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Who are we?

SOLACE is a program of the State 

Bar of Georgia designed to assist 

those in the legal community who 

have experienced some significant, 

potentially life-changing event in their 

lives. SOLACE is voluntary, simple and 

straightforward. SOLACE does not 

solicit monetary contributions but 

accepts assistance or donations in kind.

Contact SOLACE@gabar.org for help.

HOW 
CAN WE 
HELP YOU?

How does SOLACE work?

If you or someone in the legal 

community is in need of help, simply 

email SOLACE@gabar.org. Those emails 

are then reviewed by the SOLACE 

Committee. If the need fits within the 

parameters of the program, an email 

with the pertinent information is sent 

to members of the State Bar. 

What needs are addressed?

Needs addressed by the SOLACE 

program can range from unique medical 

conditions requiring specialized referrals 

to a fire loss requiring help with clothing, 

food or housing. Some other examples 

of assistance include gift cards, food, 

meals, a rare blood type donation, 

assistance with transportation in a 

medical crisis or building a wheelchair 

ramp at a residence.



A solo practitioner’s 

quadriplegic wife needed 

rehabilitation, and members 

of the Bar helped navigate 

discussions with their 

insurance company to obtain 

the rehabilitation she required.

A Louisiana lawyer was in need 

of a CPAP machine, but didn’t 

have insurance or the means 

to purchase one. Multiple 

members offered to help.

A Bar member was dealing 

with a serious illness and in 

the midst of brain surgery, 

her mortgage company 

scheduled a foreclosure on 

her home. Several members 

of the Bar were able to 

negotiate with the mortgage 

company and avoided the 

pending foreclosure.

Working with the South 

Carolina Bar, a former 

paralegal’s son was flown 

from Cyprus to Atlanta 

(and then to South Carolina) 

for cancer treatment. 

Members of the Georgia and 

South Carolina bars worked 

together to get Gabriel and 

his family home from their 

long-term mission work. 

TESTIMONIALS
In each of the Georgia SOLACE requests made to date, Bar members have graciously 

stepped up and used their resources to help find solutions for those in need.

The purpose of the SOLACE program is to allow the legal community to 
provide help in meaningful and compassionate ways to judges, lawyers, 

court personnel, paralegals, legal secretaries and their families who 
experience loss of life or other catastrophic illness, sickness or injury. 

Contact SOLACE@gabar.org for help.
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FOREWORD

Dear ICLE Seminar Attendee,

Thank you for attending this seminar. We are grateful to the Chairperson(s) for organizing this 
program. Also, we would like to thank the volunteer speakers. Without the untiring dedication 
and efforts of the Chairperson(s) and speakers, this seminar would not have been possible. Their 
names are listed on the AGENDA page(s) of this book, and their contributions to the success  
of this seminar are immeasurable.

We would be remiss if we did not extend a special thanks to each of you who are attending this 
seminar and for whom the program was planned. All of us at ICLE hope your attendance will  
be beneficial, as well as enjoyable. We think that these program materials will provide a great 
initial resource and reference for you.

If you discover any substantial errors within this volume, please do not hesitate to inform us. 
Should you have a different legal interpretation/opinion from the speaker’s, the appropriate 
way to address this is by contacting him/her directly.

Your comments and suggestions are always welcome.

Sincerely,  
Your ICLE Staff

Jeffrey R. Davis 
Executive Director, State Bar of Georgia

Tangela S. King 
Director, ICLE

Rebecca A. Hall 
Associate Director, ICLE
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  HEALTH CARE FRAUD INITIATIVES
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  PANELISTS:
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  MODERATOR:
  Jason R. Samuels, Prosecuting Attorneys’ Council of Georgia, Morrow, GA
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  Kurt R. Erskine, First Assistant U.S. Attorney, Northern District of Georgia, Atlanta, GA
  Vernon M. Keenan, Director, Georgia Bureau of Investigation, Atlanta, GA
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  Atlanta, GA

 1:15  RECENT DEVELOPMENTS UNDER THE FALSE CLAIMS ACT
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[PUBLISH] 

IN THE UNITED STATES COURT OF APPEALS 

FOR THE ELEVENTH CIRCUIT 
________________________ 

No. 17-13402 
________________________ 

D.C. Docket No. 1:15-cr-00088-CG-B-1

UNITED STATES OF AMERICA, 

  Plaintiff - Appellee, 

LORI L. CARVER, 

  Interested Party - Appellant, 

versus 

JOHN PATRICK COUCH, M.D., 
XIULU RUAN, M.D., 

Defendants - Appellees. 
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________________________ 
 

Appeal from the United States District Court 
for the Southern District of Alabama 

________________________ 

(October 17, 2018) 

Before WILLIAM PRYOR, MARTIN, and BALDOCK,  Circuit Judges. 
 
MARTIN, Circuit Judge:  

When a private person brings a False Claims Act suit—known as a qui tam 

action—the government may choose to intervene and take over the action.  31 

U.S.C. § 3730(b)(2).  It may also choose to pursue “any alternate remedy 

available.”  Id. § 3730(c)(5).  If it pursues an “alternate remedy,” the False Claims 

Act gives the qui tam plaintiff the “same rights” in the “alternate” proceeding as 

she would have had if the qui tam action “had continued.”  Id.  Presented here is 

the question of whether this statute allows a qui tam plaintiff to intervene in 

criminal forfeiture proceedings when the government chooses to prosecute fraud 

rather than to intervene in the qui tam plaintiff’s action.   

Even if the False Claims Act could be read to allow intervention, the statutes 

governing criminal forfeiture specifically bar it, with exceptions that do not apply 

here.  We conclude that the criminal forfeiture statutes control, and we agree with 

the District Court’s denial of Lori Carver’s motion to intervene for that reason. 

                                                 
 Honorable Bobby R. Baldock, Senior United States Circuit Judge for the Tenth Circuit, sitting 

by designation. 
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Our Circuit precedent does not permit us to affirm, however.  On appeal of 

denial of a motion to intervene, our precedent provides for “provisional 

jurisdiction” to determine whether the District Court properly denied intervention.  

EEOC v. E. Airlines, Inc., 736 F.2d 635, 637 (11th Cir. 1984).  If, as here, denial 

was proper, “jurisdiction evaporates because the proper denial of leave to intervene 

is not a final decision.”  Id.  For the reasons that follow, we will therefore dismiss 

this appeal for lack of jurisdiction. 

I. FALSE.CLAIMS ACT BACKGROUND

The False Claims Act imposes civil liability on any person who “knowingly 

presents . . . a false or fraudulent claim for payment or approval” to the federal 

government.  31 U.S.C. § 3729(a).  It allows the Attorney General to sue for 

violations.  Id. § 3730(a).  A private person, called a relator, may bring a False 

Claims Act action “in the name of the Government,” which is known as a qui tam 

action.  Id. § 3730(b)(1).  The government may intervene to take over a qui tam 

action from the relator, id. § 3730(b)(2), but the relator “shall have the right to 

conduct the action” if the government opts not to intervene, id. § 3730(b)(4), 

(c)(3).  Most of the recovery in a qui tam action goes to the government, to remedy 

the fraud.  See id. § 3730(d).  But whether the government intervenes or not, a 

relator in a successful qui tam action is typically entitled to a share of the recovery.  

Id.  This incentivizes people to come forward from the private sector with evidence 
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of fraud perpetrated on the government.  See United States ex rel. Williams v. NEC 

Corp., 931 F.2d 1493, 1496–97 (11th Cir. 1991). 

The government has options other than intervention when a private person 

brings a qui tam action.  The False Claims Act expressly allows the government to 

pursue remedies besides the qui tam action: “[T]he Government may elect to 

pursue its claim through any alternate remedy available to the Government, 

including any administrative proceeding to determine a civil money penalty.”  31 

U.S.C. § 3730(c)(5).  If the government opts for an “alternate remedy,” the False 

Claims Act gives the relator “the same rights in such proceeding as such person 

would have had if the action had continued under this section.”  Id.  We will call 

this the alternate-remedy provision.   

With this statutory background in mind, we turn to the facts of this case. 

II. FACTUAL AND PROCEDURAL BACKGROUND

Lori Carver worked at Physicians Pain Specialists of Alabama, P.C., a pain 

management clinic in Mobile, Alabama.  Two doctors, John Patrick Couch and 

Xiulu Ruan, ran the clinic.  Ms. Carver discovered Dr. Couch and Dr. Ruan 

submitted fraudulent claims for payment to federal healthcare programs.  She took 

this information to the U.S. Attorney’s office, which encouraged her to bring a qui 

tam action against the clinic and doctors.
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Ms. Carver brought the suggested qui tam action in 2013.  See Dkt. No. 1, 

United States ex rel. Carver v. Physician Pain Specialists of Ala., P.C., Case No. 

1:13cv392-JB-N (S.D. Ala. Aug. 1, 2013).  That case remains pending.  See Dkt. 

No. 208, Carver, Case No. 1:13cv392-JB-N (setting pretrial conference for January 

2019).  She is litigating it herself, since the government chose not to intervene.  

Dkt. No. 24, Carver, Case No. 1:13cv392-JB-N (notice of non-intervention); see 

31 U.S.C. § 3730(b), (c)(3). 

The government did not disregard Ms. Carver’s allegations, however.  With 

Ms. Carver’s information, the government began investigating Dr. Couch and Dr. 

Ruan.  In April 2015, almost two years after Ms. Carver brought her qui tam 

action, the government criminally charged both doctors with conspiracy to 

distribute controlled substances and conspiracy to commit healthcare fraud.  The 

charges in the indictment partially overlapped with the allegations in Ms. Carver’s 

qui tam complaint. 

After further investigation, the government issued a superseding indictment 

in October 2015 and a second superseding indictment in April 2016.  The first 

superseding indictment added new defendants (who later pled guilty) and new 

charges: racketeering, Anti-Kickback Statute violations, wire fraud, and drug 

distribution offenses.  The second superseding indictment further fleshed out the 

factual basis for the charges.  The superseding indictments, like the first, also 
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partially overlapped with the allegations in Ms. Carver’s qui tam action.  However, 

the indictments also included charges based on unlawful prescribing practices, 

which were not alleged in the initial qui tam complaint.  All three indictments 

included forfeiture counts.

The criminal case went to trial, and the jury convicted Dr. Couch of all 

charges, and Dr. Ruan of all but one.  The District Court promptly entered a 

preliminary forfeiture order. 

Ms. Carver moved to intervene in the forfeiture proceedings, asserting a 

right to some of the forfeited assets.  She primarily argued the alternate-remedy 

provision permits her to intervene to claim the share of the assets she would have 

been entitled to if the government had intervened in her qui tam action. In the 

alternative, she petitioned to assert an interest in the forfeited property under 21 

U.S.C. § 853 and Federal Rule of Criminal Procedure 32.2.  This statute and rule 

permit a third party to assert an interest in criminally forfeited property if the third 

party either had a legal interest in the property prior to the crime or is a bona fide 

purchaser for value of the property.  See 31 U.S.C. § 853(n); Fed. R. Crim. P. 32.2.  

Ms. Carver has conceded she meets neither criterion.

The government argued Ms. Carver has no right to intervene under the 

alternate-remedy provision because her qui tam case remains pending—meaning 
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she has not yet established a right to a relator’s share.  It further asserted the False 

Claims Act does not permit intervention in criminal cases. 

The district court denied Ms. Carver’s motion to intervene.  It ruled that the 

alternate-remedy provision does not permit intervention in criminal cases.  It also 

ruled Ms. Carver had no right to intervene under 21 U.S.C. § 853(n) and Rule 32.2.  

This appeal followed. 

III. STANDING

Before getting to the merits, we stop to address Ms. Carver’s standing to 

intervene, which the government challenges.  We are aware of the recent ruling of 

the Ninth Circuit that a qui tam plaintiff lacked standing to intervene in criminal 

forfeiture proceedings.  See United States v. Van Dyck, 866 F.3d 1130, 1133–34 

(9th Cir. 2017).  We do not join in the rationale of our sister Circuit.  Rather, we 

conclude Ms. Carver does have standing to assert that the alternate-remedy 

provision gives her a right to intervene in criminal forfeiture proceedings so as to 

claim an interest in the forfeited property. 

Ms. Carver asserts a statutory procedural right—specifically, a right under 

the alternate-remedy provision to have her relator’s share adjudicated in the 

criminal forfeiture proceeding.  A “person who has been accorded a procedural 

right [by statute] to protect his concrete interests can assert that right.”  Lujan v. 

Defs. of Wildlife, 504 U.S. 555, 572 n.7, 112 S. Ct. 2130, 2142 n.7 (1992) 
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(emphasis added); see also Spokeo, Inc. v. Robbins, 578 U.S. __, 136 S. Ct. 1540, 

1549–50 (2016) (discussing standing in context of statutory procedural rights).  

Ms. Carver asserts an interest in property forfeited to the government.  This Court 

has said a party claiming an interest in such property has suffered a concrete injury.  

See, e.g., Via Mat Int’l S. Am. Ltd. v. United States, 446 F.3d 1258, 1262–63 (11th 

Cir. 2006).  Ms. Carver reads the alternate-remedy provision to create a procedure 

for her to protect this concrete interest.  We have jurisdiction to decide whether her 

reading is correct. 

 We are not persuaded by the government’s contention that Ms. Carver’s 

property interest is so “speculative” as to deprive us of jurisdiction.  It is true that 

no court has yet adjudicated whether she is entitled to a relator’s share.  Yet if this 

were enough to deprive us of jurisdiction, no person claiming a property interest 

would ever get into federal court.  Federal courts resolve property disputes every 

day.  Indeed, criminal forfeiture courts routinely “determine whether any third 

parties have an interest in the forfeited property.”  United States v. Davenport, 668 

F.3d 1316, 1320 (11th Cir. 2012) (emphasis added).  That is, courts adjudicate 

third-party property interests, subject to the limitations set forth in the criminal 

forfeiture statutes.  We have never doubted that courts have jurisdiction to 

adjudicate these interests, and this case raises no new doubts on the issue. 
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Finally, the general principle that private parties lack standing to intervene in 

criminal proceedings has no application here.  See Linda R.S. v. Richard D., 410 

U.S. 614, 619, 93 S. Ct. 1146, 1149 (1973); United States v. Alcatel-Lucent 

France, SA, 688 F.3d 1301, 1307 (11th Cir. 2012) (per curiam) (holding a third 

party lacked standing to appeal a sentence).  Linda R.S. concerned Texas’s 

discriminatory application of a statute criminalizing the refusal to provide child 

support, where Texas prosecuted only parents of legitimate children.  410 U.S. at 

615, 93 S. Ct. at 1147.  The mother of an illegitimate child sued to have her child’s 

father prosecuted.  Id. at 614–15, 93 S. Ct. at 1147.  The Supreme Court held she 

had no interest in the enforcement of Texas’s criminal laws and thus lacked 

standing.  Id. at 619, 1149.  In Alcatel-Lucent, our Court held an alleged victim of 

a crime had no standing to appeal a sentence that did not include a restitution 

award.  688 F.3d at 1306–07.  Ms. Caver’s case is distinguishable from Linda R.S. 

and from Alcatel-Lucent.  Ms. Carver’s motion to intervene in a forfeiture 

proceeding to enforce an alleged property interest is materially different from an 

attempt to compel a criminal prosecution or alter a sentence. 

