8. During dialysis, a machine connects to the patient to perform the kidney functions.
Specifically, a needle is placed in the fistula to remove blood from the patient, which is then

cleaned in an artificial filter, and finally returned to the patient’s body through a different needle
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in the fistula. The dialysis machine also monitors the patient’s blood pressure in order to adjust
how fast the blood flows in and out of their body during the treatment.

0. In the United States, outpatient dialysis clinics perform most dialysis treatments. In
accordance with Medicare regulations, an interdisciplinary team must monitor a patient’s fistula
to ensure that the dialysis procedure works properly. The composite rate paid to the dialysis clinic
includes reimbursement for monitoring services.

10. Patients most commonly undergo dialysis approximately three times per week, for
four hours per session. As a result, the interdisciplinary team sits in a unique, and ideal, position
to monitor the patient’s vascular access.

11. The interdisciplinary team has responsibility for making timely referrals when
necessary to achieve and sustain vascular access. 42 C.F.R. § 494.90(a)(5).! If the interdisciplinary
team flags a potential obstruction during dialysis, the patient’s nephrologist, or the attending
dialysis nephrologist, may refer the patient to a vascular access center, such as one of the FVACs
at issue in this case, for an interventional procedure, such as a fistulagram or angioplasty to
maintain the patient’s fistula for dialysis.

12. A fistulagram involves the penetration of a patient’s skin and blood vessels with a
needle, the insertion of a catheter into those blood vessels, the injection of dye into the catheter,

and the X-ray imaging of those vessels to visualize blood flow through a fistula (“fistulagram™).

' This regulation states: “The interdisciplinary team must provide vascular access monitoring and
appropriate, timely referrals to achieve and sustain vascular access. The hemodialysis patient must be
evaluated for the appropriate vascular access type, taking into consideration co-morbid conditions, other
risk factors, and whether the patient is a potential candidate for arteriovenous fistula placement. The
patient’s vascular access must be monitored to prevent access failure, including monitoring of arteriovenous
grafts and fistulae for symptoms of stenosis.”
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A fistulagram is only medically necessary when the ESRD patient has certain diagnostically
specific indications.

13. A percutaneous transluminal angioplasty (“angioplasty”) also involves the insertion
of a catheter into a patient’s blood vessel. In an angioplasty, the wire contains a balloon that is
inflated to stretch out and expand a narrowed vessel to restore the blood flow. An angioplasty is
only medically necessary when there is documentation supporting the presence of residual,
hemodynamically significant narrowing or stenosis in the patient’s vessel.

B. Defendants’ Scheme

14. The FVACs routinely performed medically unnecessary, non-referred vascular
interventions—fistulagrams and angioplasties—on ESRD patients.

15. Defendants’ fraudulent scheme—the “CTE Scheme”—worked as follows:

e After an initial referral by a patient’s treating nephrologist or dialysis clinic to an
FVAC, the FVAC routinely scheduled follow-up appointments or so-called “clinically
timed evaluations” (“CTEs”) without a further referral from the patient’s nephrologist
or dialysis clinic.

e Prior to a CTE appointment, the FVACs did not request any information concerning a
patient’s recent dialysis treatment from that patient’s treating nephrologist or the
dialysis clinic that was administering dialysis. In many cases, the records documenting
administration of dialysis at the patient’s clinic in the days before a CTE demonstrated
with quantifiable, objective measures that the patient was dialyzed without any issues.

e Nonetheless, the FVACs brought patients in for a CTE, during which patients received
a precursory physical exam. Significantly, the FVAC then recorded a pretextual and
false indication to justify subjecting the patient to a fistulagram, which was routinely
followed by an angioplasty, for which the FVAC falsified the amount of vascular
narrowing or stenosis by exaggerating the stenosis level.

e To ensure robust revenues, Defendants essentially enrolled ESRD patients into a course
of CTEs. At the conclusion of each CTE, the FVACs would schedule additional
“follow-up” visits. Critically, the FVACs planned to perform vascular interventions at
each CTE. Indeed, the FVACs frequently gave patients written instructions that
included not only the date of the next CTE but directions not to eat or drink for four
hours prior to the appointment time, thus assuming that surgery would be necessary.
The potentially harmful fistulagrams and angioplasties—which should not be
presumptively considered routine—became routine for these ESRD patients.

4
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16. In furtherance of Defendants’ CTE Scheme, the FVACs at issue performed
thousands of medically unnecessary fistulagrams and/or angioplasties on ESRD patients.
Defendant FVC had full knowledge that the procedures were not necessary and indeed could be
harmful. As early as 2011, the Chief Medical Officer and two other employees of FVC’s corporate
parent, Fresenius Medical Care Holdings, Inc., conducted a study involving 54,000 Medicare
beneficiaries receiving dialysis that showed that “preventative” or “elective” angioplasties did not
benefit ESRD patients. Indeed, patients who received elective procedures—Ilike the medically
unnecessary ones Defendants performed here—had a higher access failure rate than patients who
did not receive elective procedures.

17. Defendants nonetheless took advantage of patients to promote their own financial
gain; this conduct came at a cost to patients.

18. Defendants intentionally subjected patients to uncomfortable, time-consuming,
medically unnecessary interventions as indicated by clinical and other information amassed by
patients’ treating physicians and dialysis clinics. Moreover, Defendants knew that these
interventions also exposed patients to grave risks, including, but not limited to, over-sedation,
infection, ruptured blood vessels, internal or external bleeding, and new or recurrent stenoses that
might warrant even more invasive procedures—thereby setting the stage for cyclical dependency
on interventions.

19. Defendants’ CTE Scheme also cost taxpayers, whose hard-earned dollars fund the
nation’s federal health care programs that paid Defendants for these medically unnecessary,
fraudulent procedures.

JURISDICTION AND VENUE

20. On June 3, 2014, John Pepe, M.D. and Richard Sherman, M.D. (“Relators”) filed

an initial complaint on behalf of themselves, the United States, and the State of New York alleging
5
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violations of the Federal False Claims Act (“Federal FCA”) and New York False Claims Acts
(“NY FCA”). On February 6, 2015, Relators filed their First Amended Complaint, which again
included claims on behalf of themselves, the United States, and the State of New York. On
December 7, 2016, Relators filed their Second Amended Complaint, which added claims on behalf
of the State of New Jersey pursuant to the New Jersey False Claims Act (“NJ FCA™). On October
24, 2017, Relators filed their Third Amended Complaint, which added claims on behalf of
seventeen additional states, pursuant to their respective state false claims acts. On August 8, 2020,
Relators filed their Fourth Amended Complaint, which again included claims on behalf of the same
nineteen states.

21. On August 11, 2022, the Intervening States filed a Notice of Election to Intervene
pursuant to the Georgia False Medicaid Claims Act (“GA FMCA”), NJ FCA, and NY FCA.

22. This Court has subject matter jurisdiction to entertain the original action filed by
Relators under 28 U.S.C. §§ 1331 and 1345, and pursuant to 31 U.S.C. § 3732(b) because the
action arises from the same transaction or occurrence as an action brought under 31 U.S.C. § 3730
(“FCA”). Additionally, this Court has supplemental jurisdiction over the subject matter of the
claims brought by the Intervening States pursuant to 28 U.S.C. § 1367.

23. Venue lies in this District pursuant to 31 U.S.C. § 3732(a) and 28 U.S.C. §§ 1391(b)
and 1391(c) because at least one of the Defendants’ FVACs is located in or transacts business
within this District and because a substantial part of the false or fraudulent acts set outin 31 U.S.C.
§ 3729 occurred in this District.

PARTIES

Plaintiffs

24.  Plaintiff the State of Georgia (“Georgia”) was at all times relevant to this action a

sovereign state of the United States of America.
6
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25. Plaintiff the State of New Jersey (“New Jersey”) was at all times relevant to this
action a sovereign state of the United States of America.

26. Plaintiff the State of New York (“New York™) was at all times relevant to this action
a sovereign state of the United States of America.

27. Relators Dr. John Pepe and Dr. Richard Sherman are board-certified nephrologists.
Dr. Pepe resides in New York, and Dr. Sherman resides in New Jersey.

