STATE OF NORTH CAROLINA
JOSH STEIN SETH :
© DEPARTMENT OF JUSTICE ETH DEARMIN

ATTORNEY GENERAL CHIEF OF STAFF

December 2, 2019

North Carolina Senate President Pro Tempore Phil Berger
North Carolina House of Representatives Speaker Tim Moore
Co-Chairs, Joint Legislative Commission on Governmental Operations

Senator Danny Earl Britt, Jr.

Senator Warren Daniel

Senator Norman W. Sanderson

Representative James Boles, Jr.

Representative Ted Davis, Jr.

Representative Allen McNeill

Co-Chairs, Appropriations Subcommittee on Justice and Public Safety

North Carolina General Assembly
Raleigh, North Carolina 27601-1096

RE: G.S. §114-2.5; Report on Settlement Agreement for Avalign
Technologies

Dear Members:

Section 114-2.5 of the North Carolina General Statutes requires the Attorney
General to report to the Joint Legislative Commission on Governmental Operations and
the Chairs of the Appropriations Subcommittees on Justice and Public Safety regarding
all settlements and court orders which result in more than $75,000.00 being paid to the
State. Pursuant to that statute, | am writing regarding the settlement of claims for
Medicaid reimbursement to the state and federal governments in the above-referenced
matter. Pursuant to federal law (42 C.F.R. § 433.320) recoveries in these cases are
shared on a pro rata basis by the state and federal governments.

A settlement has been executed between Avalign and the State of North Carolina.
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Avalign Model State Scttlement Agreement —
08-22-2019

federal health care programs, while knowing that the devices were not approved or cleared for
marketing by the United States Food and Drug Administration (“FDA”) pursuant to the Federal
Food, Drug, and Cosmetic Act (“FDCA™), 21 U.S.C. § 301 ¢ s¢q., and were not exempt from the
FDCA'’s premarket approval or clearance requirements as “pre-amendment devices™ (i.c., devices
that were, among other things, legally marketed prior to the May 28, 1976, the effective date of
the Medical Device Amendments of 1976);

C. On August 6, 2019, Defendants entered into a separate civil Stipulation and Order
of Settlement and Dismissal (the “Federal Stipulation)™) with the “United States of America™ (the
“United States™) as that term is defined in the Federal Stipulation.

D. The State contends that the Defendants caused claims for payment to be submitted
to the State’s Medicaid Program (42 U.S.C. Chapter 7 Subchapter XIX).

E. The State contends that it has certain civil and administrative causes of action
against the Defendants for engaging in the following conduct at various times between 2007 and
2014 (the “Covered Period™):

Instrumed, a subsidiary of Avalign: (1) sold the medical devices listed in Rider 1, which

Instrumed claimed qualified as “pre-amendment devices™ and, thus, were exempt from the

FDCA’s premarket approval or clearance requirements; (2) knew that the devices did not

in fact qualify as “pre-amendment devices;™ and (3) caused the devices to be sold to

customers, who then sold them to hospitals and other hcalth care providers for usc in
medical procedures for which claims for reimbursement were submitted to Mcdicare and

Mecdicaid. The conduct described in this Paragraph is the “Covered Conduct™ for purposes

of this Agrecment.

{00577787}
Avalign 458

Page 2 of 16




Avalign Model State Settlement Agreement —
' 08-22-2019

F. Except where specifically stated, this Agreement is neither an admission of facts or
liability by the Defendants, nor a concession by the State that its allegations are not well founded.
G.  The Parties mutually desire to reach a full and final settlement for the Covered

Conduct as set forth below.

The remainder of this page is intentionally left blank.
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Avalign Model State Settlement Agreement —
08-22-2019

In February 2009, Instrumed’s then-head of Quality and Regulatory Affairs
acknowledged in an email in responsc to an inquiry about an Instrumed device,
that “*wec cannot claim pre-amendment because Instrumed was not
selling/marketing this device before May 28, 1976.”