Thus, we have jurisdiction to decide whether the alternate-remedy provision 

confers a procedural right on Ms. Carver to have her relator’s share adjudicated in 

the forfeiture proceeding.  
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IV. INTERPRETING THE ALTERNATE-REMEDY PROVISION

That brings us to the merits of whether the alternate-remedy provision 

allows qui tam plaintiffs like Ms. Carver to intervene in criminal forfeiture 

proceedings.  As relevant here, the alternate remedy provision reads: 

[T]he Government may elect to pursue its claim through any alternate 
remedy available to the Government, including any administrative 
proceeding to determine a civil money penalty.  If any such alternate 
remedy is pursued in another proceeding, the person initiating the [qui 
tam] action shall have the same rights in such proceeding as such 
person would have had if the [qui tam] action had continued under 
this section. 

31 U.S.C. § 3730(c)(5). 

 Whether a criminal fraud prosecution is an “alternate remedy” is an open 

question.1  See Van Dyck, 866 F.3d at 1135; see also United States ex rel. Babalola 

v. Sharma, 746 F.3d 157, 160–63 (concluding a criminal fraud prosecution brought 

before a qui tam action was not an alternate remedy).  Insofar as Ms. Carver asks 

us to read the alternate-remedy provision to allow her to intervene in the criminal 

forfeiture proceedings, we will interpret the alternate-remedy provision by 

reference to the “commonplace of statutory construction that the specific governs 

the general.”  NLRB v. SW Gen., Inc., 580 U.S. __, 137 S. Ct. 929, 941 (2017) 

(quotation marks omitted); see also Morton v. Mancari, 417 U.S. 535, 550–51, 94 

                                                 
1 The question has divided federal District Courts.  Compare United States v. Kurlander, 24 F. 
Supp. 3d 417, 424 (D.N.J. 2014), with United States v. Bisig, Case No. 100cv335JDTWTL, 
2005 WL 3532554, at *2–6 (S.D. Ind. Dec. 21, 2005). 
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S. Ct. 2474, 2483 (1974) (“When there is no clear intention otherwise, a specific 

statute will not be controlled or nullified by a general one, regardless of priority of 

enactment.”). 

Three criminal forfeiture statutes apply in this case, and each expressly bars 

third parties from intervening in forfeiture proceedings to claim an interest in 

property subject to forfeiture.  See 18 U.S.C. § 982(b)(1) (incorporating forfeiture 

procedures from 21 U.S.C. § 853); 18 U.S.C. § 1963(i); 21 U.S.C. § 853(k); see 

also Van Dyck, 866 F.3d at 1133 (noting that 21 U.S.C. § 853 “imposes a general 

bar on parties intervening in the criminal case”).  Each of the three statutes has 

exceptions to allow third parties to petition a court for the forfeited property if they 

either had a legal right to the property before the defendant committed the offense 

or are bona fide purchasers for value.  See 18 U.S.C. § 1963(l); 21 U.S.C. § 853(n); 

see also 18 U.S.C. § 982(b)(1) (incorporating forfeiture procedures from 21 U.S.C. 

§ 853).  But Ms. Carver has conceded neither of these exceptions applies to her.  

These criminal forfeiture statutes speak to the precise issue raised in this appeal, 

and they make plain that Ms. Carver has no right to intervene. 

In contrast to the precision of the forfeiture statutes, the alternate-remedy 

provision does not expressly provide a right of intervention in an “alternate 

proceeding.”  Neither does it define “alternate remedy” to include criminal fraud 

prosecutions.  The specific bar on intervention in the criminal forfeiture provisions 
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controls our interpretation of the alternate-remedy provision’s general terms here.  

That being the case, we need not pass on whether the alternate-remedy provision 

would entitle qui tam plaintiffs to intervene in other “alternate remedy” 

proceedings. 

A final word.  Our ruling will not disable Ms. Carver from getting her 

relator’s share.  The government assured us in its brief that a ruling against 

intervention “will not necessarily prevent a future recovery.”  It continued: 

Where a defendant is found civilly liable for damages in a False 
Claims Act suit after being found criminally liable for the same fraud, 
the defendant may deduct restitution paid to the United States in the 
criminal proceedings as a credit against the False Claims Act damages 
award.  In such circumstances, a qualified relator is entitled to a share 
of the full amount of the damages award, including restitution 
previously paid. 

We understand this to mean a relator is entitled to a share of the forfeited property 

to the extent the qui tam defendant can deduct any forfeiture from the qui tam 

award.  It appears the government gave the Ninth Circuit the same assurance in 

Van Dyck.  See 866 F.3d at 1135 n.3.  We expect the government will honor it. 

V. CONCLUSION

The District Court properly denied Ms. Carver’s motion to intervene.  Under 

this Circuit’s “anomalous rule,” our jurisdiction “evaporates” with this conclusion 

“because the proper denial of leave to intervene is not a final decision.” E. Airlines, 

Inc., 736 F.2d at 637.  We therefore DISMISS this appeal for lack of jurisdiction. 
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OF THESE CASES, 6,237 INVOLVED THEFT,
PROPERTY DESTRUCTION, OR FRAUD.1

7.6% OF THEFT, PROPERTY DESTRUCTION, AND 
FRAUD OFFENSES INVOLVED HEALTH CARE FRAUD.2

THERE WERE 66,873 CASES REPORTED TO 
THE UNITED STATES SENTENCING COMMISSION 
IN FISCAL YEAR 2017.
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 (N=48) 
Eastern District of Michigan 

 (N=39) 
Eastern District of Louisiana 

 (N=21) 
Northern District of Illinois 

(N=19) 

553 506 478 517 471
0

2,000
4,000
6,000
8,000

10,000

FY
2013

FY
2014

FY
2015

FY
2016

FY
2017

Number of
Health Care Fraud Offenders

$0
$200,000
$400,000
$600,000
$800,000

$1,000,000
$1,200,000
$1,400,000

FY
2013

FY
2014

FY
2015

FY
2016

FY
2017

Median Loss for
Health Care Fraud Offenses

1 Theft, property destruction, and fraud offenses include cases with 
complete guideline application information in which the offender was 
sentenced under §2B1.1 (Larceny, Embezzlement, and Other Forms 
of Theft; Offenses Involving Stolen Property; Property Damage or 
Destruction; Fraud and Deceit; Forgery; Offenses Involving Altered 
or Counterfeit Instruments Other than Counterfeit Bearer Obligations 
of the United States) using a Guidelines Manual in effect on 
November 1, 2001 or later. See www.ussc.gov/research/quick-facts 
for the Quick Facts on §2B1.1 offenders. 

2 Health care fraud includes cases where the offense conduct as 
described in the Presentence Report involved the defrauding of a 
government or private health care entity. 

 Health Care Fraud Offenses2 

 In fiscal year 2017, there were 471 health care fraud offenders, who accounted for 
0.8%3 of all offenders sentenced under the guidelines. The number of health care fraud 
offenders decreased by 14.8% from fiscal years 2013 to 2017. 

Offender and Offense Characteristics 
In fiscal year 2017, more than half of health care fraud offenders were men
(58.6%).

Over one-third were White (35.0%) followed by Hispanic (31.4%),
Black (26.1%), and Other Races (7.4%).

The average age of these offenders at sentencing was 49 years.

The majority of health care fraud offenders were United States citizens (86.8%).

The majority of health care fraud offenders had little or no prior criminal history
(87.7% of these offenders were assigned to Criminal History Category I).

The median loss for these offenses was $1,185,990. 4

  29.9% of health care fraud offenses involved loss amounts greater than 
$3,500,000. 

  17.4% of health care fraud offenses involved loss amounts of $150,000 or 
less.

Sentences for health care fraud offenders were increased for:

    The number of victims or the extent of harm to victims (17.2%); 
 Conviction of a federal health care offense involving a government health 

care program and a loss of more than $1 million (41.1%);  
 Use of sophisticated means to execute or conceal the offense (20.0%);5 
 Leadership or supervisory role in the offense (26.8%); 
 Abusing a public position of trust or using a special skill (31.4%); and 
 Obstructing or impeding the administration of justice (9.1%). 

Sentences for health care fraud offenders were decreased for:

Minor or minimal participation in the offense (8.3%). 
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 Health Care Fraud Offenses 

 Punishment 
The majority of health care fraud offenders were sentenced to imprisonment
(80.3%).

The average sentence length for health care fraud offenders was 37 months.

Sentences Relative to the Guideline Range 
During the past five years, the rate of within range sentences for health care fraud
offenders has decreased from 43.6% in fiscal year 2013 to 34.2% in fiscal year
2017.

In each of the past five years, approximately one-fifth to one-third of health care
fraud offenders received a sentence below the applicable guideline range because
the government sponsored the below range sentence.

  Substantial assistance departures were granted in approximately 15 to 26 
percent of health care fraud cases in each of the past five years. 

These offenders received an average reduction of 62.5% in their
sentence during the five-year time period.

  Other government sponsored departures were granted in approximately five 
to nine percent of health care fraud cases in each of the past five years.  

These offenders received an average reduction of 63.9% in their
sentence during the five-year time period.

In each of the past five years, approximately one-third of health care fraud
offenders received a non-government sponsored below range sentence.

  These offenders received an average reduction of 49.8% in their sentence 
during the five-year time period. 

During the past five years, the average sentence and the average guideline
minimum for health care fraud offenders varied, but increased overall.

The average sentence imposed ranged from 29 months to 37 months during 
that time period. 

The average guideline minimum ranged from 41 months to 52 months during 
that time period. 
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 3 Of the 66,873 offenders sentenced in fiscal year 2017, 4,956 were 
excluded from this analysis due to incomplete guideline application 
information. 
 4 The Loss Table was amended effective November 1, 2015. 
5 The Sophisticated Means adjustment was amended effective November 
1, 2015. 

SOURCE: United States Sentencing Commission Fraud Team Datafiles, 
2013 through 2017, USSCFTFY13-USSCFTFY17. 
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OF THESE CASES, 6,237 INVOLVED THEFT,
PROPERTY DESTRUCTION, OR FRAUD.1

7.6% OF THEFT, PROPERTY DESTRUCTION, AND 
FRAUD OFFENSES INVOLVED HEALTH CARE FRAUD.2

THERE WERE 66,873 CASES REPORTED TO 
THE UNITED STATES SENTENCING COMMISSION 
IN FISCAL YEAR 2017.

Top Five Districts 
Health Care Fraud Offenders
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 (N=48) 
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 (N=39) 
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(N=19) 

553 506 478 517 471
0

2,000
4,000
6,000
8,000

10,000

FY
2013

FY
2014

FY
2015

FY
2016

FY
2017

Number of
Health Care Fraud Offenders

$0
$200,000
$400,000
$600,000
$800,000

$1,000,000
$1,200,000
$1,400,000

FY
2013

FY
2014

FY
2015

FY
2016

FY
2017

Median Loss for
Health Care Fraud Offenses

1 Theft, property destruction, and fraud offenses include cases with 
complete guideline application information in which the offender was 
sentenced under §2B1.1 (Larceny, Embezzlement, and Other Forms 
of Theft; Offenses Involving Stolen Property; Property Damage or 
Destruction; Fraud and Deceit; Forgery; Offenses Involving Altered 
or Counterfeit Instruments Other than Counterfeit Bearer Obligations 
of the United States) using a Guidelines Manual in effect on 
November 1, 2001 or later. See www.ussc.gov/research/quick-facts 
for the Quick Facts on §2B1.1 offenders. 

2 Health care fraud includes cases where the offense conduct as 
described in the Presentence Report involved the defrauding of a 
government or private health care entity. 

 Health Care Fraud Offenses2 

 In fiscal year 2017, there were 471 health care fraud offenders, who accounted for 
0.8%3 of all offenders sentenced under the guidelines. The number of health care fraud 
offenders decreased by 14.8% from fiscal years 2013 to 2017. 

Offender and Offense Characteristics 
In fiscal year 2017, more than half of health care fraud offenders were men
(58.6%).

Over one-third were White (35.0%) followed by Hispanic (31.4%),
Black (26.1%), and Other Races (7.4%).

The average age of these offenders at sentencing was 49 years.

The majority of health care fraud offenders were United States citizens (86.8%).

The majority of health care fraud offenders had little or no prior criminal history
(87.7% of these offenders were assigned to Criminal History Category I).

The median loss for these offenses was $1,185,990. 4

  29.9% of health care fraud offenses involved loss amounts greater than 
$3,500,000. 

  17.4% of health care fraud offenses involved loss amounts of $150,000 or 
less.

Sentences for health care fraud offenders were increased for:

    The number of victims or the extent of harm to victims (17.2%); 
 Conviction of a federal health care offense involving a government health 

care program and a loss of more than $1 million (41.1%);  
 Use of sophisticated means to execute or conceal the offense (20.0%);5 
 Leadership or supervisory role in the offense (26.8%); 
 Abusing a public position of trust or using a special skill (31.4%); and 
 Obstructing or impeding the administration of justice (9.1%). 

Sentences for health care fraud offenders were decreased for:

Minor or minimal participation in the offense (8.3%). 
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 Health Care Fraud Offenses 

 Punishment 
The majority of health care fraud offenders were sentenced to imprisonment
(80.3%).

The average sentence length for health care fraud offenders was 37 months.

Sentences Relative to the Guideline Range 
During the past five years, the rate of within range sentences for health care fraud
offenders has decreased from 43.6% in fiscal year 2013 to 34.2% in fiscal year
2017.

In each of the past five years, approximately one-fifth to one-third of health care
fraud offenders received a sentence below the applicable guideline range because
the government sponsored the below range sentence.

  Substantial assistance departures were granted in approximately 15 to 26 
percent of health care fraud cases in each of the past five years. 

These offenders received an average reduction of 62.5% in their
sentence during the five-year time period.

  Other government sponsored departures were granted in approximately five 
to nine percent of health care fraud cases in each of the past five years.  

These offenders received an average reduction of 63.9% in their
sentence during the five-year time period.

In each of the past five years, approximately one-third of health care fraud
offenders received a non-government sponsored below range sentence.

  These offenders received an average reduction of 49.8% in their sentence 
during the five-year time period. 

During the past five years, the average sentence and the average guideline
minimum for health care fraud offenders varied, but increased overall.

The average sentence imposed ranged from 29 months to 37 months during 
that time period. 

The average guideline minimum ranged from 41 months to 52 months during 
that time period. 
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 3 Of the 66,873 offenders sentenced in fiscal year 2017, 4,956 were 
excluded from this analysis due to incomplete guideline application 
information. 
 4 The Loss Table was amended effective November 1, 2015. 
5 The Sophisticated Means adjustment was amended effective November 
1, 2015. 

SOURCE: United States Sentencing Commission Fraud Team Datafiles, 
2013 through 2017, USSCFTFY13-USSCFTFY17. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF GEORGIA 

ATLANTA DIVISION 

 
UNITED STATES OF AMERICA EX 
REL. LAURA DILDINE, 
 
 PLAINTIFF, 

v. 

AARTI D. PANDYA, M.D., A/K/A 
ARATI D. PANDYA, M.D., AND 
AARTI D. PANDYA, M.D., P.C., 
 
 DEFENDANTS. 
 

 
 
Civil Action No.  

1:13-CV-3336-LMM 

 

 
THE UNITED STATES’ COMPLAINT IN INTERVENTION 

 
INTRODUCTION 

 
1. This is an action brought by the United States of America (“United 

States”) pursuant to the False Claims Act (“FCA”), as amended, 31 U.S.C. 

§§ 3729-33, to recover treble damages, civil penalties, and all available damages 

for unjust enrichment and payment under mistake of fact.  This action is based 

upon the fact that, between January 1, 2011 and December 31, 2016, Defendant 

Aarti D. Pandya, M.D. a/k/a Arati D. Pandya, M.D. (“Dr. Pandya”) and Aarti D. 