Defendant Fresenius Vascular Care, Inc. d/b/a Azura Vascular Care

28.  Defendant FVC, a wholly owned business unit of Fresenius Medical Care
Holdings, Inc. (“FMC”), a New York corporation that does business as Fresenius Medical Care
North America, is headquartered at 1200 West Swedesford Road, Building 3, Suite 120, Berwyn,
Pennsylvania 19312. FVC is “a risk-sharing strategic partner” and “not exclusively a management
company.” FVC is one of the largest clinic networks for interventional radiology in North
America. At all relevant times, FVC transacted business in the Eastern District of New York.

29.  FVC provided administrative and support services to the FVACs and paid for all
costs and expenses associated with the operation of the FVACs. Defendants AACP PLLC, ACP
NJ, NJIA, Snapfinger, FVAC Augusta, and AAC Atlanta reimbursed FVC for these costs from
monies received from Federal Healthcare Programs, including Medicare and Medicaid.

30. FVC presently operates 66 FVACs in approximately 25 states (and Puerto Rico)
throughout the United States.

31. At all relevant times, FVC owned, operated, and/or otherwise controlled FVACs at
the following locations in Georgia:

e Atlanta Access Care (now “Azura Vascular Care Atlanta’), 250 East Ponce De Leon
Avenue, Suite 100, Decatur, GA 30030;

e Augusta Vascular Center, 630 13th Street, Suite 250, Augusta, GA 30901;
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e Augusta Vascular Center West, 3623 J. Dewey Gray Circle, Suite 100, Augusta, GA
30909; and

e Defendant Snapfinger (now “Azura Vascular Care Snapfinger”), 5246 Snapfinger Park
Drive, Decatur, GA 30035.

32. At all relevant times, FVC owned, operated, and/or otherwise controlled FVACs at

the following locations in New Jersey:

e Defendant ACP NJ, previously located at 2401 Morris Avenue, Suite West 112, Union,
NJ 07083, and presently located at 1050 Galloping Hill Road, Suite 101, Union, NJ
07083;

e American Access Care of New Jersey (now “Azura Surgery Center Cherry Hill””), 207
South Kings Highway, Suite 2, Cherry Hill, NJ 08034;

e Image Guided Surgery & Aesthetics, previously located at 2401 Morris Avenue, Suite
West 111, Union, NJ 07083, and presently located at 1050 Galloping Hill Road, Suite
102, Union, NJ 07083; and

e Verona Veins at Access Care Physicians (now “Azura Vascular Care Woodland Park™),
1225 McBride Avenue, Suite 116-117, Woodland Park, NJ 07424,

33, At all relevant times, FVC owned, operated, and/or otherwise controlled FVACs at

the following locations in New York:

e American Access Care of Bellmore (now “American Access Care Nassau County™),
250 Pettit Avenue, Suite 2, Bellmore, NY 11710;

e American Access Care Brooklyn, 577 Prospect Avenue Lower Level, Brooklyn, NY
11215, also located at American Access Care Brooklyn, 1915 Ocean Avenue,

Brooklyn, NY 11230;

e American Access Care of New York (now “American Access Care Manhattan™), 403
East 91st Street, Floor 2, New York, NY 10128;

e American Access Care Queens, 176-60 Union Turnpike, Suite 130, Flushing, NY
11366;

e American Access Care Suffolk County, 32 Central Avenue, Hauppauge, NY 11788;

e American Access Care Bronx, 1200 Waters Place N. Lobby, Suite M 115, Bronx, NY
10461;
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e Saqib Chaudhry, MD — Flushing, 176-60 Union Turnpike, Utopia Center, Suite 145,
Flushing, NY 11366;

e Saqib Chaudhry, MD — Roslyn, 1044 Northern Boulevard, Suite 302, Roslyn, NY
11576;

e Verrazano Vascular Associates at Access Care Physicians, 2025 Richmond Avenue,
Suite 1LL, Staten Island, NY 10314; and

e American Access Care of Westchester, 15 North Broadway, White Plains, NY 10601.

Defendant Gregg Miller, M.D.

34, Defendant Miller is a member of FVC’s “Senior Leadership” and resides in New
York. He has been FVC’s Vice President of Operations since at least October 2015, prior to which
he held the position of FVC’s Chief Medical Officer. Miller, an interventional nephrologist,
practiced at an FVAC in New York. During the relevant period, he performed fistulagrams and
angioplasties on ESRD patients. According to Miller’s corporate website biography, “[a]s a
researcher and trainer of physicians he revolutionized the way dialysis patients receive care for
their vascular access. With more than nine specialty publications, he has delivered his message
both nationally and internationally, impacting tens of thousands of dialysis patients.” Miller
transacted business in the Eastern District of New York.

AACP PLLC, ACP NJ, NJIA, Snapfinger, FVAC Augusta, AAC Atlanta
35.  Defendant AACP PLLC is a physician-owned New York professional limited

liability company. At all relevant times, it employed interventionalists who performed the vascular
access services at the FVACs located in New York. AACP PLLC submitted claims to Medicare
and Medicaid for these services. Miller serves as the President of AACP PLLC, and at all relevant

times, he had an ownership interest in AACP PLLC.
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36. Defendant ACP NJ, a New Jersey limited liability company, operates as a multi-
specialty business group with one or more individual providers who specialize in different practice
areas. Dr. Miller serves as the Authorized Official responsible for the operations of ACP NJ.

37. Defendant NJIA, a New Jersey limited liability company, operates as a clinic/center
with a focus on ambulatory surgical services. Dr. Miller is listed as the Owner of NJIA.

38. Defendants ACP NJ and NJIA employed interventionalists who performed vascular
access services at the FVACs located in New Jersey. Defendants ACP NJ and NJIA submitted
claims for those vascular access services to Medicare and Medicaid.

39. Defendant Snapfinger is a Georgia limited liability company that is wholly owned
by Defendant FVC.

40. Defendant FVAC Augusta is a Delaware limited liability company that is majority
owned by Defendant FVC and minority owned by Vascular Radiology Associates II.

41. Defendant AAC Atlanta is a Delaware limited liability company that is majority
owned by American Access Care, LLC and minority owned by physician Kevin Sullivan.
American Access Care, LLC is a subsidiary of Defendant FVC.

42. Defendants Snapfinger, FVAC Augusta, and AAC Atlanta employed
interventionalists who performed vascular access services at the FVACs located in Georgia.
Defendants Snapfinger, FVAC Augusta, and AAC Atlanta submitted claims for those vascular
access services to Medicare and Medicaid.

43, Defendants AACP PLLC, ACP NJ, NJIA, Snapfinger, FVAC Augusta, and AAC
Atlanta (collectively, the “Enrolled Entities”) are enrolled as providers with Medicare and

Medicaid.

10
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44. FVC and Miller control the Enrolled Entities directly, by virtue of direct ownership,
and indirectly, through management agreements whereby FVC and Miller perform virtually all
services for the Enrolled Entities.

45. The Enrolled Entities knowingly submitted false claims to Medicare and Medicaid
at the direction of FVC and Miller.

STATUTORY AND REGULATORY BACKGROUND

I. STATE FALSE CLAIMS ACTS

46. Each of the Intervening States has its own state false claims act that imposes
liability for, among other things, (1) knowingly submitting, or causing to be submitted, false or
fraudulent claims to the State’s Medicaid Program; (2) knowingly making, using, or causing to be
made or used, false records or statements material to false or fraudulent claims made to the State’s
Medicaid Program; and (3) knowingly making, using, or causing to be made or used, a false record
or statement material to an obligation to pay or transmit money or property to the State’s Medicaid
Program or knowingly or improperly avoiding or decreasing an obligation to pay or transmit
money to the State’s Medicaid Program. See O.C.G.A. § 49-4-168, et seq.; N.J.S.A. 2A:32C-1, et
seq.; N.Y. State Fin. Law § 187, et seq.

47. Knowing and knowingly, within the meaning of the Intervening States’ false claims
acts, are defined to include reckless disregard or deliberate indifference to the truth or falsity of
the information. See O.C.G.A. §49-4-168(2); N.J.S.A. 2A:32C-2; N.Y. State Fin. Law
§ 188(3)(a).