By no later than April 2009, representatives of Instrumed and CareFusion
Corporation (“*CareFusion”), a customer of Instrumed pre-amendment devices
and distributor of those devices, began exchanging correspondence regarding
whether Instrumed and CarcFusion could legitimately rely on Instrumed’s
invocation of the pre-amendment status exemption to market its devices. This
exchange of correspondence continued for approximately one year.
Throughout these exchanges, CarcFusion repeatedly informed Instrumed that
the evidence Instrumed was relying on to justify its claim that certain devices
qualified for the pre-amendment status exemption—evidence consisting of
excerpts from a catalogue issued by the devices’ original manufacturer, not
Instrumed, and an affidavit from an Instrumed employce—vas insufficient.

i. Subscquently, in May 2010, CarcFusion informed Instrumed that its
affidavit was “too gencral to be of value.”

ii. In October 2010, CarcFusion again informed Instrumed that its
affidavit was insufficient, including because it lacked “[s]pccific
device codes and associated product names™ and “[a] statement,
with any supporting documentation, of the specific intended uses for

which the device was labeled and promoted.”™
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iii.  In further correspondence in November 2010, CareFusion reiterated
its concerns about the affidavit to Instrumed, and noted that, “[i]n
order for an affidavit to be useful, we would need someone to
confirm that they arc aware that you were making a specific product
and the product you are currently selling has not substantially
changed since May, 1976.”

iv. In that same correspondence, CarcFusion described having “several
meetings” with Instrumed regarding the affidavit, and that it was
determined that we could not establish pre-amendment based on
your documentation.”

Instrumed never provided CareFusion a satisfactory affidavit to justify its claim
that the devices qualified for the pre-amendment status exemption.

In 2012, Instrumed’s Vice President of Quality and Regulatory Assurance at
that time opened a Corrective and Preventative Action (“CAPA™) that set forth
a plan to compile supporting documentation because Instrumed had “[n]o
evidence of selling devices claimed as pre-amendment.™

The day after the CAPA was opened, the daughter of Instrumed’s founder
confirmed that she was unable to locate any documentation to show these
devices had been marketed prior to May 28, 1976. .

In March 2014, the FDA issued a waming letter indicating that it had
determined that Instrumed’s devices “are not pre-amendment devices that were

legally on the market in the United States prior to May 28, 1976.”
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Avalign Model State Settlement Agreement —

08-22-2019
j. Instrumed responded to the warning letter by submitting to the FDA a V“Pre-
Amendment Device Dgtennination-Request” for some of the devices identified
by the FDA, including copies of the previous manufacturer’s catalogue pages
to support pre-amendment status. After the FDA provided feedback to
Instrumed in May 2014, Instrumed decided to discontinue sale of these products
and conducted a recall of these products. |
k. In .May 201 5, the FDA rejectéd Instrumed’s deteﬁnination requests as.
insufficient.
1. Throughouf the Covered Period, Ihstrurhed continued to sell the devices in
Rider l.'
m. Some of the devices were then sold by Instrumed’s customers to hospitals and
| other medical providers and were used in procedures for which providers
submitted claims for reimbursement to federal health care programs.
3.  The Defendants agree to pay to the United Sta_tes and the Medicaid Participating
~ States (as defined in sub-paragraph (c) and subject to the non-participating state deductibn
provision of sub-paragraph d beiow), collectively, the sum of $9,500,000.00 plus accrued interest
(the “Settlement Am.ount”). The Settlement Amount shall constitute a debt immediately due and
owing to the United States and the Medicaid Participating States on the “effective date” of the
Federal Settlement Agreement, as defined therein and subject to the terms of this Agreement. The
debt shall forever be discharged by payments to the United States and the Medicaid Pa;tibipating

States under the following terms and conditions:
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Avalign Model State Settlement Agreement —
08-22-2019

(a) The Defendants shall pay to the United States the sum of $8,128,440.60 plus
accrued interest pursuant to the terms of the Federal Stipulation.

