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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, I 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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P. o. Box 629, RALEIGH, NC 27602-
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The settlement resolves allegations that from January 1, 2007 through December 

31 , 2014, Avalign sold medical devices to customers, who then sold directly to hospitals 

and other care providers for use in medical procedures, while knowing that the devices 
were not approved or cleared for marketing by the FDA. 

Under the terms of North Carolina's settlement, the State of North Carolina will 
recover $113,543.50. Of that amount the federal government will receive $65,739.45 for 
North Carolina's federal portion of Medicaid recoveries. Pursuant to G.S. § 1-610, the 
qui tam plaintiffs whose whistleblower actions brought this matter to the government's 
attention will receive $9,957.88 of North Carolina's recovery. The North Carolina Medicaid 
Program will receive $17,948.97 as restitution and interest. In addition, pursuant to Article 
IX, Section 7 of the North Carolina Constitution and G.S. § 11 SC-457.1, the penalty 
portion of the settlement in the amount of $18,336,.96 will be paid to the Civil Penalty 
Forfeiture Fund for the support of North Carolina public schools. Pursuant to G.S. § 11 SC-
457.2 and G.S. § 1-608(c), the North Carolina Department of Justice will receive 
$1,560.24 for investigative costs and costs of collection. 

We will be happy to respond to any questions you may have regarding this report. 

SD:ng 

Sincerely, 

.-~ 

Seth Dearmin 
Chief of Staff 

cc: John Poteat, NCGA Fiscal Research Division 
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A vali gn Model State Settl ement Agreement -
08-22-20 19 

STATE SETTLEMENT AGREEMENT 

I. PARTIES 

This Settl ement Agreement (the ··A6reement '') is entered into between the State of North 

Carolina ('· the State ") and Avalign Technologies, Inc. (""AYalign· ·) and lnstrumed Internati onal. 

Inc. " In trumed"') (c ll ecti ely ... Defendant "') co ll ecti vely, ··the Parti es:· 

II. PREAMBLE 

As a preamble to thi s Agreement , the Parti es agree to the fo llowing: 

A. Each Defendant is a Delaware corporat ion with its principal place of busines m 

lllinoi . A valign 1s the so le owner of lnstrumcd. At all relevant times, the Defendants 

manu factured, marketed, old, and/or uppli ed medical dev ices in the United State , including to 

hospital and other hea lth care providers fo r use in medical procedures fo r which claims fo r 

reimbur ement were submitted to federal and state health care programs. 

8 . On Jul y 2 20 14, Mary Bixler Wood (the ··Relator" ') fil ed a qui tam acti on in the 

United States Di stri ct ourt fo r the Southern Di stri ct of ew York capti oned United States of 

A 111 eri a et a l., ex. r I Ma ,y Bix ler Woo d et al. , ·. Arnlig 11 Technologies /11 ., l11s tru111ed 

lntem ational. In c. and other entities et al., ivil Acti on No. 14- V-495 . This qui tam action will 

be referred to a the ··Ci, ii Action.'· The Civil Acti on all ege that Defendants violated the False 

Claims A t (' FCA'') (and corre ponding tale and local laws) b , among other things selling 

medi cal de ices to cu tomer who then old directl y or indirectl y to ho pital and other health care 

pro iders fo r use in medical procedure fo r which claims fo r reimbursement were ubmitted to 
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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 ct seq., and were not exempt from the 

FDCA's premarket approval or clearance requirements as ''pre-amendment devices" (i.e., 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: (I) 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 health care providers for use in 

medical procedures for which claims for reimbursement were submitted to Medicare and 

Medicaid. The conduct described in this Paragraph is the '·Covered Conduct'' for purposes 

of this Agreement. 
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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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111. TERMS AND CONDITIONS 

I. The Pa,ties agree that thi Court has subj ect matter jurisd iction over thi s action and 

consent t thi ourt ' exerc i e of per onal juri diction over each of them. 

2. Defendants admit acknowledge and accept respon ibility for the following 

conduct: 

{00577787 } 
Avalign 45 

a. Devices, as defin ed in 21 U.S.C. § 32 1 (h) are subj ect to regul ati on by the FDA. 

Bcfi re certain de ices can be marketed they mu t be cleared by the FDA, 

pur uant to Section 51 O(k) of the FD A. However, if a device qualifi es a a 

.. pre-amendment device," it i exempt from the Section 51 O(k) requirements. 

b. According to FDA guidance, pre-amendment status may bee tabli shed through 

( I) the direct proof method, e.g., submitting documents bowing that the device 

was placed in inter late comm erce and ,, as actuall y labeled and promoted fo r a 

specific intended u e prior to May 28 1976· (2) the sworn tatement method, 

e.g. submitting a sworn statement from a current or fo rmer company employee 

or other cred ible person that the device was in inter tate commerce prior to May 