48. Under the Intervening States’ false claims acts, each Intervening State is entitled to
recover three times the amount of all damages, plus civil penalties. See O.C.G.A. § 49-4-168.1;

N.J.S.A. 2A:32C-3; N.Y. State Fin. Law § 189(1).

11
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II. MEDICARE AND MEDICAID

49.  Defendants submitted or caused claims to be submitted for payment to the Medicare
Program, Title XVIII of the Social Security Act, 42 U.S.C. §§ 1395-1395lll, and the Medicaid
Program, 42 U.S.C. §§ 1396-1396w-5. Some of these claims were for patients who were
beneficiaries of both Medicare and Medicaid (these individuals are referred to as “dual-eligible
beneficiaries”™).

A. The Medicare Program

50. Pursuant to Title XVIII of the Social Security Act, 42 U.S.C. § 1395, et seq.,
Medicare was established in 1965 to provide health insurance for elderly and disabled persons.

51. Medicare coverage was extended to include treatment for individuals with ESRD
in 1972. Medicare expanded its coverage for ESRD in 1978 when an age requirement was
removed. This legislative amendment was prompted by the increasing number of patients receiving
dialysis and the substantial cost of this life-saving procedure. See Pub. L. No. 92-603, § 2991, 86
Stat. 1329, 1463-64 (1972) (codified at 42 U.S.C. § 1395c¢).

52. Medicare does not offer coverage for “[e]xaminations performed for a purpose
other than treatment or diagnosis of a specific illness, symptoms, complaint, or injury,” with
limited specified exceptions not applicable here. 42 C.F.R. § 411.15(a)(1).

53. Medicare does not cover “expenses incurred for items or services— . . . which are
not reasonable and necessary for the prevention of illness.” 42 U.S.C. § 1395y(a)(1)(B) (emphasis
added).

54. It is the obligation of every health care provider seeking payment under Medicare
to assure that services it provides, “(1) will be provided economically and only when, and to the
extent, medically necessary; (2) will be of a quality which meets professionally recognized

standards of health care; and (3) will be supported by evidence of medical necessity and quality in
12
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such form and fashion and at such time as may reasonably be required by a reviewing quality
improvement organization in the exercise of its duties and responsibilities.” 42 U.S.C. § 1320c-
5(a).

55. “All diagnostic x-ray tests, diagnostic laboratory tests, and other diagnostic tests
must be ordered by the physician who is treating the beneficiary, that is, the physician who
furnishes a consultation or treats a beneficiary for a specific medical problem and who uses the
results in the management of the beneficiary’s specific medical problem. Tests not ordered by the
physician who is treating the beneficiary are not reasonable and necessary.” 42 C.F.R. § 410.32.

56. Medicare considers a procedure such as a fistulagram or angioplasty performed on
an ESRD patient “reasonable and necessary” if the procedure is:

e Safe and effective;

e Not experimental or investigational . . . ; and

e Appropriate, including the duration and frequency that is considered appropriate for
the item or service, in terms of whether it is:

o Furnished in accordance with accepted standards of medical practice for the
diagnosis or treatment of the patient’s condition or to improve the function of a
malformed body member;
o Furnished in a setting appropriate to the patient’s medical needs and condition;
o Ordered and furnished by qualified personnel;
o One that meets, but does not exceed, the patient’s medical need; and
o Atleast as beneficial as an existing and available medically appropriate alternative.
CMS, Medicare Program Integrity Manual § 13.5.1; see also id. § 13.3 (incorporating § 13.5.1°s
definition of reasonable and necessary for individual claim determinations).

57. In submitting a Medicare claim for payment, a healthcare provider certifies

compliance with 42 U.S.C. § 1395y(a)(1), including § 1395y(a)(1)(B).

13
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B. The Medicaid Program

58. The Medicaid Program is authorized by Title XIX of the Social Security Act and
Title 42 of the Code of Federal Regulations. Medicaid is a joint federal-state program that provides
health care benefits for certain groups including the poor and disabled. Medicaid is funded by both
federal and state dollars.

59.  The federal portion of each state’s Medicaid payments, known as the Federal
Medical Assistance Percentage (“FMAP”), is based on a state’s per capita income compared to the
national average. 42 U.S.C. § 1396d(b). During the relevant time periods, and to date, the FMAP
for Georgia has ranged from 65.6% to 73.5%, and the FMAP for New Jersey and New York has
ranged from 50% to 56.2%.>

60.  Like Medicare, Medicaid will not pay for treatments that are not medically
necessary or appropriate. See Georgia Department of Community Health, Division of Medicaid,
Part I Policies and Procedures for Medicaid/Peachcare for Kids § 405(D) (October 1, 2022);
N.J.A.C. 10:49-5.1(a)(1); 18 N.Y.C.R.R. §§ 500.1(b); 515.2(b)(1)(1)(c).

C. Medicare and Medicaid Coverage for ESRD Patients

61. Medicare coverage for individuals with ESRD typically begins 90 days after the
initiation of dialysis treatment. Thus, Medicaid provides coverage for medically necessary ESRD
care to eligible individuals for the first 90 days of a patient’s treatment, after which Medicare

becomes the primary payor. For those ESRD patients that are eligible for both Medicare and

2 These FMARP figures include the 6.2% increase available to states in 2020-2022 by the Families First
Coronavirus Response Act, Pub. L. No. 116-127 § 6008, 134 Stat. 177, 208 (2020).

14
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Medicaid, Medicaid pays Medicare copayments and/or deductibles for medically necessary ESRD
services.?

62. Medicaid pays the full cost of medically necessary care, including ESRD treatments
such as dialysis and associated vascular procedures like fistulagrams and angioplasties, for
Medicaid patients who are not able to obtain primary coverage under Medicare.

63. For patients who receive Medicare benefits, Medicare Part B medical insurance
covers the cost of certain legitimately provided outpatient ESRD treatments, such as dialysis. It
also covers certain vascular interventions, including fistulagrams and angioplasties, when they are
reasonable and medically necessary. The outpatient ESRD treatments at issue are all covered by
Part B for patients who receive Medicare benefits.

64. If a service is medically unnecessary under Medicare regulations, Medicaid will
also consider it medically unnecessary and will not pay ancillary costs (such as copays) for that

service.

3 Medicare Coverage of Kidney Dialysis & Kidney Transplant Services, U.S. Department of Health and
Human  Services, Centers for Medicare and Medicaid Services, 9 (Dec. 2021),
https://www.medicare.gov/media/4416; Data Book: Beneficiaries Dually Eligible for Medicare and
Medicaid, Medicare Payment Advisory Commission and the Medicaid and CHIP Payment and Access
Commission, 11 (Feb. 2022), https://www.macpac.gov/wp-content/uploads/2022/02/Beneficiaries-Dually-
Eligible-for-Medicare-and-Medicaid-February-2022.pdf; DIALYSIS PATIENTS CITIZENS,
https://www.dialysispatients.org/policy-issues/promote-financial-security/medicaid/ (last visited July 26,
2023).
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III. DIALYSIS CARE UNDER MEDICARE AND MEDICAID

A. The Intervening States’ Medicaid Programs Require Medicaid Providers, Including
Defendants, to Comply with Federal and State Laws and Regulations

65.  Defendants signed and submitted provider applications and/or agreements with
each of the Intervening States’ Medicaid Programs.* These documents include express agreement
to comply with applicable federal and state laws, rules, and regulations.

66.  In addition, Defendants agreed to comply with policy manuals issued by each of
the Intervening States’ Medicaid Programs, as required by federal regulation. See 42 C.F.R.
§ 431.18.

i.  Georgia Medicaid Regulations and Provider Agreements

67. As mentioned, federal Medicaid regulations require state Medicaid agencies to
issue policy manuals to furnish Medicaid providers with the policies and procedures needed to
receive reimbursement for covered services they provide to eligible state Medicaid recipients. 42
C.F.R. § 431.18. Accordingly, Georgia regulations authorize and require the state’s Medicaid
agency, the Georgia Department of Community Health (“DCH”), to “publish the terms and
conditions for receipt of medical assistance in Policies and Procedures Manuals for each of the
categories of services authorized under the State Plan.” Ga. Comp. R. & Regs. R. 350-1-.02(3).
These manuals are disseminated to providers enrolled in the applicable category of service, and

amendments thereto are effective “as specified by the Department at the time of dissemination.”