(b) The total Medicaid recovery for the Covered Conduct is $3,135,000.00 consisting
of §1,371,559.40 for the states pursuant to this Agreement and $1,763,440.60 for the United States
pursuant to the Federal Stipulation. The Defendants shall pay to the Mcedicaid Participating States
the sum of $1,371,559.40 plus accrued interest on that amount of 2.87% per annum commencing
on May 30, 2019, and continuing to and include the day payment is madc under this Agrecement
(the “Medicaid .Statc Scttlement Amount™), subject to the non-participating state deduction
provision of sub-paragraph (d) below (the “Medicaid Participating Statc Settlement Amount™), no
later than seven (7) business days after the expiration of the 60-day opt-in period for Medicaid
Participating States described in sub-paragraph (c) below. The Medicaid Participating State
Settlement Amount shall be paid and immediately deposited by clectronic funds transfer to the
New York State Attorney General’s National Global Settlement Account pursuant to written
instructions from the state negotiating team (the “State Tcam”), which written instructions shall
be delivered to counsel for the Defendants. This clectronic funds transfer shall constitute tender
and negotiation of the State Amount as defined in Paragraph 111.3.(d) below.

(c) The Defendants shall exccute a State Settlement Agreement with any State that
cxccutes such an Agreement in the form to which the Defendants and the State Tecam have agreed,
or in a form otherwise agreed to by the Defendants and an individual State. The State shall
constitutc a Medicaid Participating State provided this Agreement is fully exccuted by the State

and delivered to the Defendants’ attorneys within 60 days of receciving this Agreement. The
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Avalign Model State Scttlement Agreement —
08-22-2019

Defendants™ offer to resolve this matter with the State shall become null and void absent written

agreement between counsel for the Defendants and the State Team to extend the 60-day period.

(d) The total portion of the amount paid by the Defendants in settlement for the
Covered Conduct for the State is $113,157.93, consisting of a portion paid to the State under this
Agreement and another portion paid to the United States as part of the Federal Settlement
Agreement. The amount allocated to the State under this Agreement is the sum of $47,418.48 plus
applicable interest (the “*State Amount™), of which $23,709.24 is restitution. If the State does not
exccute this Agreement within 60 days of receiving this Agreement, the State Amount shall be
deducted from the Medicaid State Scttlement Amount and shall not be paid by the Defendants
absent written agreement between counsel for the Defendants and the State Team to extend the
time period for exceuting this Agreement.

4. Contingent upon reccipt of the State Amount, the State agrees to dismiss with prejudice
any state law claims which the State has the authority to dismiss currently pending against the
Defendants in State or Federal Courts for the Covered Conduct, including any supplemental state
law claims asscrted in the Civil Action. Contingent upon rcceipt of the State Amount, the State,
if served with the Civil Action and otherwisc liable to pay a relator’s share, agrees to pay the
Relator(s) the amount of $9,957.88 plus applicable interest. This amount is to be paid through the
State Team and has been addressed via side letter with the Relator in the Civil Action.

5. Subjeet to the exceptions in Paragraph 6 below, in consideration of the obligations
of the Defendants set forth in this Agrecment, and conditioned upon tender and negotiation of the
State Amount, the State agrees to release the Defendants, their predecessors and current and former
parents, divisions, subsidiarics, affiliates, successors, transferecs, heirs, and assigns (collectively,
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Avalign Model State Settlement Agreement —

08-22-2019
() any liability for personal injury or property damage or for other consequential
damages arising from the Covered Conduct;
() any liability for failure to deliver goods or scrvices duc; or
(k) any liability of individuals.
7. The Defendants waive and shall not assert any defenses it may have to criminal

prosccution or administrative action for the Covered Conduct, which defenses may be based in
whole or in part on a contention, under the Double Jeopardy Clausc of the Fifth Amendment of
the U.S. Constitution or the Excessive Fines Clause of the Eighth Amendment of the U.S.
Constitution, that this Agrecment bars a remedy sought in such criminal prosccution or
administrative action.