Pandya, M.D., P.C. (the “Pandya Practice Group”) (Defendants shall collectively 

be referred to as the “Pandya Defendants” throughout) knowingly submitted or 
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caused the submission of false claims to Medicare and knowingly made, used, or 

caused the making or use of false records or statements to get false or fraudulent 

Medicare claims paid by the United States during the time-frame referenced 

above, resulting in the payment of money for services that were not medically 

necessary, never rendered, or not rendered as represented. 

2.   Specifically, the Pandya Defendants billed Medicare for hundreds of 

medically unnecessary diagnostic tests, office visits, and surgical procedures, for 

no other reason than to receive payment from the United States.  In further 

violation of the law, the Pandya Defendants billed for diagnostic tests that they 

did not actually provide or were of worthless value, and the Pandya Defendants 

“upcoded” office visits and procedures billed to Medicare.  The Pandya 

Defendants’ actions violated the False Claims Act and posed serious risks to Dr. 

Pandya’s patients. 

JURISDICTION AND VENUE 

3. The Court has subject matter jurisdiction over this statutory and 

common law action pursuant to 28 U.S.C. §§ 1331, 1345, and 1367(a). 

4. Under 31 U.S.C. § 3732(a), the Court has personal jurisdiction over Dr. 

Pandya because she resides, has transacted business, and committed acts in this 

District in violation of 31 U.S.C. § 3729. 
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5. Under 31 U.S.C. § 3732(a), the Court has personal jurisdiction over the 

Pandya Practice Group because its principal office address is 1309 Milstead Road 

NE, Conyers, Georgia 30012, which is located, has transacted business, and has 

committed acts alleged herein in this District in violation of 31 U.S.C. § 3729. 

6. Venue is proper in the United States District Court for the Northern 

District of Georgia under 28 U.S.C. § 1391(b) and 31 U.S.C. § 3732(a) because the 

Pandya Defendants reside and/or transact business in this District, and because 

they have committed acts in violation of 31 U.S.C. § 3729 in this District. 

THE PARTIES 

7. Plaintiff, the United States, brings this action on behalf of the United 

States Department of Health and Human Services (“HHS”) and its operating 

division, the Centers for Medicare and Medicaid Services (“CMS”). 

8. Relator Laura Dildine is an individual residing in Covington, Georgia.  

Ms. Dildine is a former employee of the Pandya Defendants and worked for 

them from October 2012 until February 2014 as an office manager. 

9. At all times relevant to the Complaint, Dr. Pandya was a licensed 

physician engaged in the practice of ophthalmology in the State of Georgia, 

doing business at 1309 Milstead Road, Conyers, Georgia 30012.  Dr. Pandya’s 

National Provider Identification number is 1497724447.  At all times relevant to 
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the Complaint, Dr. Pandya treated patients covered by the Medicare Program 

(“Medicare beneficiaries”), who are described in more detail below. 

10.   At all times relevant to the Complaint, the Pandya Practice Group was 

a private corporation incorporated in the state of Georgia, with its principal 

office address in Conyers, Georgia.  Dr. Pandya is the sole owner and manager of 

the Pandya Practice Group.  Employees of the Pandya Practice Group conducted 

tests on Medicare beneficiaries and submitted claims to Medicare at Dr. Pandya’s 

direction.  The Pandya Practice Group’s National Provider Identification number 

is 1063562700. 

THE FALSE CLAIMS ACT 

11.   The FCA 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; [or] 

(B) knowingly makes, uses, or causes to be made or used, a false record 

or statement material to a false or fraudulent claim; 

* * * 

is liable to the United States Government for [statutory damages and 

such penalties as are allowed by law]. 

31 U.S.C. § 3729(a)(1)(A)-(B). 
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12.   The FCA was amended pursuant to Public Law 111-21, The Fraud 

Enforcement and Recovery Act of 2009 (“FERA”), enacted May 20, 2009.  Section 

3729(a)(1) of the prior statute applies to conduct that occurred before FERA was 

enacted, and Section 3729(a)(1)(A) of the revised statute applies to conduct after 

FERA was enacted.  Section 3729(a)(1)(B) is applicable to all claims in this case by 

virtue of Section 4(f) of FERA. 

13.  As amended in 2009, the False Claims Act extends liability, both before 

and after its amendments, to any person who “knowingly makes, uses, or causes 

to be made or used, a false record or statement material to a false or fraudulent 

claim.”  31 U.S.C. § 3729(a)(1)(B) (2009). 

14.   The FCA further provides: 

(1) the terms “knowing” and “knowingly”— 

(A) mean that a person, with respect to information— 

(i) has actual knowledge of the information; 

(ii) acts with deliberate ignorance of the truth or falsity of the 

information; or  

(iii) acts in reckless disregard of the truth or falsity of the 

information; and  

(B)  require no proof of specific intent to defraud[.] 
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31 U.S.C. § 3729(b)(1). 

15.   The FCA provides that a person is liable to the United States 

Government for three times the amount of damages that the Government 

sustains because of the act of that person, plus a civil penalty.  For violations that 

occurred before November 2, 2015, the FCA imposes a penalty for each violation 

of not less than $5,500 and not more than $11,000.  For violations occurring after 

November 2, 2015, all civil statutory penalties, including the FCA, are subject to 

an annual adjustment for inflation pursuant to Section 701 of the Bipartisan 

Budget Act of 2015, Public Law 114-74 (No. 2, 2015) (“BBA”).  At this time, by 

operation of the BBA, for all FCA penalties assessed after February 3, 2017, 

whose associated violations occurred after November 2, 2015, the penalty for 

each violation is not less than $10,957 and not more than $21,916. 

THE MEDICARE PROGRAM 

16.   In 1965, Congress enacted the Health Insurance for the Aged and 

Disabled Act, 42 U.S.C. § 1395 et seq., known as the Medicare Program, as part of 

Title XVIII of the Social Security Act, to pay for the costs of certain health care 

services.  Beneficiaries are entitled to Medicare based on age, disability, or 

affliction with end-stage renal disease.  See 42 U.S.C. §§ 426, 426-1. 
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17. The United States administers the Medicare Program through HHS.  

HHS delegates direct responsibility for administration of the Medicare Program 

to its component agency, CMS.  The Medicare Program has four parts.  42 U.S.C. 

§§ 1395c–1395i.  Part B (“Supplementary Medical Insurance for the Aged and 

Disabled”) generally covers, inter alia, payment for physicians’ services, services 

and supplies incident to physicians’ services, and diagnostic tests.  See 42 U.S.C. 

§ 1395k. 

18.   The allegations in this Complaint are based on Part B claims submitted 

by the Pandya Defendants to Medicare. 

19. To assist in the administration of Part B, CMS contracts with Medicare 

Administrative Contractors (“MAC”) (previously “private insurance carriers” or 

“carriers”) to administer and pay Part B claims from the Medicare Trust Fund.  

See 42 U.S.C. § 1395u.  Physicians submit claims for payment to MACs, and, in 

turn, MACs process medical claims for Medicare beneficiaries. 

20.   During the relevant time period, Cahaba GBA was responsible for 

processing Medicare Part B claims submitted by the Pandya Defendants. 

21.   Medicare covers only claims for items and services that are 

“reasonable and necessary for the diagnosis or treatment of illness or injury.”  42 

U.S.C. § 1395y(a)(1)(A). 
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22.   A provider may only submit a claim for a diagnostic test to Medicare 

if it was ordered for the Medicare beneficiary to treat a specific problem and it 

was used by the provider to treat that problem.  See 42 C.F.R. § 410.32.  Medicare 

will not reimburse the provider for tests that do not meet these requirements.   

23.   Health care providers that wish to submit claims for Medicare 

reimbursement must enroll in the Medicare Program.  As a part of that 

enrollment process, the provider must certify its compliance with Medicare laws, 

regulations, and program instructions and conditions.  See 42 C.F.R. § 424.510.  

Enrolled providers also have a duty to be knowledgeable of and comply with the 

statutes, regulations, and program instructions and conditions regarding 

coverage for services for which they seek reimbursement.  42 C.F.R. § 

424.516(a)(1); 42 C.F.R. § 424.516(a)(2). 

24.   To obtain Medicare and Medicaid reimbursement for certain 

outpatient items or services, providers and suppliers submit a claim form known 

as the CMS-1500 form (“CMS-1500”) or file claims via the 837P electronic process 

(“837P”).  Among the information the provider or supplier includes via the CMS-

1500 or 837P form are certain five-digit codes, including Current Procedural 

Terminology Codes (“CPT codes”) and Healthcare Common Procedure Coding 

System (“HCPCS”) Level II codes, that identify the services rendered and for 
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which reimbursement is sought, and the unique billing identification number of 

the “rendering provider” and the “referring provider or other source.” 

25.   In addition to a procedure code, Medicare providers are also required 

to affix a diagnosis code with each claim.  42 C.F.R. § 424.32.  During the relevant 

time period in this action, Medicare providers were required to use the 

International Classification of Diseases, Ninth Revision (“ICD-9”) codes and 

Tenth Revision (“ICD-10”) codes.1  ICD-9/ICD-10 is a coding system used to 

describe the diagnosis or medical condition for which medical services are 

rendered when Medicare claims are submitted to Medicare carriers.  The services 

billed must be reasonable and necessary for the treatment of the diagnosed 

condition.  42 U.S.C. § 1395y(a)(1)(A). 

26.   Medicare will not reimburse a provider for services that are not 

reasonable and necessary.  

27.   The Medicare statute requires that each request for payment or bill 

submitted for an item or service payable under Part B include the name and 

                                              
1 On October 1, 2015, Medicare providers were required to begin using 

International Classification of Diseases, Tenth Revision (“ICD-10” codes”), so 
claims submitted by Defendants’ after that date are governed by those codes. 
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unique physician identification number for the referring physician.  42 U.S.C. § 

1395l(q)(1). 

28.   Any provider seeking Medicare reimbursement through Part B must 

sign the CMS-1500 or 837P.  By signing the CMS-1500 and submitting the claim 

for payment from Medicare, the provider is certifying, among other things, that 

the “services shown on this form were medically indicated and necessary and 

personally furnished by me or were furnished incident to my professional 

service by my employee under my direct supervision.”  

29.   Providers who submit claims electronically under 837P must also 

must execute an Electronic Data Interchange (“EDI”) Enrollment Form with 

CMS.  By executing the EDI Enrollment Form, a provider agrees to “be 

responsible for all Medicare claims submitted to CMS by itself, its employees, or 

its agents,” and to “submit claims that are accurate, complete, and truthful.”   

30.   By executing an EDI Enrollment Form, a provider also acknowledges 

“that all claims will be paid from Federal funds, that the submission of such 

claims is a claim for payment under the Medicare program, and that anyone who 

misrepresents or falsifies or causes to be misrepresented or falsified any record or 

other information relating to that claim as required by this Agreement may, upon 
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conviction be subject to a fine and/or imprisonment under applicable Federal 

law.” 

31.   Because it is not feasible for Medicare personnel to review every 

patient’s medical records for the millions of claims for payments they receive 

from providers, the program relies on providers to comply with Medicare 

requirements and trusts providers to submit truthful and accurate certifications 

and claims. 

32.    Generally, once a provider submits the CMS-1500 or electronic 837P 

to Medicare, the claim is paid directly to the provider without any review of 

supporting documentation, including medical records. 

FACTUAL ALLEGATIONS 

33.   At all times relevant to this Complaint, Dr. Pandya was enrolled as a 

provider of healthcare services to Medicare beneficiaries, having entered into a 

provider agreement with HHS-CMS, to participate in the Medicare Program. 

34.   Under the terms of the provider agreement, Dr. Pandya agreed to 

comply with all of the conditions imposed upon her by applicable federal law 

and regulations, including the requirement that she submit claims for 

reimbursement only for services that were actually performed and medically 

necessary. 

Chapter 1 
27 of 120



35.   Dr. Pandya thus knew, recklessly disregarded, or was deliberately 

ignorant of, the conditions for reimbursement of medical services under the 

Medicare Program. 

36.   Since completing her residency in 1999, Dr. Pandya has worked at her 

current Conyers, Georgia ophthalmology practice.  The practice was owned by 

Dr. James Cuttone until his retirement in 2011.  When Dr. Cuttone retired, Dr. 

Pandya became the sole owner of the Pandya Practice Group. 

37.   Dr. Pandya and Dr. Cuttone combined to bill Medicare an average of 

less than 1,500 paid claims per year between 2008 and 2010 and averaged yearly 

reimbursement of less than $160,000.   

38.   Upon taking over the Pandya Practice Group, Dr. Pandya’s Medicare 

billings skyrocketed.  In 2011, the year that she took ownership of the practice, 

the Pandya Defendants billed, under Dr. Pandya’s NPI alone, over 5,000 claims 

to Medicare for a total reimbursement of nearly $500,000.  Dr. Pandya’s Medicare 

billings remained at these levels until 2014, when she billed less than 5,000 claims 

to Medicare for reimbursement of less than $250,000.  This temporary reduction 

in billing coincided with the execution of a search warrant by federal agents 

upon Dr. Pandya’s offices in February of 2014.  The following year, however, Dr. 

Pandya’s Medicare billings significantly increased again. 
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39.   The sudden spike in Medicare billing starting in 2011 was not caused 

by any change in Dr. Pandya’s patient population.  Rather, Dr. Pandya drove 

these increases by dramatically increasing the number of services billed to 

Medicare per patient.   

40.   In 2010, prior to Dr. Cuttone’s retirement, Dr. Pandya billed an 

average of approximately four (4) services per Medicare beneficiary.  After Dr. 

Cuttone retired, that number increased dramatically.  In 2011, Dr. Pandya nearly 

doubled the number of services per Medicare patient from the previous year, 

and that number rose to nearly 10 services per patient by 2013.  Although the 

number of claims per Medicare patient dropped significantly in 2014, the year 

the search warrant was executed on her offices, it rose sharply again thereafter.   

By 2016, Dr. Pandya billed Medicare for over 11 claims per Medicare patient. 

41.   Dr. Pandya achieved this significant increase in Medicare payments by 

engaging in multiple schemes, all of which resulted in the submission of false 

claims for payment to the United States and, in many cases, placed her patients 

at risk of serious harm. 
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I. The Pandya Defendants Knowingly Submitted False Claims to Medicare 
for Medically Unnecessary Cataract Surgeries and Post-Cataract YAG 
Laser Procedures 

 
A. Medicare Coverage Related to Cataract Surgery  

42.   A cataract is a clouding of the lens in the eye that leads to decreases in 

vision.  The lens is the clear part of the eye that helps focus light, or an image, on 

the retina.  In a normal eye, light passes through the transparent lens to the 

retina.  Once it reaches the retina, light is changed into nerve signals that are sent 

to the brain.   

43.   When a patient has a cataract, protein clumps together in the eye, 

which can cloud an area of the lens.  Over time, the cataract may grow larger and 

cloud more of the lens.  The clouding may become severe enough to cause 

blurred vision, although patients may have cataracts for years without 

experiencing vision problems. 

44.   Cataracts can be treated without surgery with prescription glasses, 

brighter lighting, anti-glare sunglasses, or magnifying lenses.  In advanced cases 

of cataracts in which these treatment options do not help the patient, surgery 

may be appropriate.   
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45.   Cataract extraction surgery is an invasive procedure that involves the 

removal of the clouded lens and, in most cases, replacing the lens with an 

artificial intraocular lens (“IOL”) implant made of clear plastic.   