4 Defendants also signed a Medicare Enrollment Application (Form CMS 8550). This agreement provides:

I agree to abide by the Medicare laws, regulations and program instructions that apply to
me or to [my medical practice]. The Medicare laws, regulations, and program instructions
are available through the fee-for-service contractor. I understand that payment of a claim
by Medicare is conditioned upon the claim and the underlying transaction complying with
such laws, regulations, and program instructions . . . and on the supplier’s compliance with
all applicable conditions of participation in Medicare.

16
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Id. Further, DCH maintains current and past versions of the Georgia Medicaid Policies and
Procedures Manuals online for providers to view at https://www.mmis.georgia.gov.

68. All providers enrolled in Georgia Medicaid are subject to DCH’s Part I Policies and
Procedures for Medicaid/PeachCare for Kids manual (“Part I manual”). See DCH Part I Policies
and Procedures for Medicaid/PeachCare for Kids, at “Preface” (Apr 1 2015) (the Part I manual
“[a]long with the statement of participation, any applicable letter of agreement, and program
specific manual encompasses the terms and conditions for doing business as a Medicaid Provider
in Georgia”).

69. The Part I manual emphasizes the importance Georgia places on compliance and
spells out the specific conditions it places on providers submitting claims. For example, under the
Part [ manual, each enrolled provider must:

Comply with all State and Federal laws and regulations related to furnishing
Medicaid/PeachCare for Kids services. Id. at R. 106(B), p. 35.

Neither bill the Division [Georgia Department of Community Health, Division of
Medicaid] for any services not performed or delivered in accordance with all
applicable policies, nor submit false or inaccurate information to the Division
relating to provider...claims....” Id. at R. 106(J), p. 36.

Bill the Division for only those covered services that are medically necessary> and
within accepted professional standards of practice. Id. at R. 106(K), p. 36.

5> The Part I manual defines medically necessary to mean “medical services or equipment based upon
generally accepted medical practices in light of conditions at the time of treatment which is (a) appropriate
and consistent with the diagnosis of the treating physician and the omission of which could adversely affect
the eligible member’s medical condition, (b) compatible with the standards of acceptable medical practice
in the United States, (c) provided in a safe, appropriate and cost effective setting given the nature of the
diagnosis and the severity of the symptoms, (d) not provided solely for the convenience of the member or
the convenience of the health care provider or hospital, (¢) not primarily custodial care unless custodial care
is a covered service or benefit under the member’s evidence of coverage, and (f) there must be no other
effective and more conservative or substantially less costly treatment, service and setting available.” Id. at
Definitions, p. 12.
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70. As enrolled providers in Georgia Medicaid, Defendants Snapfinger, AAC Atlanta,
and FVAC Augusta were subject to the conditions set out in the DCH Part I manual at all times
relevant to the Complaint.

71. All Georgia Medicaid providers wishing to submit claims electronically rather than
on paper must complete an Electronic Funds Transfer Agreement. Defendants Snapfinger, AAC
Atlanta, and FVAC Augusta submitted these documents as part of their enrollment and
revalidation of enrollment in Georgia Medicaid, on October 24, 2012 (Snapfinger), February 2,
2009 (AAC Atlanta), and March 22, 2012 (FVAC Augusta). In so doing, these Defendants agreed
to the following requirements:

Legal Compliance. Provider shall abide by all federal and state laws governing the
Medicaid program.

Provider further acknowledges and agrees that only Payees who have agreed in
writing to: 1) comply with all Department policies regarding the payment of
medical assistance; and 2) be subject to the recoupment policies outlined in the
Provider’s Statement of Participation as set forth in the Power of Attorney for
Electronic Claims Submission, shall be deemed acceptable Payees.

Provider understands that payment will be from federal and state funds and that any

falsification, or concealment of a material fact, may be prosecuted under federal

and state laws.

Georgia Department of Community Health Electronic Funds Transfer Agreement.

72. Defendant Miller is also aware of the requirements that providers must follow for
participation in and reimbursement from Georgia Medicaid. Indeed, Dr. Miller signed and
accepted “Verification of Policy Manuals™ statements as the “Authorized Official” on behalf of
Defendants Snapfinger and AAC Atlanta, certifying that:

[T]The Department’s policies and procedures manuals outline the terms and

conditions for receipt of medical assistance and participation in the Georgia

Medicaid/PeachCare for Kids program. I understand and acknowledge that my

staff, agents, credentialing personnel, contractors, subcontractors, and I are required
to comply with the policies and procedures outlined in Part I, Policies and

18



Case 1:14-cv-03505-LDH-ST Document 103 Filed 10/02/23 Page 24 of 106 PagelD #: 2228

Procedures for Medicaid/PeachCare for Kids and the applicable Part II and/or Part

III policy manuals...I further understand that failure to abide by the Department’s

policies and procedures will result in adverse actions including, but not limited to,

the suspension and/or termination from the Medicaid program.

73. DCH has also partially delegated administration to Care Management
Organizations (“CMOs”), which administer health plans and process and pay Medicaid claims to
their contracted providers. To enroll as a provider with a CMO, at all times relevant to the
Complaint, a provider was required to first enroll with DCH as a Medicaid provider, certify
compliance with the Part I manual, and verify access to and understanding of all applicable
Medicaid manuals and policies.

74.  Because it is not feasible for the Georgia Medicaid Program or its CMO contractors
to review medical records corresponding to each of the claims for payment they receive from
providers, the program relies on providers to comply with Georgia Medicaid requirements and
relies on providers to submit truthful and accurate certifications and claims.

75.  Generally, once a provider submits a claim to the Georgia Medicaid Program, the
reimbursement for the claim is paid directly to the provider, in reliance on the foregoing
certifications, without any review of supporting documentation, including medical records.

76. Georgia regulations governing the licensure of ESRD facilities make clear that
dialysis clinics “shall coordinate services for each patient through an interdisciplinary treatment
team approach.” Ga. Comp. R. & Regs. R. 111-8-22-.12(1).

77.  Defendants violated the terms of their Georgia Medicaid provider applications, the

Georgia Medicaid Part I manual, and the applicable Georgia regulations by engaging in the

misconduct described in this Complaint.
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ii.  New Jersey Medicaid Regulations and Provider Agreements

78.  Federal regulations require each state to designate a single State agency responsible
for the Medicaid Program. The agency must create and implement a “plan for medical assistance”
that is consistent with Title XIX and with the regulations of the Secretary of Health and Human
Services. The Division of Medical Assistance & Health Services, commonly referred to as
“DMAHS” under the Department of Human Services, is designated in accordance with 42 C.F.R.
412.30, as the single State agency for the administration of the New Jersey Medicaid Program.
Under the authority of N.J.S.A. 30:4D-1 et seq., as amended and supplemented, N.J.S.A. 30:4D-
5, and pursuant to N.J.S.A. 30L4D-4, 30:41-1 et seq. and 30:4J-1 et seq., DMAHS is authorized to
administer the Medicaid Program as well as other special programs.

79. The Medicaid Fiscal Agent and DMAHS maintain New Jersey Medicaid and NJ
FamilyCare provider manuals. Each is designed for use by a specific type of provider that provides
services to Medicaid and/or NJ FamilyCare beneficiaries. Each manual is written in accordance
with federal and state laws, rules, and regulations, with the intent to ensure that such laws, rules,
and regulations are uniformly applied. See N.J.A.C. 10:49-1.4(a).

80.  Each provider manual consists of two chapters, broken down into subchapters. The
first chapter is referred to as N.J.A.C. 10:49, Administration Manual, and outlines the general
administrative policies of the New Jersey Medicaid Program and other special programs, including
NJ FamilyCare. The second chapter of each manual specifies the rules and regulations relevant to
the specific provider-type and the services provided. Following the second chapter of the manuals
is the Fiscal Agent Billing Supplement (“FABS”).