8. In consideration of the obligations of the State sct forth in this Agrecment, the
Defendants Released Entities waive and discharge the State and any of its agencics, departments,
and personnel including, but not limited to, officials, employecs, and agents, whether current or
former in their ofticial and individual capacities from any causes of action (including attorneys”
fees, costs, and expenses of every kind and however denominatcd) which the Defendants Released
Entitics have against the State and any of its agencies, departments, and personncl as previously
referenced arising {rom the State’s investigation and prosecution of the Covered Conduct.

0. The amount that the Defendants must pay to the State pursuant to Paragraph
I11.3.(d) above will not be decreased as a result of the denial of any claims for payment now being
withheld from payment by the State’s Medicaid Program, or any other state program payor, for
the Covered Conduct; and the Defendants agree not to resubmit to the State’s Medicaid Program

or any other statc program payor, any previously denied claims, which denials were based on the
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Avalign Model State Settlement Agreement —
08-22-2019

Covered Conduct, and agrees to withdraw the appeal of, or not to appeal or cause the appeal of,
any such denials of claims.

10.  The Defendants shall not seck payment for any claims for reimbursement to the
State’s Medicaid Program covered by this Agreement from any health care beneficiaries or their

parents, sponsors, legally responsible individuals, or third-party payors.

11.  The Decfendants expressly warrant that they have reviewed their financial condition

and that they are currently solvent, meaning that a fair valuation of their property (exclusive of
exempt property) exceeds the sum of their debts.

12.  The Parties each represent that this Agreement is freely and voluntarily entered
into without any degree of duress or compulsion whatsoever.

13.  The Defendants agree to cooperate fully and truthfully with any State investigation
of individuals or entities not released in this Agreement. Upon reasonable notice of such an
investigation, the Defendants shall encourage, and agrec not to impair, the cooperation of their
directors, officers, and employees, and shall use their best efforts to make available and encourage,
the cooperation of former dircctors, officers, and employees for interviews and testimony,
consistent with the rights and privileges of such individuals and of the Defendants. Upon request,
the Defendants agree to furnish to the State complete and unredacted copies of all non-privileged
documents including, but not limited to, reports, memoranda of interviews, and records in its
possession, custody or control, concerning any investigation of the Covered Conduct that they
have undertaken, or that has been performed by another on their behalf, as well as complete and
unredacted copies of any other non-privileged documents in their posscssion, custody, or control
relating to the Covered Conduct.
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Avalign Model State Settlement Agreement —
08-22-2019

20.  The Effective Date of this Agreement shall be the date of signature of the last
signatory to this Agreement. Facsimiles of sighatures shall constitute acceptable binding
signatures for purposes of this Agreement.

| 21.  This Agreement shall be binding on all‘ successors, transferees, heirs, and assigns
of the Perties.

22.  This Agreement constitutes the complete agreement between the Parties with
respect to this mafter and- shall not be aniended except by written consent of the Parties.

23.  This Agreement may be executed in counterparts, each of which shall constitute an
original, and all of which shall constitute one and the same Agreement.

24.  For purposes of construing this Agreement, this Agreel\nent shall be deemed te have
been drafted by the Parties to this Agreement and shall not, therefore, be construed against any of

the Parties for that reason.
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STATE OF NORTH CAROLINA

E ‘X%@&Zjﬁ 9 et 12319

F. Edward Kirby, Jr.
- Director, Medicaid Investigations DlVlSlOl'l
. Office of the Attorney General

By: C/ //// bDated q/ualaoaq

DAVE RICHARD
Deputy Secretary, NC Medicaid
Division of Health Benefits
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HYMAN, PHELPS & MCNAMARA

ANNE WALSH

700 13" Street N.W. #1200
Washington, D.C. 20005
Tel.: (202) 737-4592
Email: awalsh@hpm.com
Attorney for Defendants
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