2 1976; or (3) some combination of tho e two methods. For a manufacturer 

uch a lnstrumcd to claim that a particular device qualifies for the pre­

amendment tatu exemption the manu facturer mu t be able to demonstrate 

among other things, that the de ice was legall y marketed in the United States 

prior to May 2 , 1976, and that the device had not been signifi cantl y changed 

or modified ince then, and for which a classification regul ati on requiring 

premarket approva l ha not been is ued by FDA. 
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c. In February 2009, Instrumed's then-head of Quality and Regulatory Affairs 

acknowledged in an email in response to an inquiry about an lnstrnmed device, 

that ··we cannot claim pre-amendment because lnstrumed was not 

selling/marketing this de,·ice before May 28, 1976." 

d. By no later than April 2009, representatives of lnstrumed and CareFusion 

Corporation ("'CarcFusion"), a customer of Instrumed pre-amendment devices 

and distributor of those de\'ices, began exchanging correspondence regarding 

whether Instrumed and CareFusion 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. 

e. Throughout these exchanges, CareFusion 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 employee-was insufficient. 

1. Subsequently, in May 20 I 0, Care Fusion informed Instrumed that its 

affidavit was ··too general to be of value.'' 

11. In October 2010, CareFusion again infonned Instrumed that its 

affidavit was insufficient, including because it lacked '·[ s ]pecific 

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 

confinn 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, CareFusion described having "several 

meetings" with Instrumed regarding the affidavit. and that '"it was 

detem1ined that we could not establish pre-amendment based on 

your documentation." 

f. Instrumed never provided CareFusion a satisfactory affidavit to justify its claim 

that the devices qualified for the pre-amendment status exemption. 

g. 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." 

h. The day after the CAPA was opened, the daughter of Instrumcd's founder 

confinned that she was unable to locate any documentation to show these 

devices had been marketed prior to May 28, I 976. 

1. In March 2014, the FDA issued a warning Jetter indicating that it had 

detennined that Instrumcd's devices '·arc not pre-amendment devices that were 

legally on the market in the United States prior to May 28, 1976.'' 

Page 6 of 16 



A valign Model State Settlement Agreement -
08-22-2019 

J. Instrumed responded to the warning letter by submitting to the FDA a "Pre­

Amendment Device D_etermination 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 2015, the FDA rejected Instrumed's determination requests as 

insufficient. 

1. Tirroughout the Covered Period, Instrumed continued to sell the devices in 

Rider 1. 

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 States and the Medicaid Participating 

States (as defined in sub-paragraph .(c) and subject to the non-participating state deduction 

provision of sub-paragraph (d) below), collectively, the sum of$9,500,000.00 plus accrued interest 

(the "Settlement Amount"). The Settlement Amount shall constitute a debt immediately due and 

owing to the United States and the Medicaid Participating States on the "effective date" o"r 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 Participating 

States under the following terms and conditions: 
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(a) The Defendants shall pay to the United States the sum of S8, 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 S 1,371,559.40 for the states pursuant to this Agreement and S 1,763,440.60 for the United States 

pursuant to the Federal Stipulation. The Defendants shall pay to the Medicaid Participating States 

the sum of S 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 made under this Agreement 

(the "Medicaid State Settlement Amount''), subject to the non-participating state deduction 

provision of sub-paragraph (d) below (the ''Medicaid Participating State 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 electronic funds transfer to the 

New York State Attorney General's National Global Settlement Account pursuant to \\Titten 

instructions from the state negotiating team (the "State Team''), which written instructions shall 

be delivered to counsel for the Defendants. This electronic funds transfer shall constitute tender 

and negotiation of the State Amount as defined in Paragraph 111.3.(d) below. 

(c) The Defendants shall execute a State Settlement Agreement with any State that 

executes such an Agreement in the fonn to which the Defendants and the State Team have agreed, 

or in a fonn otherwise agreed to by the Defendants and an individual State. The State shall 

constitute a Medicaid Participating State provided this Agreement is fully executed by the State 

and delivered to the Defendants' attorneys within 60 days of receiving this Agreement. The 
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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 S 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 docs not 

execute this Agreement within 60 days of receiving this Agreement, the State Amount shall be 

deducted from the Medicaid State Settlement 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 executing this Agreement. 

4. Contingent upon receipt of the State Amount, the State agrees to dismiss with prejudice 

any state Jaw 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 asserted in the Civil Action. Contingent upon receipt of the State Amount, the State, 

if served with the Civil Action and otherwise 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. Subject to the exceptions in Paragraph 6 below, in consideration of the obligations 

of the Defendants set forth in this Agreement, and conditioned upon tender and negotiation of the 

State Amount, the State agrees to release the Defendants. their predecessors and current and fonner 

parents, divisions, subsidiaries, affiliates, successors, transferees, heirs, and assigns (collectively, 
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the " Defendant Relea ed Entities .. ), from an civil or administrative monetary cause of action 

that the State ha for an claims ubmitted r caused to be submitted to the State ' Medicaid 

Program a a re ult f the o creel oncluct. 