81. The FABS includes prior authorization forms and instructions; information for the
proper completion and submission of claim forms; the procedure to follow when claims are

rejected and returned to the provider by the Fiscal Agent during the adjudication process; third
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party liability verification procedure for submitting crossover claims, and examples of timely
submission of claims; electronic media claims (“EMC”) submission; Remittance Advice
Statements; procedures for Electronic Funds Transfer (“EFT”); adjustments for overpayment of
claims, and adjustments by Medicare; procedure to follow when a claim is paid in error (voids);
procedures for inquiries about claims; procedure for ordering forms; information about provider
services; and item-by-item instructions for completing the claim form and other forms. See
N.J.A.C. 10:49-7.1 (b). If there is any conflict between the FABS and the pertinent laws or rules
governing the Medicaid Program or the charity care program, the laws and rules of the Medicaid
Program and the charity care program, as appropriate take precedence.

82. As defined in N.J.LA.C. 10:6-1.2, an [A]mbulatory surgical center means any
distinct entity that: operates exclusively for the purpose of providing surgical services to patients
not requiring hospitalization; has an agreement with the Centers for Medicare & Medicaid Services
(“CMS”) as a Medicare participating provider for ambulatory surgical services; is licensed, if
required, by the New Jersey State Department of Health, or is similarly licensed by a comparable
agency of the state in which the facility is located; and meets the enrollment requirements of the
New Jersey Medicaid/NJ FamilyCare programs as indicated in the Administration chapter at
N.J.A.C. 10:49-3.2 and N.J.A.C. 10:66-1.3.

83. Pursuant to N.J.A.C. 10:52-2.1(a), an Ambulatory Surgical Center (“ASC”) shall
be any distinct entity that operates for the purpose of providing surgical services to patients not
requiring hospitalization, which has an agreement with CMS to participate in the Medicare
program and meets the specific conditions for coverage set forth in federal regulations in 42 C.F.R.

Part 416.
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84. Covered services provided by an ASC are outlined in N.J.A.C. 10:66-5.1, which
states:

(a) Medicaid and NJ FamilyCare fee-for-service covered procedures in an ASC are those

surgical and medical procedures that appear at 42 C.F.R. 416.166, the federal regulations

governing ASC services.

(b) Medicaid-covered and NJ FamilyCare fee-for-service covered surgical procedures

include, but are not limited to, those procedures that:

1. Are commonly performed at a hospital, but may be safely performed at an ASC;
1. Are not commonly or safely performed in a physician’s office;
2. Require a dedicated operating room or suite and require a postoperative recovery
room or short-term, meaning not overnight, convalescent room;
3. Do not generally exceed a total of 90 minutes operating time and four hours
recovery or convalescent time; and
4. Are not emergent or life threatening in nature, for example:
1. Do not generally result in extensive blood loss;
i1. Do not require major or prolonged invasion of body cavities; or
i1ii. Do not directly involve major blood vessels.

85. Pursuant to N.J.A.C. 10:66-1.1(b), [M]edically necessary services provided in an
independent clinic setting shall be in compliance with all applicable state and federal Medicaid
and NJ FamilyCare fee-for-service laws, and all applicable policies, rules, and regulations as
specified in the appropriate provider services manual of the New Jersey Medicaid and NIJ

FamilyCare fee-for-service programs. Services provided in an out-of-State independent clinic
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setting shall be in compliance with all applicable laws, rules, and regulations of the State in which
the facility is located.

86. As defined in N.J.A.C. 10:66-1.1(c), [[Independent clinic services are preventive,
diagnostic, therapeutic, rehabilitative, or palliative services that are provided by a facility
(freestanding) that is not part of a hospital but is organized and operated to provide medical care
to outpatients, including such services provided outside the clinic by clinic personnel to any
Medicaid or NJ FamilyCare fee-for-service beneficiary who does not reside in a permanent
dwelling or does not have a fixed home or mailing address. Clinic services do not include services
provided by hospitals to outpatients.

87. Each independent clinic, including each satellite, shall be individually approved by
the New Jersey Medicaid and NJ FamilyCare fee-for-service programs and enrolled with the
Division’s fiscal agent, for approved service(s). If a clinic wishes to add a service(s), approval
from the New Jersey Medicaid and NJ FamilyCare fee-for-service programs shall be obtained
before reimbursement for the service(s) may be claimed. See N.J.A.C. 10:66-1.3.

88. In addition to the requirements set forth at 42 C.F.R. 416.47, medical records in an
ASC shall include, but not be limited to:

1. Patient identification;

2. Significant medical history and results of physical examination;

3. Pre-operative diagnostic studies (entered before surgery), if performed;

4. Findings and techniques of the operation, including a pathologist’s report on
all tissues removed during surgery, except those exempted by the governing
body;

5. Any allergies and abnormal drug reactions;
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6. Entries related to anesthesia administration;
7. Documentation of properly executed informed consent; and
8. Discharge diagnosis.

See N.J.A.C. 10:66-5.4.

89.  Providers that participate in the New Jersey Medicaid Program shall complete a
Provider Application and sign a Provider Agreement or a specialized agreement, and submit such
other information or documentation, including, but not limited to, social security number and date
of birth, as the program may require, depending on the nature of the services provided.

90.  All program providers, except institutional, pharmaceutical, and transportation
providers, shall be required to certify that the services billed on any claim were rendered by or
under his or her supervision (as defined and permitted by program regulations); and all providers
shall certify that the information furnished on the claim is true, accurate and complete. N.J.A.C.
10:49-9.8(a). All claims for covered services must be personally signed by the provider (for
example, hospital, home health agency, independent clinic) unless the provider is approved for
EMC submission by the Fiscal Agent. The provider must apply to the Fiscal Agent for EMC
approval and sign an electronic billing certificate. N.J.A.C. 10:49-9.8.1.

91. Providers shall agree to the following:

1. To keep such records as are necessary to disclose fully the extent of services
provided, and as required by N.J.S.A. 30:4D-12(d), to retain individual patient records
for a minimum period of five years from the date the service was rendered;

2. To furnish information for such services as the program may request;

3. That where such records do not document the extent of services billed, payment
adjustments shall be necessary;

4. That the services billed on any claim and the amount charged therefore, are in
accordance with the requirements of the New Jersey Medicaid and NJ FamilyCare
programs;
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5. That no part of the net amount payable under any claim has been paid, except that
all available third-party liability has been exhausted, in accordance with program
requirements; and

6. That payment of such amount, after exhaustion of third-party liability will be
accepted as payment in full without additional charge to the Medicaid or NJ Family
Care beneficiary or to others on his behalf.

See N.J.A.C. 10:49-9.8(b).
92. As enrolled providers in New Jersey Medicaid, Defendants ACP, NJIA, and the

three FVACs operating in the state had an obligation to comply with all New Jersey Administrative
Code provisions delineated herein at all times relevant to the Complaint.

93. As enumerated above, all New Jersey Medicaid providers that wish to submit
claims electronically, rather than on paper, must apply to the Fiscal Agent for EMC approval and
sign an electronic billing certificate. ACP (Little Falls), ACP (Union) and ACP d/b/a Azura
Surgery Center (Cherry Hill) initially enrolled on November 1, 2017, January 22, 2020, and
January 1, 2017, respectively. Each facility recertified, effective July 11, 2023. By renewing their
applications for certification, each entity agreed to the requirements outlined in 9 90 and 92,
above.

94, Defendant Miller serves as the Authorized Official for the operations of ACP NJ
and he is listed as the owner of NJIA. As the signatory of the provider and reimbursement
agreements that controlled ACP NJ and NJIA’s participation in the New Jersey Medicaid Program,
Dr. Miller was keenly aware of his obligation to comply with both federal and State regulations
controlling New Jersey Medicaid.

95. Pursuant to N.J.LA.C. 10:49-21.1, managed care organizations can participate in
New Jersey’s Medicaid Program. The Medicaid/NJ FamilyCare Managed Care Program is a

program under which Health Maintenance Organizations (HMOs) contract with the Department
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of Human Services to provide health care services to Medicaid beneficiaries. Requirements
governing HMO providers and services are codified at N.J.A.C. 10:49-74.