46.   Medicare covers cataract surgery only where extraction is reasonable 

and necessary.  Cataract extraction surgery is not medically necessary unless the 

cataract has affected the patient’s vision to the point that the patient’s visual 

function no longer allows them to perform their normal activities of daily living.  

The decision to perform cataract surgery requires both that the physician observe 

and document objective effects on the patient’s vision justifying cataract 

extraction, such as refracted visual acuity worse than 20/40, as well the patient’s 

own assessment of his/her vision in order to determine whether surgery is 

necessary.  Patients that do not have vision problems preventing them from 

carrying out their normal activities of daily living are therefore not candidates for 

cataract surgery. 

47.   Moreover, cataract surgery is not medically necessary when glasses or 

other visual aids will improve a patient’s vision to a point where their needs are 

met.  Accordingly, an ophthalmologist must perform a refraction, a test to 

determine a patient’s best corrected vision with glasses, to determine whether 

cataract surgery is medically necessary. 
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48.   Complications from cataract extraction surgery can include 

endophthalmitis, expulsive hemorrhage, corneal edema, retinal tearing, damage 

to the optic nerve, cystoid macular edema, and in some severe cases, stroke or 

death resulting from the anesthesia effects of the surgery. 

49.   Medicare claims for medically necessary cataract extractions with 

insertion of IOLs are billed to Medicare using one of two codes.  CPT Code 66984 

is used for routine cataract extractions with insertion of an IOL, and CPT Code 

66982 is used for complex cataract extractions, which require devices or 

techniques not generally used in routine cataract surgery (e.g., iris expansion 

device, suture support for IOL, or primary posterior capsulorrhexis) with 

insertion of an IOL. 

B. The Pandya Defendants Knowingly Submitted Claims to 
Medicare for Medically Unnecessary Cataract Surgeries 
 

50.   Between January 1, 2011 and December 31, 2016, the Pandya 

Defendants knowingly submitted or caused to be submitted numerous claims to 

Medicare for medically unnecessary cataract surgeries. 

51.   Dr. Pandya routinely performed cataract extraction surgeries on 

Medicare beneficiaries who presented with minimal or no vision complaints and 
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whose measured visual acuity did not reflect vision problems that would 

warrant surgery.   

52.   In addition, Dr. Pandya frequently failed to perform refractions on 

Medicare beneficiaries to determine whether their vision problems could be 

corrected with glasses or other visual aids.   

53.   These medically unnecessary surgeries placed Dr. Pandya’s patients at 

risk of serious harm and resulted in the submission of false claims to the 

Medicare Program.    

54.   If CMS had been aware that these surgeries were medically 

unnecessary, it would not have paid the claims. 

Patient A.1 

55.   For example, Patient A.1 was a patient of Dr. Cuttone for over 15 years 

until Dr. Cuttone retired, and Dr. Pandya took over his practice.  Dr. Cuttone 

diagnosed Patient A.1 with cataracts in 2003, and the cataracts were monitored 

on a yearly basis because the cataracts did not negatively impact her vision, 

which was 20/30 in her right eye and 20/25 in her left eye at the time of 

diagnosis.  Upon Dr. Cuttone’s retirement, Patient A.1 began seeing Dr. Pandya. 

56.   On March 18, 2011, Patient A.1 saw Dr. Pandya for the first time 

because her eyes were watering.  She had no vision complaints, and her vision 
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without glasses was 20/20 in her right eye and 20/30 in her left eye.  Dr. Pandya 

did not describe or otherwise document the existence of Patient A.1’s cataracts.  

She did, however, note that the patient had a diabetic retinopathy, yet took no 

steps to determine whether this condition might be the cause of any of vision 

problems.  Based upon this information, Dr. Pandya inexplicably ordered that 

the patient undergo cataract surgery for both eyes. 

57.   On April 18, 2011, Dr. Pandya performed cataract surgery on Patient 

A.1’s left eye.  The Pandya Practice Group, at Dr. Pandya’s direction, submitted a 

claim to Medicare for a complex cataract extraction on the left eye using CPT 

Code 66982 on April 19, 2011 and was reimbursed $822.82 on April 21, 2011.    

58.   On May 12, 2011, Dr. Pandya performed surgery on Patient A.1’s right 

eye.  The Pandya Practice Group, at Dr. Pandya’s direction, submitted a claim to 

Medicare for a cataract extraction under CPT Code 66984 on the right eye on 

January 23, 2012 and was reimbursed $592.27 on January 26, 2012.   

59.   Prior to the surgery on Patient A.1’s right eye and well after the 

decision to perform surgery was made, Patient A.1 completed a “Cataract 

Evaluation” form during her pre-operative office visit.   This form posed a series 

of questions designed to elicit information about how the cataracts were affecting 

Patient A.1’s activities of daily living.  On the form dated April 29, 2011, Patient 
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A.1 answered all of the questions in the negative, indicating that she had no 

vision related problems related to, among other things, driving, reading, doing 

housework, or recognizing other people.  Patient A.1 further wrote on the 

questionnaire:  “I thought I had good vision until my checkup showed cataracts.” 

60.   Dr. Pandya performed cataract surgery on both of Patient A.1’s eyes 

despite observing no objective measures of vision loss in the patient, and despite 

Patient A.1’s belief that she had no vision problems.  These surgeries were 

therefore not reasonable and necessary to treat the patient’s condition.  

61.   If CMS had known that the surgeries were not reasonable and 

necessary, it would not have paid the claims. 

62.   Unfortunately, Patient A.1 experienced significant vision loss in her 

left eye after undergoing the medically unnecessary cataract surgery.  As stated 

above, Patient A.1’s visual acuity was 20/30 in her left eye at the time Dr. Pandya 

ordered surgery in March 2011.  On May 20, 2011, after surgery was completed 

for both eyes, Patient A.1’s visual acuity for her left eye had plummeted to 

20/400.   The Social Security Administration defines legal blindness as 20/200 or 

less. 
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63.   Patient A.1 returned to see Dr. Pandya on August 26, 2011.  Her left 

eye visual acuity remained 20/400, and she complained that her eyes were better 

prior to her surgery. 

Patient A.2  

64.   Patient A.2 had also been a patient of Dr. Cuttone prior to his 

retirement.  On June 3, 2010, Dr. Cuttone diagnosed Patient A.2 with cataracts.  

Because Patient A.2 had no vision complaints and had corrected vision of 20/20 

in her right eye and 20/30 in her left eye, Dr. Cuttone did not recommend 

surgery.   Dr. Cuttone recommended that Patient A.2 return for an examination 

the following year. 

65.   On June 6, 2011, Patient A.2 returned to the clinic and, because Dr. 

Cuttone had retired, she was seen by Dr. Pandya.  At this visit, Patient A.2 stated 

that there had been no changes in her vision, and that her glasses were doing 

fine.  Her corrected vision using her glasses was 20/25 in her right eye and 20/30 

in her left eye.  Dr. Pandya did not perform a refraction.   

66.   Over the next several months, Dr. Pandya had Patient A.2 return to 

the clinic for various glaucoma-related diagnostic tests.  On November 4, 2011, 

Dr. Pandya determined that Patient A.2 should have cataract surgery on both 

eyes.  Dr. Pandya made the decision to perform surgery even though she did not 
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perform a fundus examination and took only Patient A.2’s uncorrected visual 

acuity.  Dr. Pandya also noted that Patient A.2 had retinal edema but failed to 

take any steps to determine whether this condition, rather than cataracts, was 

responsible for any vision problems. 

67.   Dr. Pandya performed a cataract extraction procedure on Patient A.2’s 

left eye on March 8, 2012.  The Pandya Practice Group, at Dr. Pandya’s direction, 

submitted a claim to Medicare for a cataract extraction under CPT Code 66984 on 

March 9, 2012 and was reimbursed $604.92 on March 14, 2012.  This surgery was 

not reasonable and necessary because the patient had no vision complaints, 

excellent refracted vision, and because Dr. Pandya failed to rule out other 

conditions as the reason for any vision problems.    

68.   If CMS had been aware that the surgery was not medical necessary, it 

would not have paid the claim. 

69.   After this surgery, Dr. Pandya ordered on March 26, 2012 and October 

22, 2012 that Patient A.2 return to the clinic for a cataract extraction on her right 

eye, but Patient A.2 declined to do so. 

70.   In addition to the examples discussed above, the following list of 

patient identifiers and dates of service represents seven additional examples of 

instances in which the Pandya Defendants knowingly submitted claims to 
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Medicare and were reimbursed for cataract extraction procedures that were not 

medically necessary: 

Patient Identifier Date of Service CPT Code Amount Paid 
A.3 3/21/2011 66982 $822.82 
A.4 4/7/2011 66982 $822.82 
A.5 5/12/2011 66984 $592.27 
A.6 11/21/2011 66984 $592.27 
A.7 6/21/2012 66982 $838.27 
A.8 2/7/2013 66982 $665.70 
A.9 1/16/2014 66982 $657.73 

 
71.   If CMS had been aware that these claims were submitted for medically 

unnecessary procedures, it would not have paid the claims. 

C. The Pandya Defendants Knowingly Submitted Claims to 
Medicare for Complex Cataract Surgeries That Were Not Complex 
 

72.  In addition to billing Medicare for cataract surgeries that were not 

reasonable and necessary, between January 1, 2011 and December 31, 2016, the 

Pandya Defendants routinely billed Medicare for a complex cataract surgery 

under CPT Code 66982, when they should have used the code for routine 

cataract extraction (CPT Code 66984).  This fraudulent scheme is commonly 

referred to as “upcoding.”  The 2012 Medicare reimbursement for a complex 

cataract extraction under CPT Code 6698 was $838.27, for example, which 

significantly exceeded the reimbursement amount of $604.92 for routine cataract 

removal under CPT Code 66984. 
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73.   The code for complex cataract surgery, CPT Code 66982, is 

appropriate only for those cataract surgeries that require the use of 

instrumentation or techniques not typically used in a routine cataract procedure.  

Complications encountered during surgery – such as iris prolapse, vitreous loss, 

choroidal hemorrhages, and dropped nuclei – do not qualify a cataract surgery 

as complex under CPT Code 66982.   

74.  Instead, the surgery must require special instrumentation or 

techniques.  A common example of a surgery that is properly billed as a complex 

cataract extraction occurs when the patient’s pupils will not dilate because of 

chronic parasympathomimetic drug use, scarring, trauma, or the use of alpha-

blockers.  In such cases, mechanical dilation of the pupil is necessary to enable 

the surgeon to extract the cataract and place the IOL.  Similarly, cataract surgery 

is properly billed as complex where the surgeon is required to suture the haptics 

of the IOL, or implant a capsular tension ring.  In addition, pediatric cataract 

surgery with an IOL almost always involves primary posterior capsulorhexis, 

which is sufficient under the language of CPT Code 66982 to classify the surgery 

as complex. 

75.  Complex cataract surgery is rare.  According to a September 2015 

report issued the HHS Office of Inspector General, complex cataract surgery 
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comprises less than 2% of the Medicare claims for cataract surgery submitted by 

most providers.  Dr. Pandya was notified by CMS in April 2015 that her peers in 

the State of Georgia submitted complex cataract surgery claims for 8% of their 

claims.  Consistent with these figures regarding the prevalence of complex 

cataract surgery, the Pandya Defendants did not bill Medicare for a single 

complex cataract surgery under Dr. Pandya’s NPI during the three years prior to 

Dr. Cuttone’s retirement.   

76.   But as with her other Medicare claims, Dr. Pandya’s Medicare billings 

under CPT Code 66982 sharply increased as soon as Dr. Cuttone retired.    

Medicare reimbursed Dr. Pandya over $250,000 for complex cataract extractions 

with dates of service between January 1, 2011 and December 31, 2016.   

77.   Beginning in 2011, Dr. Pandya billed Medicare for complex cataract 

extractions for extraordinarily high percentages of her cataract surgery patients, 

far in excess of the prevalence figures discussed above.  The following graph 

shows the approximate percentage of Dr. Pandya’s cataract extractions that were 

billed to Medicare as complex under CPT Code 66982 between 2008 and 2016.  

These figures demonstrate the sudden and dramatic spike in billing for these 

procedures that occurred after Dr. Cuttone retired:   
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78.   As noted in the preceding graph, the upward trend in complex 

cataract extraction billing temporarily dipped in 2014, which coincides with the 

February 2014 search warrant executed on Dr. Pandya’s office by federal agents.  

Dr. Pandya’s pre-2011 billing and temporary reduction in billing under CPT 

Code 66982 in 2014 reflects her knowledge that such billing was improper.  The 

above chart also demonstrates that the Pandya Defendants resumed billing an 

extraordinarily high percentage of complex cataract extraction surgeries the next 

year.    

79.    The following list of patient identifiers and dates of service represents 

eight additional examples of instances in which the Pandya Defendants 

knowingly submitted false claims to Medicare for complex cataract extractions 

using CPT Code 66982 for cataract procedures that were not complex. 
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Patient Identifer Date of Service CPT Code  Amount Paid 
A.10 2/3/2011 66982 $822.82 
A.11 5/31/2012 66982 $838.27 
A.12 8/1/2013 66982 $652.39 
A.13 4/21/2011 66982 $822.82 
A.14 3/31/2011 66982 $822.82 
A.15 8/30/2012 66982 $838.27 
A.16 4/19/2012 66982 $838.27 
A.17 10/24/2013 66982 $652.39 

 
80.  If CMS had known that these claims were submitted for cataract 

surgeries that were not complex, it would not have paid the claims. 

D. The Pandya Defendants Knowingly Submitted Claims to 
Medicare for Medically Unnecessary YAG Laser Procedures 
 

81.   Patients who undergo cataract extraction surgery sometimes 

experience a problem known as posterior capsule opacification (“PCO”).  When 

this problem occurs, the IOL implanted into the patient’s lens capsule during the 

cataract extraction procedure becomes cloudy or wrinkled, causing blurry vision.  

A PCO is also sometimes referred to as a “secondary cataract” because it 

involves symptoms similar to those that give rise to the need for cataract surgery.   

82.  In cases of severe PCO, a patient can undergo a procedure known as a 

YAG (Yttrium-Aluminum Garnet) laser capsulotomy, which is billed to Medicare 

using CPT Code 66821.  During this procedure, a laser beam is used to create an 

incision in the posterior capsule that normally serves as the boundary between 
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the lens and the vitreous humor of the eye.  The laser-created incision allows the 

capsule to retract, eliminating the obstruction of the passage of light through the 

media to the retina. 

83.   The determination of whether a YAG laser capsulotomy is medically 

necessary is similar to the determination of whether a cataract should be 

extracted.   Before performing this procedure, a surgeon must observe and 

document the presence of the PCO, the impingement on the patient’s visual 

acuity, and whether light or glare testing decreases the patient’s visual acuity.  

As with cataract extraction surgery, the patient must be refracted to determine 

whether the vision problems can be corrected with glasses, and the PCO must 

render the patient unable to carry out his/her normal activities of daily living 

before a YAG laser capsulotomy is performed.  The surgeon must also rule out 

other eye diseases, such as macular degeneration or diabetic retinopathy, as the 

primary cause of the patient’s vision problems before performing a YAG 

procedure.   