6. Not with landing the rel ea e given in Paragraph 5 of thi Agr ement, or any other 

term of thi Agreement, the fo llov ing clai m of the State are specificall y re en eel and are not 

relea eel: 

(a) any criminal civil or aclmi ni trative liability ari sing under state revenue codes; 

(b) any criminal liabilit · 

(c) any civil or admini trati e li ability that any person or entity, including the 

Defendants Relea eel Entitie , ha or may have to the State or to individual consumers or state 

program payors under any statute regulation, or rule not ex pre · ly covered by the release in 

Paragraph 5 above, including, but not limited to, any and all of the fo llowing claim : (i) State or 

federa l anti tru t violation ; and (ii ) claims involving unfair and/or decepti c acts and practices 

and/or violations of consumer protection laws; 

(cl) any liability to the State for any conduct other than the Covered Conduct; 

(e) any li ability to the State arising from the Covered Conduct fo r claims submitted or 

cau eel to be ubmittcd to any '·managed care entities" a defined by 42 U . .. § l 396u-2· 

(f) an li ability ba eel upon obligations created by thi AgTeement · 

(g) except a explicitl stated in this Agreement, any aclmini trati ve liability, including 

mandatory exclusions fr m the Stat s Medicaid Program; 

(h) any Ji abilit D r expr ed or implied\ arranty claims or oth r claims fo r defective 

or defi cient product and ser ice , 111 luding quality of good and ser ices· 
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(i) any liability for personal injury or property damage or for other consequential 

damages arising from the Covered Conduct; 

U) any liability for failure to deliver goods or services due; or 

(k) any liability of individuals. 

7. The Defendants waive and shall not assert any defenses it may have to criminal 

prosecution or administrative action for the Covered Conduct, which defenses may be based in 

whole or in part on a contention, under the Double Jeopardy Clause 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 Agreement bars a remedy sought in such criminal prosecution or 

administrative action. 

8. In consideration of the obligations of the State set forth in this Agreement, the 

Defendants Released Entities waive and discharge the State and any of its agencies, departments, 

and personnel including, but not limited to, officials, employees, and agents, whether current or 

fonner in their official and individual capacities from any causes of action (including attorneys· 

fees, costs, and expenses of every kind and however denominated) which the Defendants Released 

Entities have against the State and any of its agencies, departments, and personnel as previously 

referenced arising from the State's in\'estigation and prosecution of the Covered Conduct. 

9. The amount that the Defendants must pay to the State pursuant to Paragraph 

III.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 state program payor, any previously denied claims, which denials were based on the 
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Covered Conduct, and agrees to withdraw the appeal of, or not to appeal or cause the appeal of, 

any such denials of claims. 

I 0. The Defendants shall not seek 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 Defendants expressly warrant that they have reviewed their financial condition 

and that they arc 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 agree 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 fonner directors, 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 perfonned hy another on their behalf, as well as complete and 

unredacted copies of any other non-privileged documents in their possession, custody, or control 

relating to the Covered Conduct. 
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14. Except as expre ly provid d t the ontrary in thi Agreement , each Party to thi 

Agreement shall bear it s own legal and other cost incurred in connecti on with thi s matter, 

111 luding the preparati 11 and perfo rmance of thi Agreement. 

I 5. Except a otherwi e lated in thi Agreement , thi Agreement i intended to be for 

the benefit of the Parti es onl y, and the Parti es do not rel ea e any liability as to any other person or 

entit y. 

I 6. Nothing in this Agreement constitutes an agreement by the State concerning the 

characteri zati n of the am unt paid hereunder fo r purposes of the tatc ' revenue code. 

17. In addition to all other payments and re ponsibilities under thi s Agreement, the 

Defendants agree to pay the State Team·s rea onabl e expense and fee including travel cost , 

c nsultant ex pen e , and admini stra ti ve fee . The Defendants 'vvill pay thi s amount by eparate 

check made payable to the 1ati onal As ociati on o r Medicaid Fraud Control Unit s, aft er the 

Medicaid Participating State execute their re pective Agreements, or as otherwise agreed by the 

Parti e . 

18. Thi Agreement i governed by the laws of the State and enue for addressing and 

reso lving any and all di ·putcs relating to thi s Agreement shall be the state court of appropriate 

Jun diction of the State. 

19. The under igned Defendants· signatorie repre ent and warrant that they arc 

authori zed a a re ult of appropri ate corporat e acti on to execute thi s Agreement. The undersigned 

State signatoric repre cnt that they are signing thi AgTcemcnt in their official capaciti e and that 

they are authori zed to execute thi s Agrcem nt on behalf f the State through their re pecti ve 

agencies and departments. 
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20. The Effective Date of this Agreement shall be the date of signature of the fast 

signatory to this Agreement. Facsimiles of signatures 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 Parties. 

22. This Agreement constitutes the complete agreement between the Parties with 

respect to this matter and shall not be amended 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 Agreement shall be deemed to 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 

F. Edward Kirby, Jr. 
· Director, Medicaid Investigations Division 

Office of the Attorney General 

Deputy Secretary, NC Medicaid 
Division of Health Benefits 
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AV ALIGN TECHNOLOGIES, INC. and INSTRUMED INTERNATIONAL, INC. 

HYMA~ , r:Jf.LPS ,~ MCN AMARA 

By:~~ 

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