96. Because it is not feasible for the New Jersey Medicaid Program or its HMO
contractors to review medical records corresponding to each of the claims for payment received
from the providers, the Medicaid Program relies on providers to comply with the requirements
outlined in the provider and reimbursement agreements, as well as to submit truthful and accurate
certifications for the claims.

97. Defendants violated the terms of their New Jersey provider applications and the
applicable New Jersey policy manual by engaging in the misconduct described in this Complaint.

iii. ~ New York Law, Medicaid Regulations, and Medicaid Provider Agreements

98. From 2012 to the present, Miller, on behalf of AACP, has annually executed the
New York Medicaid provider billing certification, which states in relevant part:

I (or the entity) have furnished or caused to be furnished the care, services, and
supplies itemized and done so in accordance with applicable federal and state laws
and regulations; I have read the eMedNY Provider Manual and all revisions thereto;
all claims are made in full compliance with the pertinent provisions of the Manual
and revisions; all claims for care, services and supplies provided at the order of
another professional have to the best of my knowledge been ordered by that
professional in bona fide compliance with the procedures set forth in the manual
and revisions. All care, services and supplies for which claim is made are medically
necessary for the treatment of the named recipient . . . .

(Emphasis added.)
99. The relevant eMedNY Provider Manual, with which Defendants expressly agreed
to comply in their New York Medicaid provider agreements, states:
A hospital or diagnostic and treatment center may perform an ordered ambulatory
service only when the treatment, test or procedure has been ordered in writing and

is the result of a referral made by a licensed physician, nurse practitioner, dentist,
podiatrist, physician’s assistant, or mid-wife.
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New York State Medicaid Program, Physician Policy Guidelines at 37. The services provided must
be “performed . . . upon [a] written order of a qualified physician, nurse practitioner, physician’s
assistant, dentist or podiatrist to test, diagnose or treat a [Medicaid] enrollee.” Id. at 45. This
guideline applies to “[d]iagnostic radiology services” such as fistulagrams. /d.

100. New York regulations incorporate by reference federal regulations found in 42
C.F.R. Part 494. See 10 NYCRR § 751.1.

101.  New York Medicaid also requires providers to follow the applicable standard of
care for their field of practice. For dialysis treatments the standard of care is found in the Kidney
Disease Outcomes Quality Initiative (“KDOQI), 2006 updates, including for related vascular
procedures such as fistulagrams and angioplasties.

102. In addition, 18 NYCRR § 504.3(e) requires New York Medicaid providers to agree
to “submit claims for payment only for services . . . which were medically necessary.”

103. 18 NYCRR § 504.3(f) requires New York Medicaid providers to agree to “submit
claims . . . in the manner specified by the [New York State Department of Health (“NY DOH”)]
in conformance with the standards and procedures for claims submission.”

104. Asrelevant here, I8 NYCRR § 515.2(a) defines as unacceptable practices “conduct
which is contrary to:

(1) the official rules and regulations of the [NY DOH];

(3) the official rules and regulations of the [New York] Departments of Health,
Education and Mental Hygiene, including the latter department’s offices and
divisions, relating to standards for medical care and services under the [Medicaid]
program; or

(4) the regulations of the Federal Department of Health and Human Services
promulgated under title XIX of the Federal Social Security Act.
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105. In addition to the above, 18 NYCRR § 515.2(b) defines as unacceptable practices
the following:

(1) False claims. (i) Submitting, or causing to be submitted, a claim or claims for:
(a) unfurnished medical care, services or supplies;
(b) an amount in excess of established rates or fees;

(c) medical care, services or supplies provided at a frequency or in an amount not
medically necessary; or

(d) amounts substantially in excess of the customary charges or costs to the general
public.

(i1) Inducing, or seeking to induce, any person to submit a false claim under this
subdivision.

(2) False statements. (i) Making, or causing to be made any false, fictitious or
fraudulent statement or misrepresentation of material fact in claiming a medical
assistance payment, or for use in determining the right to payment.

(11) Inducing or seeking to induce the making of any false, fictitious or fraudulent
statement or a misrepresentation of material fact.

(3) Failure to disclose. Having knowledge of any event affecting the right to
payment of any person and concealing or failing to disclose the event with the
intention that a payment be made when not authorized or in a greater amount than
due.

(11) Excessive services. Furnishing or ordering medical care, services or supplies
that are substantially in excess of the client's needs.

(12) Failure to meet recognized standards. Furnishing medical care, services or
supplies that fail to meet professionally recognized standards for health care or
which are beyond the scope of the person's professional qualifications or licensure.

106.  Further, 18 NYCRR §§ 515.5(d) and (e) state that New York Medicaid providers,
whether reimbursed on a cost-related or fee-for-service basis, may not claim costs or submit claims
for services credited to or furnished by any person “in violation of any condition of participation

in the [New York State Medicaid] program.”
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107. Under the regulations listed above, claims submitted to Medicaid for medically
unnecessary services, or services that failed to meet professional standards, are in violation of a
material condition of payment of the New York State Medicaid Program.

108. The New York False Claims Act provides, in pertinent part, that any person who

(a) knowingly presents, or causes to be presented a false or fraudulent claim for
payment or approval;

(b) knowingly makes, uses, or causes to be made or used, a false record or statement
material to a false or fraudulent claim;

(g) knowingly makes, uses, or causes to be made or used, a false record or statement
material to an obligation to pay or transmit money or property to the state or a local
government; or

(h) knowingly conceals or knowingly and improperly avoids or decreases an
obligation to pay or transmit money or property to the state or a local government,
or conspires to do the same;

shall be liable to the state or a local government, as applicable, for a civil penalty
of not less than six thousand dollars and not more than twelve thousand dollars, as
adjusted to be equal to the civil penalty allowed under the federal False Claims Act,
31 U.S.C. sec. 3729, et seq., as amended, as adjusted for inflation by the Federal
Civil Penalties Inflation Adjustment Act of 1990, as amended (28 U.S.C. 2461 note;
Pub. L. No. 101-410), plus three times the amount of all damages, including
consequential damages, which the state or local government sustains because of the
act of that person.

N.Y. State Fin. Law § 189.

109. Under the New York False Claims Act, “knowing and knowingly”

(a) means that a person, with respect to information:
(1) has actual knowledge of the information;
(1) acts in deliberate ignorance of the truth or falsity of the information; or
(ii1) acts in reckless disregard of the truth or falsity of the information; and

(b) require no proof of specific intent to defraud, provided, however that acts
occurring by mistake or as a result of mere negligence are not covered by this
article.
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N.Y. State Fin. Law § 188(3).

110. In addition, the New York False Claims Act defines a “claim” to mean

(a) .. . any request or demand, whether under a contract or otherwise, for money or
property that

(1) is presented to an officer, employee or agent of the state or a local
government; or

(i1) is made to a contractor, grantee, or other recipient, if the money or
property is to be spent or used on the state or a local government's behalf or
to advance a state or local government program or interest, and if the state
or local government (A) provides or has provided any portion of the money
or property requested or demanded; or (B) will reimburse such contractor,
grantee, or other recipient for any portion of the money or property which
is requested or demanded;

(b) does not include requests or demands for money or property that the state or a
local government has already paid to an individual as compensation for government
employment or as an income subsidy with no restrictions on that individual’s use
of the money or property.

N.Y. State Fin. Law § 188(1).

111.  New York Social Services Law § 145-b(1)(a) provides in pertinent part as follows:

It shall be unlawful for any person, firm or corporation knowingly by means of a
false statement or representation, or by deliberate concealment of any material fact,
or other fraudulent scheme or device, on behalf of himself or others, to attempt to
obtain or to obtain payment from public funds for services or supplies furnished or
purportedly furnished pursuant to this chapter.

112.  Under New York Social Services Law § 145-b,

“statement or representation” includes, but is not limited to: a claim for payment
made to the state, a political subdivision of the state, or an entity performing
services under contract to the state or a political subdivision of the state; an
acknowledgment, certification, claim, ratification or report of data which serves as
the basis for a claim or a rate of payment, financial information whether in a cost
report or otherwise, health care services available or rendered, and the
qualifications of a person that is or has rendered health care services.