84.   Complications from YAG laser capsulotomies include elevated 

extraocular pressure, cystoid macular edema, retinal detachment, damage to the 

IOL, and endophthalmitis.   
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85.   Between 2008 and 2010, the three years leading up to Dr. Cuttone’s 

retirement, the Pandya Defendants billed Medicare for an average of fewer than 

80 laser procedures under CPT Code 66821 using Dr. Pandya’s NPI.  As with her 

other Medicare billings, that number spiked as soon as Dr. Cuttone retired.  In 

2011, the Pandya Defendants billed Medicare for over 250 YAG laser procedures 

under CPT Code 66821 using Dr. Pandya’s NPI and were reimbursed over 

$60,000 for these procedures.   

86.   After federal agents executed a search warrant on Dr. Pandya’s office 

in February 2014, the number of claims for YAG procedures dropped 

precipitously.  She was reimbursed for fewer than 50 YAG claims in 2014, for less 

than $15,000.  The Pandya Defendants’ pre-2011 billing and temporary reduction 

in billing under CPT Code 66821 in 2014 reflects their knowledge that such 

claims were improper.  Medicare claims for YAG procedures under Dr. Pandya’s 

NPI sharply increased again in 2015. 

87.   Between January 1, 2011 and February 7, 2016, Dr. Pandya performed 

over 800 cataract extractions.  Of those cataract surgery patients, approximately 

50% went on to have YAG procedures.  And despite the fact that a PCO normally 

occurs multiple years after a cataract extraction, Dr. Pandya generally performed 

these YAG procedures within 8 months after the initial cataract surgery. 
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88.   As with cataract extraction surgeries billed to Medicare, the Pandya 

Defendants knowingly submitted claims for YAG procedures that were not 

medically necessary.  Specifically, Dr. Pandya performed these procedures even 

though she frequently failed to observe and document any PCO, the procedures 

were performed on patients without vision complaints, and the patient’s 

measured visual acuity did not reflect vision problems that would justify the 

surgery. 

Patient A.18 

89.   For example, Dr. Pandya performed cataract extraction on Patient 

A.18’s right eye on June 25, 2013 and on her left eye on July 11, 2013.  Dr. Pandya 

had Patient A.18 return to the clinic on October 14, 2013, just outside the 90-day 

global period in which post-operative care is covered by the payment for the 

previous cataract surgery. 

90.   On this October 14, 2013 office visit, the patient had no complaints 

regarding her vision.  Dr. Pandya failed to describe or otherwise document the 

existence of a PCO, and the patient’s measured visual acuity without correction 

was 20/20.  Dr. Pandya also failed to perform any refraction to determine Patient 

A.18’s visual acuity with glasses.  Despite the absence of any clinical evidence 

that would warrant a YAG laser capsulotomy, Dr. Pandya ordered the patient to 
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return to the clinic two weeks later for a YAG procedure on the patient’s right 

eye. 

91.   On October 28, 2013, Patient A.18 returned to the clinic for a YAG 

procedure.  During this visit, Patient A.18’s uncorrected visual acuity was 

measured at 20/30 in the right eye, and the medical record reflects general 

comments about complaints by the patient regarding vision in her right eye.  Dr. 

Pandya again failed to perform a refraction to determine whether any of Patient 

A.18’s vision issues could be corrected with glasses, and she failed to document 

or describe the PCO in Patient A.18’s right eye.    

92.   Dr. Pandya performed a medically unnecessary YAG procedure on 

Patient A.18’s right eye on October 28, 2013.   On October 31, 2013, The Pandya 

Practice Group, at Dr. Pandya’s direction, submitted a claim to Medicare for the 

YAG procedure on Patient A.18’s right eye using CPT Code 66821 and was 

reimbursed $272.42 on November 4, 2013.    

93.   During the October 28, 2013 visit, Dr. Pandya instructed Patient A.18 

to come back to the clinic for a YAG procedure on her left eye, despite the fact 

that Patient A.18 had expressed no vision complaints and her uncorrected visual 

acuity was 20/20. 
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94.  On November 11, 2013, Patient A.18 returned for the YAG procedure 

on her left eye.  During this visit, the patient’s uncorrected visual acuity again 

measured 20/20.  Despite her normal visual acuity, the record, for the first time, 

reflected purported complaints by Patient A.18 regarding blurry vision in her left 

eye.  Dr. Pandya again failed to perform a refraction to determine whether any 

vision issues could be corrected with glasses, and she failed to document or 

describe the PCO in Patient A.18’s left eye.  

95.   Dr. Pandya nevertheless performed a medically unnecessary YAG 

procedure on Patient A.18’s left eye on November 11, 2013.  On April 10, 2014, 

the Pandya Practice Group, at Dr. Pandya’s direction, submitted a claim to 

Medicare for the YAG procedure on Patient A.18’s left eye using CPT Code 66821 

and was reimbursed $272.42 on April 14, 2014.    

96.   If CMS had known that these claims were for medically unnecessary 

YAG procedures, it would not have paid the claims. 

97.   The following list of patient identifiers and dates of service represents 

16 additional examples of instances in which the Pandya Defendants knowingly 

submitted claims to Medicare and was reimbursed for YAG laser procedures that 

were not medically necessary: 
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Patient Identifer Date of Service CPT Code Amount Paid 
A.19 2/23/2011 66821 $251.54  
A.20 3/2/2011 66821 $203.93  
A.21 3/11/2011 66821 $251.54  
A.22 10/12/2011 66821 $251.54  
A.23 11/4/2011 66821 $251.40  
A.24 11/4/2011 66821 $251.54  
A.25 12/8/2011 66821 $251.54  
A.26 3/29/2012 66821 $259.99  
A.27 4/25/2012 66821 $259.99  
A.28 4/30/2012 66821 $259.99  
A.29 8/31/2012 66821 $259.99  
A.30 9/21/2012 66821 $259.99  
A.31 12/12/2012 66821 $259.99  
A.32 1/21/2013 66821 $246.42  
A.33 5/21/2013 66821 $272.42  
A.34 9/17/2013 66821 $272.42  

  
98.   If CMS had known that these claims were for medically unnecessary 

YAG procedures, it would not have paid the claims. 

II. Dr. Pandya Diagnosed Patients With Glaucoma Without Clinical Signs 
or Symptoms In Order to Knowingly Submit Claims for a Battery of 
Medically Unnecessary Tests 

 
A. Medicare Coverage Related to Glaucoma  

99.   Glaucoma is a disease of the optic nerve characterized by optic nerve 

head and visual field damage.  Damage to the visual system in glaucoma results 

from the death of retinal ganglion cells, the axons of which comprise the optic 

nerve and carry the visual impulses from the eye to the brain, which processes 

the signals into a visual image. 
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100.   In open angle glaucoma, blockage or malfunction of the trabecular 

meshwork leads to elevated intraocular pressure (“IOP”).  Elevated IOP is the 

most critical risk factor for diagnosing glaucoma and for monitoring the 

development and progression of glaucomatous damage.  Elevated IOP 

compresses the axons of the nerve cells, causing them to become damaged and 

eventually die, resulting in permanent visual loss.   

101.   With open angle glaucoma, the blockage of the trabecular 

meshwork prevents the flow of fluid from the eye such that it cannot leave the 

eye as fast as it is produced, causing the fluid to back up.  The excess fluid causes 

increased pressure to build within the eye and the elevated IOP can lead to optic 

nerve damage. 

102.   Medicare does not reimburse for ophthalmology appointments or 

diagnostic tests that lack medical necessity.  Screening examinations, including 

eye examinations, performed for a purpose other than treatment or diagnosis of a 

specific illness, symptoms, complaint, or injury, except in limited circumstances 

are not reimbursable by CMS except under certain enumerated exceptions.  42 

C.F.R. § 411.15.  Accordingly, screening examinations for glaucoma are generally 

not covered.  
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103. In 2002, however, the Benefits Improvements and Protection Act of 

2000 authorized Medicare coverage of an annual glaucoma screening for certain 

groups.  Such screenings are billable to Medicare only for beneficiaries that fit 

into at least one of the following high-risk groups:  (1) individuals with diabetes 

mellitus; (2) individuals with a family history of glaucoma; (3) African-

Americans age 50 and older; and (4) Hispanic-Americans age 65 and older.  42 

U.S.C. § 1395x(uu); 42 C.F.R. § 410.23.   A covered glaucoma screening includes 

(1) a dilated eye examination with intraocular pressure measurement, and (2) a 

direct ophthalmoscopy examination, or a slit-lamp bio microscopic examination.  

Medical record documentation must show the beneficiary is a member of these 

high-risk groups and show that the screening services were performed.  Id.  

Glaucoma screens for these groups must be billed under CPT Codes G0117 or 

G0118.  The Pandya Defendants submitted no claims for such glaucoma 

screenings using CPT Codes G0117 or G0118 during the time period relevant to 

this Complaint. 

104.  Glaucoma screenings are not reimbursable by Medicare for patients 

that do not fall into the high-risk categories above.  And, whether or not a patient 

fits within these categories, further diagnostic tests beyond the eye examination 

discussed above are not medically necessary – and therefore not reimbursed by 
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Medicare – unless the patient demonstrates clinical signs and symptoms 

associated with a glaucoma-related diagnosis.    

105.   During the time period relevant to this action, providers were 

required to note glaucoma-related diagnoses on Medicare claims by affixing one 

or more diagnosis codes beginning with 365.  Among the more common 

glaucoma-related diagnosis codes used by Dr. Pandya were ICD-9 Codes 365.01 

(open angle with borderline findings, low risk); 365.04 (ocular hypertension); 

365.10 (open-angle glaucoma, unspecified); 365.11 (primary open angle 

glaucoma); and 365.12 (low tension open-angle glaucoma). 

106.   These glaucoma-related diagnoses require observed signs or 

symptoms of the disease such as high IOP, thin central corneal thickness, 

abnormal appearance of the optic nerve, asymmetric nerve cupping, or family 

history of glaucoma in a first-degree relative.  Family history of glaucoma alone, 

however, except when documented as causing severe visual loss, is not useful in 

diagnosing possible glaucoma and cannot be used by itself to diagnose someone 

with a glaucoma-related diagnosis.   

107.   Similarly, although patients with diabetes are more likely to 

develop glaucoma than non-diabetics, patients with diabetes cannot be 

diagnosed as having glaucoma without additional observable signs and 
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symptoms of the disease.  As discussed above, patients with diabetes mellitus 

may receive an annual glaucoma exam billed to Medicare under CPT Codes 

G0117 or G0118, but further diagnostic testing is not reimbursable without signs 

and symptoms to support a glaucoma-related diagnosis.  

B. Dr. Pandya Rendered Glaucoma-Related Diagnoses Without 
Clinical Signs or Symptoms And The Pandya Defendants 
Knowingly Submitted False Claims Based Upon These Diagnoses 
 

108.   According to the National Eye Institute, roughly 1.9% of people age 

40 and older are affected by glaucoma in the United States.  Although glaucoma 

is more prevalent in Medicare-aged patients, the Centers for Disease Control and 

Prevention reports that approximately 10% of Medicare-eligible patients in 

Georgia have glaucoma.   

109.  Between 2008 and 2010, prior to taking ownership of the practice 

from Dr. Cuttone, Dr. Pandya assigned glaucoma diagnoses to 30-40% of her 

Medicare patient population.   

110. After taking over her practice from Dr. Cuttone, that number 

skyrocketed.  In 2011, Dr. Pandya diagnosed nearly 70% of her Medicare patients 

with a glaucoma-related diagnosis, which further rose to almost 90% in 2012.  By 

2013, over 95% of Dr. Pandya’s patients were assigned some form of glaucoma-

related diagnosis, which was nearly ten times the prevalence rate for Medicare 
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eligible patients.  Other than a temporary reduction in glaucoma-related 

diagnoses in 2015, Dr. Pandya’s glaucoma diagnoses remained at these 

unrealistic levels through 2017.  

111. Dr. Pandya used these glaucoma-related diagnoses to drive 

Medicare reimbursement to which she was not entitled.  Indeed, the number of 

services billed to Medicare per glaucoma diagnosis rose precipitously once Dr. 

Pandya took over the practice from Dr. Cuttone. 

112. In 2010, the last year of Dr. Cuttone’s practice, the Pandya 

Defendants billed approximately three (3) services to Medicare per patient 

receiving a glaucoma-related diagnosis, for an average reimbursement of 

approximately $150.  As soon as Dr. Cuttone retired, these numbers doubled 

immediately.  In 2011, the Pandya Defendants billed an average of six Medicare 

claims patient per glaucoma-related diagnosis for an average of nearly $300 in 

reimbursement.  By 2013, the Pandya Defendants averaged almost nine Medicare 

claims per patient with a glaucoma-related diagnoses and was reimbursed an 

average of over $550.  By 2016, she averaged almost 9.5 Medicare claims per 

glaucoma-related diagnosis, for an average reimbursement of nearly $700. 

113. The spike in glaucoma-related diagnoses and diagnostic tests was 

not driven by the legitimate medical needs of Dr. Pandya’s patients.  Instead, Dr. 
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Pandya regularly diagnosed patients with glaucoma-related diagnoses in the 

absence of appropriate documented signs or symptoms in order to submit claims 

to Medicare for additional diagnostic tests, which would not have been billable 

but for these diagnoses. 

114. Elevated intraocular pressure or “IOP” is the single-most relevant 

risk factor for glaucoma.  IOP readings greater than 21 mm Hg are suggestive of 

possible glaucoma.  In addition to IOP, abnormalities associated with the optic 

nerve or nerve fiber layer are suggestive of glaucoma. 

115.  Dr. Pandya frequently diagnosed patients with glaucoma without 

taking IOP measurements.  Upon information and belief, IOP readings were not 

recorded in the medical records because such results would contraindicate a 

glaucoma diagnosis.  And where Dr. Pandya did record IOP measurement, those 

readings were frequently within a range that would not support a glaucoma 

diagnosis. 

116.   Dr. Pandya similarly diagnosed patients with glaucoma without 

noting any unusual findings with respect to the optic nerve.  In fact, the only 

findings with respect to the optic nerve observed by Dr. Pandya were cup-to-disc 

ratios (“C/D ratio”).  The C/D ratio represents the depression in the optic disc in 

which neural tissue is absent and is compared to the overall optic disc size.  A 
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patient with a larger C/D ratio has a greater risk for developing glaucoma, 

though the C/D ratio in and of itself is not a good predictor of whether the eye is 

glaucomatous.  Additional information is needed to describe and document the 

optic nerve in order to render a glaucoma-related diagnosis, such as the 

observance of an asymmetric C/D ratio, an increase in the vertical C/D ratio, 

notching or narrowing of the neuroretinal rim, a disc hemorrhage, or suspicious 

alteration in the nerve fiber layer. 

117.   During the relevant time period, Dr. Pandya rarely, if ever, 

observed or documented any information beyond the C/D ratio for her patients, 

and the C/D ratios that she did record were frequently not indicative of 

glaucoma. 

118.   In short, Dr. Pandya rendered glaucoma diagnoses for an 

extraordinary percentage of her patients without clinical signs or symptoms to 

support such a diagnosis.  As further evidence that Dr. Pandya’s glaucoma 

diagnoses were not medically supported, many of her patients received second 

opinions from other ophthalmologists and were told that they did not have 

glaucoma and to discontinue taking the medication that Dr. Pandya had 

prescribed. 
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119.   These diagnoses allowed Dr. Pandya to receive payment from 

Medicare for numerous medically unnecessary diagnostic tests, none of which 

would have been payable absent the glaucoma diagnoses.  As a result, Dr. 