N.Y. Soc. Serv. Law § 145-b(1)(b).

113.  New York Executive Law § 63(12) provides, in relevant part, as follows:
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Whenever any person shall engage in repeated fraudulent or illegal acts or
otherwise demonstrate persistent fraud or illegality in the carrying on, conducting
or transaction of business, the attorney general may apply . . . for an order enjoining
the continuance of such business activity or of any fraudulent or illegal acts, [and]
directing restitution and damages . . . .

114. New York Executive Law § 63-c(1) provides, in relevant part, as follows:

Where any money, funds, credits, or other property, held or owned by the state, or
held or owned officially or otherwise for or in behalf of a governmental or other
public interest, ... has heretofore been ... without right obtained, received,
converted, or disposed of, an action to recover the same, or to recover damages or
other compensation for so obtaining, receiving, paying, converting, or disposing of
the same, or both, may be maintained by the state in any court of the state, or before
any court or tribunal of the United States, or of any other state, or of any territory
of the United States, or of any foreign country, having jurisdiction thereof.

115. By engaging in the conduct described in this Complaint, Defendants violated the
terms of their billing certification, and applicable laws, regulations, and provider manuals.

B. The Dialysis Clinic Is Responsible for Vascular Access

116. Federal regulations charge the dialysis clinic’s “interdisciplinary team” with
responsibility for monitoring each ESRD patient’s fistula and overall vascular access:

The interdisciplinary team must provide vascular access monitoring and

appropriate, timely referrals to achieve and sustain vascular access. The

hemodialysis patient must be evaluated for the appropriate vascular access type,

taking into consideration co-morbid conditions, other risk factors, and whether the

patient is a potential candidate for arteriovenous fistula placement. The patient’s

vascular access must be monitored to prevent access failure, including monitoring
of arteriovenous grafts and fistulae for symptoms of stenosis.

See 42 C.F.R. § 494.90(a)(5); see also 42 C.F.R. § 494.80; Medicare Claims Processing Manual,
Chapter 8, § 180iii.

117. Medicare’s assignment of responsibility for vascular access monitoring to the
dialysis clinic makes sense: the dialysis clinic observes the patient and uses his fistula to access

his blood system approximately three times per week, for four hours per day. The dialysis clinic
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actually uses the fistula while observing and recording critical clinical information about the
functionality of the fistula and the dialysis process.

118. Federal regulations also expressly require the dialysis clinic’s interdisciplinary
team to achieve and sustain adequate dialysis. See 42 C.F.R. § 494.90(a)(1). This is expressed as
the clearance of urea through hemodialysis of 1.2 Kt/V or greater. /d. Kt/V is a key measurement
of the effectiveness of dialysis treatment at removing urea from blood. K is the dialyzer clearance
of urea, t is time under dialysis, and V is the volume of distribution of urea.

119. “Procedures associated with monitoring access involve taking venous pressure,
aspirating thrombus, observing elevated recirculation time, reduced urea reduction ratios, or
collapsed shunt, etc.” Medicare Claims Processing Manual, Chapter 8, § 180iii.

120. Medicare provides examples of conditions detected during vascular access
monitoring that support a finding of “medical necessity” for vascular studies such as fistulagrams:

e FElevated dynamic venous pressure >200mg HG when measured during dialysis with
the blood pump set on a 200cc/min.,

e Access recirculation of 12 percent or greater,
e An otherwise unexplained urea reduction ratio <60 percent, and

e An access with a palpable “water hammer” pulse on examination (which implies
venous outflow obstruction).

Medicare Benefit Policy Manual, Ch. 11 (End Stage Renal Disease), § 40.H.

121.  The interdisciplinary team is also responsible for making referrals for diagnostic
tests such as fistulagrams. See 42 C.F.R. § 494.90(a)(5).

122.  Medicare reimburses a dialysis clinic for the services it provides to an ERSD patient
at a “composite” rate. See Medicare Claims Processing Manual, Chapter 8, § 180iii.

123.  New Jersey and New York also reimburse for dialysis services at a composite rate.

See 10 NYCRR §§ 86-4.37, 86-4.38.
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124. Georgia reimburses for dialysis services at a Treatment Rate. See Georgia
Department of Community Health, Division of Medicaid, Part II Policies and Procedures for
Dialysis Services § 903.1 (October 1, 2022).

125.  Outpatient procedures necessary to repair a patient’s vascular access, including
fistulagrams and angioplasties, are performed at centers such as FVACs. The costs of these
procedures are paid under Medicare Part B on a fee-for-service basis for Medicare-eligible
patients. See generally 42 U.S.C. § 13951rr(a); 42 C.F.R. § 414.314(b); Claims Manual 100-04, ch.
8, § 140(B).

126. For claims paid to Defendants where Medicaid was the primary payor, the
Intervening States’ Medicaid Programs paid some claims on a fee-for-service (“FFS”) basis and
other claims through Medicaid CMOs in Georgia and through Medicaid managed care
organizations (“MCOs”) in New Jersey and New York. Fee-for-service payments are payments
where a State Medicaid Program pays a provider directly for a service according to the State’s
Medicaid fee schedule. CMOs and MCOs contract with a State Medicaid Program to deliver health
care services to Medicaid recipients in exchange for a set monthly payment per enrolled member
(called a “capitation” payment). Payments to healthcare providers through CMOs and MCOs are
made when the CMO or MCO pays a provider for a service out of the Medicaid recipient’s
capitation payment, according to a fee agreement between the CMO or MCO and the provider. In
both cases, the Intervening States’ Medicaid Programs pay Defendants claims.

127.  All services provided by Defendants to Medicaid recipients, whether paid on a FFS
basis or through a CMO or MCO, must comply with the relevant State’s Medicaid regulations,

including those listed above, in order to be eligible for reimbursement.

33



Case 1:14-cv-03505-LDH-ST Document 103 Filed 10/02/23 Page 39 of 106 PagelD #: 2243

IV. CARE AND TREATMENT OF ESRD PATIENTS

128. Most individuals with ESRD require and receive dialysis at outpatient dialysis
clinics, where medical procedures and devices are used to replicate the blood cleaning functions
performed by healthy kidneys. ESRD patients typically undergo dialysis treatments three times a
week for an indefinite period, often for several years. Each treatment can last three to five hours,
including the dialysis itself as well as a series of standard monitoring tests to confirm that the
dialysis is working effectively. The patient will typically be seen by a nurse, under the supervision
of a nephrologist.

129. ESRD patients’ vascular systems need to function well to receive dialysis
treatment.

130. To gain access to a patient’s vascular system to perform dialysis, there must be a
point of entry to connect the dialysis machines to the patient with a sufficient blood flow rate. A
common solution is to surgically create a “fistula,” which is an artificial connection of a major
vein and artery that is close enough to the skin’s surface to permit access for dialysis. The fistula
is usually created in the patient’s arm or leg.

131. Each patient’s fistula must be regularly monitored to confirm that it permits
successful dialysis.

132. When a patient undergoes dialysis treatment, the dialysis clinic is responsible for
performing a series of standard monitoring, surveillance, and if medically indicated, diagnostic
procedures to determine whether the dialysis is functioning effectively or whether the patient has
a condition that is impairing its proper functioning. This standard protocol includes:

(a) Monitoring: At least monthly, qualified medical individuals should perform physical

evaluations of the patient to detect dysfunction of the fistula or other vascular access
site.
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(b) Surveillance: Evaluations of intra-access blood flow, static vascular dialysis pressure,
recirculation, and other measures that suggest dialysis dysfunction.

(c) Diagnosis: Specialized testing that is prompted by an abnormality or medical indication
undertaken to diagnose the cause of a vascular access dysfunction. Only persistent
abnormalities in any of the monitoring or surveillance parameters (not a single isolated
abnormal value) should prompt a referral for access imaging.

See KDOQI Guidelines, Guideline 4.

133.  The KDOQI Guidelines’ professional standard of medical necessity for a
fistulagram requires dialysis clinic data (the clinical and surveillance parameters above) and a
physical examination.

134. Patient dialysis clinic records contain a wealth of information obtained during
dialysis. During dialysis, clinic doctors and staff are uniquely positioned to observe the patient,
how the patient tolerated dialysis, and whether dialysis worked.

135. For example, a treating nephrologist’s or dialysis clinic’s referral for a fistulagram
considers a myriad of factors including clearance rates, re-circulation of blood, abnormalities in
blood flow rates, Kt/V, and arterial or venous pressure.

136. CMS, the component of the Department of Health and Human Services that
administers the Medicare Program, implemented a Quality Incentive Program designed to
encourage high quality and cost-effective healthcare services for ESRD patients. As part of this
effort, CMS identified as a clinical measure of adequate dialysis that patients have a Kt/V equal to
or greater than 1.2. See 78 Fed. Reg. 72191 (Dec. 2, 2013).

137. Similarly, federal regulations require dialysis clinic interdisciplinary teams to
provide care to sustain adequate dialysis of at least 1.2 Kt/V. 42 C.F.R. § 494.90(a)(1).

138.  FMC, FVC(C’s parent corporation, acknowledged the importance of the Kt/V metric
by using it as a reference point to demonstrate the quality of dialysis administered at its own

dialysis clinics. See FMC 2014 Annual Medical Quality Report at p. 18 (describing the CMS
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clinical measure and noting that 94.5 percent of its own dialysis patients maintained Kt/V rates
equal to or greater than 1.2 in 2013).

139.  When the results of monitoring tests show problems at the vascular access site
(where the dialysis machine connects to a patient’s vascular system) that are preventing dialysis
from effectively cleaning a patient’s blood, the treating physician or clinic may refer that patient
to a vascular access center, such as an FVAC, to diagnose the cause and, if appropriate, perform a
procedure to enable dialysis to function properly.

140. An angioplasty may be medically necessary for patients who have a stenosis, or
narrowing, that is “hemodynamically significant” in their fistula or surrounding blood vessels, to
expand the narrowed vessel so that sufficient blood flow for dialysis can be restored. Generally, a
stenosis is hemodynamically significant when it causes a reduction in blood flow through the
fistula that is below the dialysis machine’s requirement for adequate treatment.

141.  As described in greater detail below, fistulagrams and angioplasties are invasive
surgical procedures that generally require a patient to be sedated and/or to go under anesthesia,
after which the provider inserts catheters into the patient’s fistula, takes x-rays, and, if the provider
performs an angioplasty, inserts wires and a balloon into the fistula. See infra 9 146.

142.  Procedures such as fistulagrams and angioplasties can present significant risks to
the patient including infection, sepsis, allergic reaction, rupture of blood vessels, and internal or
external bleeding. In addition, exposure to the iodine-containing dye used in radiological
procedures could have an adverse impact on any residual kidney function. Residual kidney
function is one of the most important predictors of a patient’s survival. Accordingly, it is
recommended that this contrast dye be used judiciously and in the smallest volumes possible in

ESRD patients to preserve residual kidney function. See 2019 KDOQI Guideline 15.
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FACTS
I. DEFENDANTS’ CTE SCHEME

A. The CTE Cycle Begins with an Initial Visit and, Typically, a Fistulagram

143. Most patients’ first contact with Defendants was when their dialysis provider
referred them to one of the FVACS for an evaluation and possible treatment of a problem identified
during dialysis.

144. At the conclusion of that properly referred visit, Defendants’ CTE Scheme began
when they scheduled a clinically timed follow-up evaluation approximately three months later.

145. The CTE Scheme involved repeated medically unnecessary procedures performed
on these patients quarterly, often for years at a time.

146. Upon arrival at an FVAC for a CTE appointment, staff and doctors would put
patients “on the table.” In practice, this meant to perform procedures on them and bill for
fistulagrams and angioplasties. Putting these patients “on the table” at the FVACs worked as
follows:

e An interventionalist would ostensibly evaluate the patient for a fistulagram.®
e Patients received pain medication, such as fentanyl, and a sedative.

e In the procedure room, an interventionalist would most often perform a fistulagram
with the assistance of a radiology technician. A nurse or the radiology technician would
place a blood pressure cuff on the patient’s arm, a pulse oximeter on their finger to
monitor oxygen in the patient’s red blood cells, and electrodes (stickers with wires

connected to an ECG machine) on their legs and arms to check the patient’s heart rate.

e A nurse or technician would draw up medication and the interventionalist (or an
anesthesiologist if local anesthesia is used) would inject it into the patient.

8 FMC’s Corporate Compliance Department documents state that if an interventionalist did not believe a
fistulagram was necessary, they would communicate this to the patient’s referring dialysis clinic or
nephrologist. In practice, the interventionalists almost always performed a fistulagram at the initial referred
appointment. Rarely would a patient leave without a fistulagram. The dialysis clinic and nephrologist were
rarely, if ever, consulted.
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e Sometimes the area of the procedure would be cleaned and shaved, and the patient
would be covered with surgical drapes from the shoulders to feet.

e The interventionalist would then insert small catheters (tubes) into the patient’s fistula
and possibly inject blood thinners.

e The radiology technician or the interventionalist would then take X-rays.

e The interventionalist would typically read and interpret the images himself,
determining the percentage of stenosis.” Sometimes others in the room questioned this
reading or interpretation. The stenosis percentage should have been, but was not
always, documented in the records.

e After the narrowing or blockage was purportedly identified, an interventionalist would
perform an angioplasty to address the blockage. As stated above, see supra 9 140,
angioplasties are only medically necessary where stenosis is hemodynamically
significant, which means that stenosis prevents the dialysis machine from providing
adequate treatment.

e To perform the angioplasty, the interventionalist would insert a catheter with a small
balloon at one end through the patient’s skin and into a blood vessel. After guiding the
catheter through the patient’s blood vessel until it reached the area of narrowing, the
interventionalist would inflate the balloon to widen the vessel.

e After the procedure, the patient would be taken from the operating room to a recovery
room for up to two hours while waiting for the post-procedure bleeding to stop. Some
patients suffered adverse reactions and were transported by ambulance to a hospital for
emergency treatment.

e Upon discharge, the FVAC gave the patient a sheet with a “follow-up” appointment
date, usually three months later, and instructions not to eat or drink before the next pre-
scheduled appointment. The FVAC sometimes arranged the patient’s transportation to
and from the FVAC facility for the next appointment.

e The FVAC typically completed a procedure report on every patient. The report detailed
the procedure performed and the purported clinical indication, or reason, for the
procedure. The purported clinical indication that the FVAC interventionalist
determined required a procedure would suggest a problem with the vascular access.

7 Patient records do not always contain clear photos of the degree of stenosis before the intervention. In
some instances, the images are missing altogether. In others, the images are not clear enough to view the
degree of stenosis.
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B. The CTE Cycle Continues with Non-Referred, Clinically Unsupported CTEs and
Procedures

147. In accordance with Defendants’ policy and practice, FVACs scheduled CTEs
without further referral from the patient’s treating physician or patient’s dialysis clinic.

148. Because each FVAC scheduled the next visit at the end of the patient’s current visit,
the CTE appointment was scheduled before the patient returned to their nephrologist. Thus,
defendants knew, when they made each follow-up appointment, that no new referral could have
been made by the patient’s nephrologist.

149. Defendants scheduled CTEs approximately every three months. Notably, during
the intervening three months, the patient had already been monitored and evaluated by the dialysis
clinic, and Medicare and Medicaid had already paid for these services.

150. CTEs were scheduled at FVACs without regard to clinical findings and other
information that was available from, among other sources, the clinics that administered patient
dialysis.

151. In fact, patients had been scheduled for a procedure, not an evaluation. The FVAC
staff knew with near certainty before the patient arrived that the FVAC would perform a procedure
on the patient.

152.  FVAC:s instructed patients not to eat or drink before the next visit, even though that
visit was usually three months in the future. FVACs obviously could not know three months in
advance whether a patient’s fistula would have problems functioning. This provides further
evi