Pandya submitted false claims for the following diagnostic tests based upon 

medically unsupported glaucoma diagnoses: 

Test CPT Code(s) 
Gonioscopy (separate 
procedure) 

92020 

Visual field examination, 
unilateral or bilateral, with 
interpretation and report 

92083 

Scanning computerized 
ophthalmic diagnostic imaging, 
posterior segment, with 
interpretation and report, 
unilateral or bilateral; optic 
nerve 

92133 

Scanning computerized 
ophthalmic diagnostic imaging, 
posterior segment, with 
interpretation and report, 
unilateral or bilateral; retina 

92134 

Fundus Photography with 
interpretation and report 

92250 

 
 
 
 
Patient B.1 
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120.   For example, Dr. Pandya diagnosed Patient B.1 with open angle 

glaucoma with borderline finding(s) (ICD-9 Code 365.01) during an office visit 

on June 2, 2011 without clinical support.  Dr. Pandya failed to take or record any 

IOP reading, and Patient B.1’s cup-to-disc ratio was within normal limits.  He 

had no family history of glaucoma, and Dr. Pandya failed to note any other 

abnormalities or concerns that would give rise to a glaucoma diagnosis.  Based 

upon this unsupported glaucoma diagnosis, Dr. Pandya brought Patient B.1 back 

for numerous office visits and diagnostic tests over the course of the next two 

years, none of which were medically necessary.   

121. In subsequent visits between June 2011 and December 2013, Dr. 

Pandya sometimes changed her diagnosis of Patient B.1 back and forth between 

open angle glaucoma with borderline findings (ICD-9 Code 365.01) and ocular 

hypertension (ICD-9 Code 365.04), a separate glaucoma-related diagnosis 

indicating that the patient has IOP of at least 22 mm Hg.  The ocular 

hypertension diagnosis is similarly unsupported by Patient B.1’s signs and 

symptoms.  Dr. Pandya recorded IOP measurements in only seven of the 

eighteen patient encounters with Patient B.1 between June 2011 and December 

2013, and the patient’s IOP was always within normal limits.   
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122.   Because there were no signs and symptoms of any glaucoma-

related diagnosis, and because they contained false diagnosis codes, the 

following claims for glaucoma-related diagnostic tests submitted to Medicare for 

Patient B.1 by the Pandya Practice Group, at Dr. Pandya’s direction, were false: 

Patient B.1 
Date of Service CPT Code Amount Reimbursed 
6/2/2011 92250 – Fundus Photos $59.00 
9/27/2011 92133 – OCT Optic 

Nerve 
$35.70 

76514 – Pachymetry $11.15 
92083 – Visual Field Test $67.89 

10/25/2011 92134 – OCT Macula $35.70 
2/28/2011  92134 – OCT Macula $35.87 
12/18/2012 92083 – Visual Field Test $71.71 

92133 – OCT Optic 
Nerve 

$35.87 

 
123. If CMS had known that these claims contained false diagnosis codes 

and were not medically necessary, it would not have paid the claims. 

Patient B.2 

124.   Patient B.2 was a patient of Dr. Cuttone from at least 2008 until his 

retirement in 2011.  During the period of time in which Patient B.2 was treated by 

Dr. Cuttone, she never received a glaucoma diagnosis, despite a history of 

diabetes.   
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125.  Upon Dr. Cuttone’s retirement in 2011, Patient B.2 began seeing Dr. 

Pandya.  On May 27, 2011, Patient B.2 saw Dr. Pandya for the first time for a 

complaint related to blurry vision.  Dr. Pandya took no IOP reading, and Patient 

B.2’s cup-to-disc ratio was within normal limits.  Despite no glaucomatous 

findings by Dr. Pandya, Dr. Pandya diagnosed Patient B.2 as glaucoma suspect 

(ICD-9 Code 365.01).   

126.   In fact, the first time Dr. Pandya took an IOP reading of patient was 

August 3, 2012, over a year after diagnosing Patient B.2 as glaucoma suspect, and 

that IOP reading was within normal limits.  In total, IOP measurements were 

taken on only five of the 25 times that Patient B.2 received treatment from Dr. 

Pandya. 

127.   Based upon this unsupported diagnosis, Dr. Pandya ordered 

Patient B.2 back to the clinic on numerous occasions for medically unnecessary 

diagnostic tests.  Because there were no signs and symptoms of any glaucoma-

related diagnosis, and because Dr. Pandya included false diagnosis codes on the 

claims, the following claims for glaucoma-related diagnostic tests submitted to 

Medicare for Patient B.2 by the Pandya Practice Group, at Dr. Pandya’s direction, 

were false: 

 

Chapter 1 
59 of 120



Patient B.2 
Date of Service CPT Code Amount Reimbursed 
5/27/2011 92134 – OCT Macula  $35.70 
6/9/2011 92083 – Visual Field Test $67.69 
6/10/2011 76514 – Pachymetry $11.15 

99250 – Fundus Photos $59.00 
11/7/2011 92133 – OCT Optic 

Nerve 
$35.70 

4/27/2011 92020 – Gonioscopy $21.16 
8/3/2012 92083 – Visual Field Test $71.71 

92250 – Fundus Photos $55.09 
3/5/2013 92133 – OCT Optic 

Nerve 
$36.50 

6/26/2013 92134 – OCT Macula $36.57 
9/18/2013 92250 –Fundus Photos $56.94 
10/30/2013  92083 – Visual Field Test $52.82 

 
128. If CMS had known that these claims contained false diagnosis codes 

and were not medically necessary, it would not have paid the claims. 

129. The preceding two examples are representative of Dr. Pandya’s 

widespread practice of submitting claims with false diagnoses in order to obtain 

reimbursement for medically unnecessary tests. 

C. The Pandya Defendants Knowingly Submitted Claims for 
Diagnostic Tests That Were Never Performed, Of Worthless 
Value, and/or Never Interpreted 

 
130. As discussed above, Dr. Pandya knowingly submitted false claims 

by billing Medicare for tests based upon glaucoma diagnoses not supported by 

patients’ clinical signs or symptoms.   Because her patients frequently did not 

Chapter 1 
60 of 120



have glaucoma, Dr. Pandya had little use for the diagnostic tests other than as a 

vehicle to obtain additional payments from Medicare.  As a result, the Pandya 

Practice Group, at Dr. Pandya’s direction, regularly billed for tests that were 

never completed, were of worthless value, and/or were never interpreted by Dr. 

Pandya, each of which independently render the claims false. 

1. Visual Field Tests  
 
131. One diagnostic test routinely billed by Dr. Pandya was the Visual 

Field Test (“VFT”), which is used to provide a subjective measure of a patient’s 

central and peripheral vision.   A VFT can be used to help diagnose glaucoma 

where a patient exhibits signs and symptoms, and subsequent VFTs are used to 

monitor the progression of the disease.  The VFT generates a report that maps the 

visual fields of each eye individually and can detect blind spots (scotomas) as 

well as more subtle areas of dim vision.   

132. Consistent with the rest of her billing practices, Dr. Pandya’s VFT 

billing increased dramatically after Dr. Cuttone retired.  Between 2008 and 2010, 

the three years prior to Dr. Cuttone’s retirement, Dr. Pandya submitted an 

average of approximately 100 claims to Medicare per year for VFTs, for which 

she was reimbursed less than $5,500 per year on average.  By 2012, the year after 

Dr. Pandya took over the practice, the Pandya Defendants submitted over 450 
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claims to Medicare, for which Dr. Pandya was reimbursed over $30,000.  

Between 2011 and 2016, Dr. Pandya submitted an average of over 375 claims to 

Medicare per year for VFTs, far in excess of the volumes prior to Dr. Cuttone’s 

retirement. 

133. Dr. Pandya has also dramatically increased the percentage of her 

Medicare patients for whom VFT claims were billed  In 2010, prior to Dr. 

Cuttone’s retirement, VFT claims were billed for less than 30% of Dr. Pandya’s 

Medicare patients.  In 2011, that number increased to over 50% of Dr. Pandya’s 

Medicare patients.  By 2016, the Pandya Defendants submitted VFT claims for 

over 80% of Dr. Pandya’s patients. 

134. Claims for VFTs are submitted under one of three CPT codes -- 

92081, 92082, 92083 – used to identify different levels of complexity and detail in 

perimetry.  During the relevant time period, the Pandya Practice Group, at Dr. 

Pandya’s direction, billed nearly all of the VFTs claims submitted under CPT 

Code 92083, which receives the maximum Medicare reimbursement and 

indicates that the VFTs billed were of the highest level of complexity and detail. 

135. Medicare covers a VFT only if the patient has received a valid 

diagnosis that supports the medical necessity of the test.  Dr. Pandya was aware 

of, recklessly disregarded, or was deliberately ignorant of this fact, as CMS 
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National Coverage Determination 80.9, which was in effect throughout the time 

period relevant to this Complaint, has long stated that VFTs, also known as 

computer enhanced perimetry, “is a covered service when used in assessing 

visual fields in patients with glaucoma or other neuropathologic defects.”   

136.   In addition, a physician must include a report from the VFT and 

interpret that report in a patient’s medical record in order to bill Medicare for a 

VFT. 

a. The Pandya Defendants knowingly submitted claims 
for Visual Field Tests that were never performed 

 
137. In approximately April 2013, Dr. Pandya’s VFT machine, which was 

an antiquated model manufactured by Synemed, Inc., became generally 

inoperable.  During this time, the machine often failed to turn on or otherwise 

function properly.  Dr. Pandya did not purchase a new VFT machine until 

October 2013, when she purchased a Humphrey Field Analyzer 740.   

138. Rather than discontinue billing Medicare during the period of time 

in which the VFT machine failed to operate properly, Dr. Pandya instructed her 

staff to bill for VFT tests that were never performed.   

139. Dr. Pandya and her staff documented the fact that a VFT had not 

been performed by placing an asterisk in the “In-Office Procedures” list within 
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the patients’ medical records to indicate that the test had not been performed.  

For these patients, Dr. Pandya told her staff that she would conduct the VFT at a 

later date, which upon information and belief, never occurred.  An example of 

this practice is located below: 

 

140.   The following list of patient identifiers and dates of service 

represents 29 additional examples of instances in which the Pandya Defendants 

knowingly submitted false claims for VFTs that the patients did not receive.   

Patient Identifer Date of Service CPT Code Amount Paid 
B.3 4/9/2013 92083  $52.82  
B.4 4/10/2013 92083  $46.71  
B.5 4/10/2013 92083  $52.82  
B.6 4/17/2013 92083  $21.89  
B.7 4/19/2013 92083  $52.82  
B.8 4/22/2013 92083  $52.82  
B.9 4/22/2013 92083  $52.82  
B.10 4/23/2013 92083  $46.71  
B.11 5/8/2013 92083  $52.82  
B.12 5/13/2013 92083  $46.71  
B.13 5/21/2013 92083  $52.82  
B.14 5/22/2013 92083  $46.71  
B.15 6/3/2013 92083  $46.71  
B.16 6/19/2013 92083  $46.71  
B.17 7/1/2013 92083  $46.71  
B.18 7/1/2013 92083  $46.71  
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B.19 7/2/2013 92083  $52.82  
B.20 7/2/2013 92083  $52.82  
B.21 7/3/2013 92083  $52.82  
B.22 7/10/2013 92083  $52.82  
B.23 7/15/2013 92083  $46.71  
B.24 7/16/2013 92083  $46.71  
B.25 7/17/2013 92083  $52.82  
B.26 7/17/2013 92083  $52.82  
B.27 7/22/2013 92083  $52.82  
B.28 8/5/2013 92083  $46.71  
B.29 8/6/2013 92083  $46.71  
B.30 8/7/2013 92083  $46.71  
B.31 8/7/2013 92083  $46.71  
B.32 8/13/2013 92083  $46.71  

 
141. Each of these claims is false because Defendants failed to perform 

the VFTs reimbursed by Medicare.  Each of these claims is also false because no 

VFT report exists in the patient’s medical record nor was any interpretation of a 

VFT by Dr. Pandya documented in the medical record, as required by CPT Code 

92083.   

142. If CMS had known that the tests were not performed or that no test 

report was generated and interpreted by Dr. Pandya, it would not have paid the 

claims. 

143.   The Pandya Defendants continued to submit false claims to 

Medicare for VFTs that were never performed until at least August 2013.   
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b. The Pandya Defendants knowingly submitted claims 
to Medicare for VFTs that were not of diagnostic 
quality and/or not interpreted in the medical record 

 
144. Even when Dr. Pandya’s VFT machine did function, there is no 

evidence that she cared about or used the results of those tests in the treatment of 

her patients.  As a result, Dr. Pandya knowingly submitted false claims for tests 

that were of no diagnostic value and/or that were never interpreted by Dr. 

Pandya, both of which are required to receive Medicare reimbursement. 

145. In order to bill for more VFT tests, Dr. Pandya instructed the 

technicians responsible for performing VFTs to discontinue the test after only 

three to four minutes per eye, regardless of whether the test was complete.   

146. As a result, numerous VFTs conducted by Dr. Pandya’s staff using 

the Synemed VFT machine prior to its inoperability in early 2013 contain an error 

message stating that the test was “Not Completed or Was Interrupted.”  These 

tests, which had no diagnostic value, were submitted to Medicare for full 

reimbursement under CPT Code 92083.   

147.   The “Test Not Completed or Was Interrupted” error messages, as 

with the various billing across Dr. Pandya’s practice, began when she took over 

the practice from Dr. Cuttone.  The United States has reviewed over 500 patient 

records seized from Dr. Pandya’s office and has discovered only two instances 
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prior to 2011 in which a VFT contains the Test Not Completed or Was 

Interrupted error message.  For the time period beginning in 2011, the United 

States has discovered at least 392 of such error messages. 

148. Dr. Pandya also failed to interpret these incomplete tests anywhere 

in her patients’ medical records, let alone use the results in the care and 

treatment of her patients, as is required for Medicare reimbursement under CPT 

Code 92083. 

149. These issues did not stop when Dr. Pandya purchased the 

Humphrey Field Analyzer in October 2013.  Although she was replacing a VFT 

machine that was over 30 years old, Dr. Pandya made no effort to train her staff 

on how to operate the new machine properly. 

150. Dr. Pandya purchased the Humphrey Field Analyzer 740 from Eye 

Care Alliance (“ECA”) in Cary, North Carolina on October 3, 2013.  Prior to the 

purchase, ECA provided a written quote to Dr. Pandya on or around September 

27, 2013.  The quote from ECA included the cost of training Dr. Pandya’s 

employees on how to use the new VFT machine.  But Dr. Pandya did not want to 

pay for this training.  Instead, Dr. Pandya negotiated the purchase price of the 

new VFT machine down from $12,950 to $9,550 by excluding the cost of training 

for her employees.  Dr. Pandya’s refusal to pay for training for her technicians on 

Chapter 1 
67 of 120



a decades-newer VFT machine further demonstrates that these tests were being 

used for false Medicare billing, rather than for legitimate medical care.  

151. After purchasing the Humphrey Field Analyzer in October 2013, the 

Pandya Practice Group, at Dr. Pandya’s direction, continued to bill for tests that 

were not of diagnostic quality and which Dr. Pandya failed to interpret.   

152. The following list of patient identifers and dates of service 

represents 14 additional examples of instances in which the Pandya Defendants 

knowingly submitted claims to Medicare for VFTs even though the VFT results 

were not of diagnostic quality and/or not interpreted by Dr. Pandya. 

Patient Identifier Date of Service CPT Code Amount Paid 
B.33 5/12/2011 92083 $45.63  
B.34 5/18/2011 92083 $67.69  
B.35 6/23/2011 92083 $22.06  
B.36 7/29/2011 92083 $45.63  
B.37 9/8/2011 92083 $45.63  
B.38 11/23/2011 92083 $67.69  
B.39 3/26/2012 92083 $71.71  
B.40 1/28/2013 92083 $16.10  
B.41 7/3/2013 92083 $52.82  
B.42 7/22/2013 92083 $52.82  
B.43 8/12/2013 92083 $46.71  
B.44 10/30/2013 92083 $52.82  
B.45 11/15/2013 92083 $46.71  
B.46 12/17/2013 92083 $52.82  

 
153. If CMS had known that these the VFT tests were not of diagnostic 

quality and/or not interpreted by Dr. Pandya, it would not have paid the claims. 
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2. Optical Coherence Tomography  
 

154. The Pandya Defendants also knowingly submitted false claims for 

Optical Coherence Tomography (“OCT”) tests.  OCT is an imaging technique 

that uses coherent light to capture images of different ocular structures, such as 

the retina and the optic nerve. 

155. OCT tests are billed under different CPT Codes, depending upon the 

ocular structure being imaged.  The following CPT codes were used by the 

Pandya Defendants to bill Medicare during the time period relevant to this 

action: 

CPT Code Description 
92132 SCODI, anterior segment, with interpretation 

and report, unilateral or bilateral 
92133 SCODI, posterior segment, with interpretation 

and report, unilateral or bilateral; optic nerve 
92134 SCODI, posterior segment, with interpretation 

and report, unilateral or bilateral; retina 
 

156. Any OCT test billed to Medicare requires a qualifying diagnosis – 

e.g., glaucoma, age-related macular degeneration, diabetic retinopathy – in 

addition to a valid report that is interpreted by the physician in the patient’s 

medical records.   
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157. As discussed above, the Pandya Practice Group, at Dr. Pandya’s 

direction, regularly billed for OCT tests where the patients’ clinical signs and 

symptoms did not justify the test.  The Pandya Defendants also routinely billed 

Medicare for OCT tests even though the test report provided no results of 

diagnostic quality.   

158. Dr. Pandya used a Stratus OCT machine manufactured by Carl Zeiss 

Meditec, Inc.  The Stratus OCT generates a report for each test that contains an 

image of the ocular structure being observed and data regarding either the optic 

nerve and retinal nerve fiber layer or the macular area.  The test report also 

contains a numerical value between 1-10 to indicate the signal strength of the test 

and also contains scan messages regarding problems associated the scan.   

159. According to the manufacturer of the Stratus OCT, the operator of 

the machine should attempt to receive a signal strength greater than seven.  The 

manufacturer further states that if the signal strength is below five, or if any scan 

message appears, the scan should be repeated.  Further, any results that contain 

the message “Analysis Confidence Low” could be unreliable, according to the 

manufacturer.  

160. In addition to OCT tests being medically unnecessary based upon 

her patients’ signs and symptoms, Dr. Pandya repeatedly billed Medicare during 
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the time period relevant to this Complaint for OCT tests that had signal strengths 

less than five, and often as low as zero.  These tests had no diagnostic value 

because they did not provide any information about the ocular structure that was 

purportedly being scanned.   

161. For example, the Pandya Practice Group, at Dr. Pandya’s direction, 

billed Medicare for an OCT of the macula conducted on July 23, 2013 for Patient 

B.47 using CPT Code 92134, despite the test having no diagnostic value.  The test 

reflects signal strengths of zero for both eyes and contains a “Missing Data” error 

message.  

162. As another example, the Pandya Practice Group, at Dr. Pandya’s 

direction, billed Medicare for an OCT of the retinal nerve fiber layer, using CPT 

Code 92133, completed on July 17, 2013 for Patient B.48, even though the test had 

no diagnostic value.  The test reflects signal strengths of zero for both eyes and 

contains error messages stating “Missing Data – Analysis Confidence Low.”  The 

test report further contains a note written by a technician stating that the test was 

“Attempted,” but not completed. 

163. Dr. Pandya further failed to interpret these worthless test results in 

the medical record, as is required to bill CPT Codes 92132 – 92134. 
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164. If CMS had known that these tests were not of diagnostic quality 

and not interpreted by Dr. Pandya, it would not have paid these claims. 

165. The following list of patient identifiers and dates of service 

represents ten examples of instances in which Dr. Pandya knowingly submitted 

claims to Medicare for OCT Tests even though the tests were not of diagnostic 

quality and/or not interpreted by Dr. Pandya.  

Patient Identifier Date of Service CPT Code Amount Paid 
B.49 6/23/2011 92133 $35.70  
B.50 9/13/2011 92134 $35.70  
B.51 11/9/2011 92134 $35.70  
B.52 11/28/2012 92134 $35.87  
B.53 12/21/2012 92134 $35.87  
B.54 4/10/2013 92134 $33.82  
B.55 4/17/2013 92134 $36.57  
B.56 8/19/2013 92134 $36.57  
B.57 10/30/2013 92134 $36.57  
B.58 11/15/2013 92133 $35.77  

 
166. If CMS had known that these tests were not of diagnostic quality 

and not interpreted by Dr. Pandya, it would not have paid these claims. 

3. Fundus Photography 
 

167.  The Pandya Defendants also knowingly submitted false claims for 

fundus photographs.  Fundus photography uses a camera to record color images 

of the back of the eye – i.e., the fundus, which includes the retina, optic disc, 

macula, fovea, and posterior pole – in order to document the presence of 
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disorders such as glaucoma.  A fundus photograph captures the same view of 

the retina as would be seen by a doctor upon visual examination of the eye 

through a magnification device called an ophthalmoscope.  For patients with 

glaucoma, serial photographs taken over time can assist an ophthalmologist in 

assessing subtle changes in the optic nerve. 

168.  Claims for fundus photographs are submitted to Medicare using 

CPT Code 92250, which requires the diagnosis of an underlying condition such 

as glaucoma that requires monitoring.  Fundus photographs are not payable by 

Medicare if the images are taken as baseline documentation of a healthy eye or as 

preventative medicine to screen for potential disease.  Dr. Pandya was aware of, 

recklessly disregarded, or was deliberately ignorant of this fact, as CMS National 

Coverage Determination 80.6, which was in effect throughout the time period 

relevant to this Complaint, has long stated that “[i]ntraocular photography [i.e., 

fundus photography] is covered when used for the diagnosis of such conditions 

as macular degeneration, retinal neoplasms, choroid disturbances and diabetic 

retinopathy, or to identify glaucoma, multiple sclerosis and other central nervous 

system abnormalities.” 
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169. In addition, CPT Code 92250 requires a valid report (i.e., the 

photograph) and interpretation of the report and how the changes observed 

affect the treatment plan for the patient.  

170. As discussed above, Dr. Pandya routinely ordered fundus 

photographs based upon glaucoma diagnoses that were not supported by her 

patients’ clinical signs or symptoms.  In addition, the Pandya Defendants billed 

Medicare for fundus photographs that were not of diagnostic quality and which 

she failed to interpret. 

171.  Fundus photographs, when taken properly, should clearly depict 

the various ocular structures of the fundus, as seen in the following photograph 

not taken by Dr. Pandya or her staff: 
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172.  Dr. Pandya’s fundus photographs, however, were frequently 

unreadable.  For example, the following fundus photographs were taken of 

Patient B.59 on November 9, 2012.   

 

 

173.  These images, which are unreadable, provide no diagnostic 

information whatsoever.  As a result, Dr. Pandya necessarily failed to interpret 
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these images, as is required to bill Medicare for CPT Code 92250.  Nonetheless, 

the Pandya Practice Group, at Dr. Pandya’s direction, submitted a claim to 

Medicare for these photographs using CPT Code 99250, and was reimbursed 

$55.09. 

174. If CMS had known that these tests were not of diagnostic quality 

and not interpreted by Dr. Pandya, it would not have paid these claims. 

175.  The following list of patient identifers and dates of service 

represents 11 additional examples of instances in which the Pandya Practice 

Group, at Dr. Pandya’s direction, knowingly submitted claims to Medicare for 

fundus photography even though the test results were nonexistent, not of 

diagnostic quality, and/or not interpreted by Dr. Pandya. 

Patient Identifier Date of Service CPT Code Amount Paid 
B.60 11/19/2012 92250 $55.09 
B.61 9/12/2011 92250 $59.00 
B.62 11/30/2011 92250 $59.00 
B.63 3/20/2013 92250 $58.10 
B.64 1/23/2013 92250 $58.10 
B.65 10/9/2013 92250 $56.94 
B.66 12/18/2013 92250 $56.94 
B.67 7/1/2013 92250 $56.94 
B.68 10/29/2012 92250 $55.09 
B.69 8/31/2011 92250 $59.00 
B.70 6/24/2011 92250 $59.00 
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176. If CMS had known that these tests were not of diagnostic quality 

and not interpreted by Dr. Pandya, it would not have paid these claims. 

III. The Pandya Defendants Knowingly Submitted False Claims for Office 
Visits 
 
A. Medicare Coverage Related to Office Visits 

 
177. Evaluation and Management (“E&M”) services refer to 

physician/patient encounters for assessment, counseling, and other services 

provided to a patient and reported through CPT codes.  E&M services are unique 

in that the billing for these services is based on the work involved in evaluating 

and treating the patient.  CMS recognizes that, for example, patient visits (a 

classic example of an E&M service) can sometimes be short and perfunctory, and 

in other instances take time and involve complex medical issues.  CMS further 

understands that a medical provider's reimbursement should adjust based on the 

intensity of the service. 

178. The CPT coding system provides for the assignment of different 

codes by providers depending on two factors: 1) the type of visit, and 2) the 

intensity level of the visit.  The amount paid for E&M services depends on the 

CPT code assigned by the provider for the services performed. 

179. There are six basic types of E&M visits, each with a range of CPT 

codes associated with it: new patient office visits, established patient office visits, 
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initial hospital care visits, subsequent hospital care visits, outpatient 

consultations, and inpatient consultations.  The allegations herein relate to new 

and established patient office visits.  Such visits are billed under E&M codes, 

which are submitted to Medicare under CPT Codes 99201 through 99205 and 

99211 through 99215.   

180.  Ophthalmologists also have the option of using the ophthalmic or 

“eye” codes for office visits, which are submitted to Medicare under CPT Codes 

92002 through 92004 (new patients) and 92012 and 92015 (established patients).  

The allegations herein relate to Dr. Pandya’s use of the standard E&M codes, 

except for the allegations below regarding false claims using Modifiers 24 and 25, 

which involve both the eye codes and the standard E&M codes. 

181.  Regarding the standard E&M codes, the last digit of each code 

within this range indicates the “Level” of E&M services being provided.  For 

example, an office visit billed under CPT Code 99204 is consider a Level 4 office 

visit for a new patient, and CPT Code 99214 is considered a Level 4 office visit for 

an established patient. 

182. Within the range of established patient office visit CPT Codes, 

reimbursement increases from low to high within each range, such that a Level 4 

or 5 visit is more intensive and garners a higher reimbursement than a Level 1 
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visit.  The appropriate E&M code depends primarily on the following key 

elements:  the medical history taken, the physical examination performed, and 

the complexity of the medical decision-making involved.   

183. Any bill for E&M services for a new patient under CPT Codes 99201 

through 99205 requires documentation of all three elements.  The following 

represents the categories of E&M services with the corresponding 2013 

reimbursement rates, which illustrate the differences in payment received by 

physicians for such services: 

CPT Code Medicare Reimbursement Rate 

99201 $41.12 

99202 $70.21 

99203 $102.23 

99204 $156.64 

99205 $194.29 

 
184. Any bill for E&M services for an established patient under CPT 

Codes 99211 through 99215 requires documentation of two of the three elements.  

The following represents the categories of E&M services with the 2013 
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reimbursement rates, which illustrate the differences in payment received by 

physicians for such services: 

CPT Code Medicare Reimbursement Rate 

99211 $18.87 

99212 $34.69 

99213 $57.49 

99214 $84.32 

99215 $115.03 

 
185. A Level 1 office visit for a new patient is billed under 99201, which 

requires the following three elements:  a problem-focused patient history; a 

problem focused examination; and straightforward medical decision-making.  

Such visits are expected to involve 10 minutes of face-to-face interaction with the 

patient.  A Level 1 established patient office visit is billed under CPT Code 99211, 

which does not require specific documentation regarding patient history, 

physical examination, or medical decision making.  Such visits are expected by 

Medicare to involve no more than 5 minutes of face-to-face interaction with the 

patient and/or family. 
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186. A Level 2 office visit for a new patient is billed under 99202, which 

requires the following three elements:  an expanded problem-focused patient 

history; an expanded problem focused examination; and straightforward medical 

decision-making.  Such visits are expected to involve 10 minutes of face-to-face 

interaction with the patient.  A Level 2 office visit for an established patient is 

billed under CPT Code 99212, which requires two of the following elements:  a 

problem-focused patient history; a problem-focused examination; and simplified 

and straightforward medical decision making.  Such visits are expected by 

Medicare to involve 10 minutes of face-to-face interactions with the patient. 

187. A Level 3 office visit for a new patient is billed under 99203, which 

requires the following three elements:  a detailed patient history; detailed 

examination; and low complexity medical decision-making.  Such visits are 

expected to involve 30 minutes of face-to-face interaction with the patient.  A 

Level 3 office visit for an established patient is billed under CPT Code 99213, 

which requires two of the following elements:  an expanded problem-focused 

patient history; an expanded problem-focused examination; and medical 

decision making of low complexity.  Such visits are expected by Medicare to 

involve 15 minutes of face-to-face interactions with the patient. 
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188. A Level 4 office visit for a new patient is billed under 99204, which 

requires the following three elements:  a comprehensive patient history; a 

comprehensive examination; and moderate complexity medical decision-making.  

Such visits are expected to involve 45 minutes of face-to-face interaction with the 

patient.  A Level 4 office visit for an established patient is billed under CPT Code 

99214, which requires two of the following elements:  a detailed patient history; a 

detailed examination; and medical decision making of moderate complexity.  

Such visits are expected by Medicare to involve 25 minutes of face-to-face 

interactions with the patient and/or family.   

189. A Level 5 office visit for a new patient is billed under 99205, which 

requires the following three elements:  a comprehensive patient history; a 

comprehensive examination; and high complexity medical decision-making.  

Such visits are expected to involve 60 minutes of face-to-face interaction with the 

patient.  A Level 5 office visit for an established patient is billed under CPT Code 

99215, which requires at least 2 of the following elements:  a comprehensive 

patient history; a comprehensive examination; and medical decision making of 

high complexity.  Such visits are expected to involve 40 minutes of face-to-face 

interaction with the patient and/or family. 
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B. Dr. Pandya Knowingly Submitted False Claims for E&M Services 

190. Consistent with her overall scheme to submit false Medicare claims, 

Dr. Pandya’s E&M billing increased dramatically when she took over her 

practice from Dr. Cuttone in 2011.   

191. From 2008 through 2010, for example, Dr. Pandya billed zero Level 4 

office visits for established patients (99214).  In 2011, Dr. Pandya submitted over 

800 claims to Medicare using CPT Code 99214 and was reimbursed more than 

$50,000.  In 2012, she submitted over 1,600 claims to Medicare and was 

reimbursed over $100,000.  Her Medicare billing under 99214 hit a pinnacle in 

2013, when she submitted 1,735 claims to Medicare and was reimbursed 

$119,074.75.  

192. Between January 1, 2011 and December 31, 2016, the Pandya 

Defendants billed approximately 80% of Dr. Pandya’s established patient E&M 

visits as Level 4 (99214) or Level 5 (99215) visits and was reimbursed nearly 

$350,000 for such claims. 

193. Dr. Pandya drove her increased billing to Medicare for high-level 

E&M codes through the submission of false claims.  Specifically, the Pandya 

Defendants (1) upcoded E&M claims to obtain higher Medicare reimbursement, 

(2) billed for high-level E&M claims where the patient came to the clinic for 
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previously scheduled diagnostic testing and where no evaluation and 

management services occurred, and (3) used payment modifiers to receive 

payment for E&M services that were not billable because they were subsumed 

within the payment for other procedures such as cataract surgery. 

194. Upcoding.  Dr. Pandya typically spent no more than five to ten 

minutes with any patient, and in many cases she spent far less time than that.  

Yet the Pandya Practice Group, at Dr. Pandya’s Direction, billed Medicare for a 

Level 4 or Level 5 office visit – which typically requires 25-60 minutes per patient 

in order to satisfy the requirements for the a Level 4 or 5 visit – nearly every time 

a patient came to her clinic.  Dr. Pandya billed these high-level office visits 

despite failing to meet the requirements for CPT Codes 99204-99205 or 99214-

99215. 

195. Dr. Pandya maintained strict control over the level of E&M service 

billed to Medicare.  The level of E&M service was selected on a form, which is 

commonly known as a superbill, which was provided to Dr. Pandya’s billing 

staff to use in submitting claims to insurers, including Medicare.  At all times, Dr. 

Pandya dictated to her staff the level of E&M service that should be billed to 

Medicare.   
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196. In July 2013, Dr. Pandya engaged Margi Patel, an optometrist 

licensed to practice in Georgia, to see her patients while Dr. Pandya was on 

vacation.  Before Dr. Pandya left for vacation, she pre-filled superbills with Level 

4 and Level 5 office visits for all of the patients that Patel was scheduled to see 

during her absence.  Dr. Pandya coded these claims as a CPT Code 99214, even 

though the office visits had not yet occurred and she therefore could not know 

the duration of the office visit or the problems the patient would present during 

the visit. 

197. Patel refused go along with Dr. Pandya’s scheme to upcode the 

claims for E&M services.  Instead, Patel coded the office visits in accordance with 

the CPT manual, which generally resulted in either a CPT Code 99212 or a CPT 

Code 99213.  Patel also found that the number of patients Dr. Pandya had 

scheduled for a particular day was more than could be reasonably seen over the 

course of a normal workday.   

198. Dr. Pandya’s billing manager, Laura Dildine, contacted Dr. Pandya 

on vacation to alert her that Patel was not billing E&M services in the same 

manner that Dr. Pandya typically billed them.  Dr. Pandya instructed Dildine to 

hold off on billing the claim until she returned.  When Dr. Pandya returned from 
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vacation, she changed the codes that Patel assigned to a code that signified a 

more complex encounter and a carried a higher level of reimbursement.   

199. For example, Patel saw patient C.1 on July 25, 2013 while Dr. Pandya 

was out of town on vacation.  Patel selected CPT Code 99212 as the appropriate 

E&M code.  Upon her return from vacation, Dr. Pandya directed the Pandya 

Practice Group to submit the claim to Medicare using CPT Code 99214, despite 

the fact that she had not seen the patient and the code was not justified.  Dr. 

Pandya was reimbursed $84.32 on August 7, 2013 for this false claim. 

200. In addition to the above, the following list of patient identifier and 

dates of service represents 12 additional examples of instances in which the 

Pandya Practice Group, at Dr. Pandya’s direction, submitted false claims to 

Medicare for upcoded E&M claims. 

Patient Identifier Date of Service CPT Code Amount Paid 
C.2 4/22/2011 99214 $81.99 
C.3 8/17/2011 99214 $81.99 
C.4 11/11/2011 99214 $81.99 
C.5 1/4/2012 99214 $83.02 
C.6 3/26/2012 99214 $83.02 
C.7 6/22/2012 99215 $111.46 
C.8 10/5/2012 99215 $111.46 
C.9 2/20/2013 99214 $86.04 

C.10 5/28/2013 99214 $84.32 
C.11 9/3/2013 99214 $84.32 
C.12 11/12/2013 99214 $84.32 
C.13 1/27/2014 99214 $83.12 
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201. If CMS had known that Dr. Pandya failed to meet the requirements 

for the level of E&M services for which she billed, it would not have paid the 

claims. 

202. E&M Claims for Scheduled Testing.  In addition to upcoding E&M 

claims, the Pandya Defendants also routinely billed Medicare for high-level 

office visits in situations where no E&M services occurred because the patient 

simply came to the clinic for previously scheduled diagnostic testing.  As 

discussed above, Dr. Pandya routinely made glaucoma and other diagnoses that 

were not supported by her patients’ signs and symptoms.  Dr. Pandya used these 

unsupported diagnoses to cause patients to return to her clinic over repeated 

office visits for medically unnecessary diagnostic tests.  The Pandya Defendants 

also submitted claims for high-level E&M services when Dr. Pandya’s patients 

returned to the clinic for these tests, despite Dr. Pandya providing no E&M 

services. 

203. For example, Patient C.14 was seen by Dr. Pandya on May 13, 2013 

for a new patient visit and was diagnosed with glaucoma and cataracts.  Dr. 

Pandya billed this initial patient visit as a new patient Level 4 office visit under 

CPT Code 92004.  Dr. Pandya had Patient C.14 come back to the clinic only five  
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days later on May 17, 2013 for scheduled diagnostic testing (OCT and 

Pachymetry).  Patient C.14 presented with no new complaints during this visit.  

Dr. Pandya failed to take any patient history, conducted no physical 

examination, and engaged in no medical decision making whatsoever.   In fact, 

there is no evidence that Dr. Pandya even saw Patient C.14 on May 17, 2013.   

204. Despite providing no billable E&M services to Patient C.14, the 

Pandya Practice Group, at Dr. Pandya’s direction, submitted a claim to Medicare 

for a Level 4 office visit under CPT Code 99214, in addition to claims for the 

diagnostic tests that were conducted, on May 17, 2013.  Dr. Pandya was 

reimbursed $84.32 for the 99214 claim on May 20, 2013. 

205. The following list of patient identifiers and dates of service 

represents three additional examples of instances in which the Pandya 

Defendants knowingly submitted false claims to Medicare for E&M services 

when the patient in fact came to the office only for scheduled testing or 

procedures. 

Patient Identifier Date of Service CPT Code Amount Paid 
C.15 6/24/2011 99214 $81.99 
C.16  8/3/2012 99214 $83.02 
C.17 7/22/2013 99214 $84.32 
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206. If CMS had known that the visits billed were for scheduled testing 

and procedures and did meet the requirements for the E&M services billed, it 

would not have paid the claims. 

207. Payment Modifiers.  The Pandya Defendants also frequently and 

knowingly submitted false claims for E&M services that were not payable 

because the services were related to separately-billed procedures, such as 

cataract surgery.   

208. Medicare payment for surgical procedures includes more than 

simply the surgery itself.  Medicare’s payment for a surgical procedure covers 

pre-operative visits, the surgery itself, and post-operative care.  This period of 

time is commonly referred to as the “global period.”  Payment for cataract 

surgery under CPT Codes 66982 and 66984, for example, includes pre-operative 

care as well as post-operative care for 90 days after the surgical procedure.  The 

Medicare payment system contains a payment “edit” that automatically denies 

E&M claims submitted within the global period of a procedure. 

209. The Pandya Defendants routinely submitted claims for high-level 

E&M services during the global period for procedures that Dr. Pandya 

performed, even though the services for which she was billing constituted 

routine pre- and post-operative care.  In order to avoid denial of these claims by 
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the automatic payment edits described above, the Pandya Practice Group, at Dr. 

Pandya’s direction, appended “modifiers” to the claims, which falsely 

represented that the services provided were not related to the procedures for 

which she had billed. 

210. When a physician appends Modifier 24 to an E&M claim, she 

represents that the E&M service or eye exam, which falls within the global period 

of a surgical procedure, is unrelated to the surgery.  Dr. Pandya repeatedly used 

Modifier 24 to submit false claims to Medicare for E&M services, which 

amounted to routine pre- and post-operative care. 

211. Prior to Dr. Pandya taking over the practice from Dr. Cuttone, she 

used Modifier 24 extremely infrequently.  In 2010, Modifier 24 was used on fewer 

than 1.5% of Dr. Pandya’s E&M claims.  That number increased significantly to 

over 10% of her E&M claims in 2011 and over 20% of her E&M claims in 2012.  

The Pandya Defendants’ use of Modifier 24 decreased significantly in 2014, 

which coincided with the February 2014 search warrant executed on her practice.  

In 2015, however, her use of Modifier 24 increased to previous levels. 

212. The Pandya Defendants used Modifier 24 to receive payment for 

E&M claims that would not otherwise have been reimbursed by Medicare.  For 

example, Dr. Pandya performed a cataract extraction on Patient C.18’s left eye on 
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November 21, 2011.  The Pandya Practice Group, at Dr. Pandya’s direction, 

submitted a claim for a complex cataract extraction for this procedure using CPT 

Code 66982 on November 23, 2011 and received reimbursement in the amount of 

$822.82. 

213. Patient C.18 returned to Dr. Pandya’s office on November 22, 2011, 

the day after her surgery, for a post-operative visit.  Dr. Pandya took no patient 

history, conducted no eye examination, and made no medical decision-making.  

Patient C.18 presented with no new issues or complaints.  Despite the absence of 

any unrelated issues or evidence that any E&M services occurred, the Pandya 

Practice, at Dr. Pandya’s direction, billed Medicare for a Level 4 office visit on 

November 23, 2011 using CPT Code 99214 and appended Modifier 24 to the 

claim in order to avoid the automatic payment edit that would have denied the 

claim.  Dr. Pandya was reimbursed $81.99 on November 28, 2011 for this post-

operative E&M service, which was not payable because it was within the global 

period for the previous cataract extraction. 

214. The following list of patient identifiers and dates of service 

represents four additional examples of instances in which the Pandya 

Defendants knowingly submitted false claims to Medicare for E&M services 

using Modifier 24. 
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Patient Identifiers Date of Service CPT Code Amount Paid 
C.19 8/30/2011 99214 (mod 24) $81.99 
C.20 7/13/2012 99214 (mod 24) $83.02 
C.21 7/22/2013 99213 (mod 24) $57.49 
C.22 9/9/2013 99213 (mod 24) $57.49 

 
215. If CMS had known that the claims did not involve services unrelated 

to the previous procedure billed to Medicare, it would not have paid the claims.  

216. The Pandya Defendants also submitted false claims using Modifier 

25 to receive payment for E&M services.  Modifier 25 is used to report a 

significant and separately identifiable E&M service that is performed on the 

same day of the procedure.  The Pandya Practice Group, at Dr. Pandya’s 

direction, regularly used Modifier 25 to bill for office visits on the same day that 

she performed a cataract extraction and other procedures, even though her 

patients failed to present with any significant and separately identifiable issues. 

217. Prior to Dr. Cuttone’s retirement, Dr. Pandya almost never 

appended Modifier 25 to her E&M claims.  In 2010, Modifier 25 was submitted 

for only 1% of Dr. Pandya’s claims.  By 2012, however, the Pandya Practice 

Group appended Modifier 25 to approximately 20% of Dr. Pandya’s claims.  

More recently, the Pandya Defendants have been appending Modifier 25 to the 

vast majority of Dr. Pandya’s E&M claims.  In both 2015 and 2016, the Pandya 
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Defendants indiscriminately included Modifier 25 with over 90% of the E&M 

claims reimbursed by Medicare. 

218. The Pandya Defendants used Modifier 25 to receive payment for 

E&M claims that would not otherwise have been reimbursed by Medicare.  For 

example, Dr. Pandya performed a scheduled YAG laser capsulotomy on Patient 

C.23’s left eye on May 21, 2013.  The Pandya Practice Group, at Dr. Pandya’s 

direction, submitted a claim to Medicare for this procedure using CPT Code 

66821 on May 23, 2013 and was reimbursed $272.42 on May 28, 2013.  Dr. Pandya 

provided no additional services on May 21, 2013.  She took no patient history, 

conducted no eye examination, and made no medical decision-making.  

Nonetheless, the Pandya Practice Group, at Dr. Pandya’s direction, also 

submitted a claim to Medicare for a Level 4 office visit using CPT Code 99214 

appended with Modifier 25 for the same date of service and was reimbursed 

$84.32 on May 28, 2013. 

219. Three months later on August 20, 2013, Dr. Pandya brought Patient 

C.23 back to the clinic for a YAG laser procedure on Patient C.23’s right eye.  As 

before, the Pandya Practice Group, at Dr. Pandya’s direction, submitted a claim 

for the YAG procedure under CPT Code 66821 on August 22, 2013, and was 

reimbursed $272.42.  The Pandya Practice Group, at Dr. Pandya’s direction, also 
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submitted a claim for a Level 3 office visit using CPT Code 99213 appended with 

Modifier 25 for the same date of service, even though Dr. Pandya treated no 

separately identifiable issue, took no patient history, conducted no examination, 

and engaged in no medical decision making.  Dr. Pandya was reimbursed $57.49 

for the E&M claim on August 26, 2018. 

220. The following list of patient identifiers and dates of service 

represents four additional examples of instances in which the Pandya Practice, at 

Dr. Pandya’s direction, knowingly submitted false claims to Medicare for E&M 

services using Modifier 25. 

Patient Identifier Date of Service CPT Code Amount Paid 
C.24 6/28/2012 99214 (mod 25) $83.02 
C.25 10/28/2013 99214 (mod 25) $84.32 
C.26 1/20/2014 99214 (mod 25) $84.82 
C.27 7/22/2014 92012 (mod 25) $87.46 

 
221. If CMS had known that the claims did not involve services that were 

significant and separately identifiable from the previous procedure billed to 

Medicare, it would not have paid the claims. 

IV. THE PANDYA DEFENDANTS KNOWINGLY SUBMITTED THE 
FALSE CLAIMS DESCRIBED ABOVE 

 
222. As discussed above, Dr. Pandya seized every opportunity to 

maximize revenue from her patients through the submission of false claims to 
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Medicare.  Such false claims were submitted with “actual knowledge” of, were 

“recklessly indifferent,” or deliberately ignorant to the falsity associated with 

such claims. 

223. In addition to the allegations already set forth above, the following 

information provides additional evidence that Dr. Pandya acted with knowledge, 

as defined by the False Claims Act. 

224. February 2014 Search Warrant.  As discussed above, federal agents 

executed a search warrant on Dr. Pandya’s practice on or around February 7, 

2014.  In response to the search warrant, Dr. Pandya significantly reduced the 

number of Medicare claims submitted per Medicare beneficiary in 2014.  She 

began billing far fewer claims, including E&M claims and diagnostic tests, per 

patient with a glaucoma-related diagnosis.  She also, for example, drastically 

reduced the percentage of cataract extractions billed as complex using CPT Code 

66982. 

225. The change in the Pandya Defendants’ billing practices after the 

February 2014 search warrant is evidence that Dr. Pandya knew her previous 

submissions of such claims was false.  Beginning in 2015, however, Dr. Pandya 

resumed her previous billing patterns, which had resulted in the submission of 

false claims.  The number of claims submitted under Dr. Pandya’s NPI per 
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Medicare beneficiary rose to previous levels.  The Pandya Defendants also began 

billing complex cataract extractions for an even higher percentage of patients 

undergoing surgery than she had prior to the search warrant.  Dr. Pandya also 

resumed using Modifiers 24 and 25 on E&M claims at levels higher than ever. 

226. Insurer Notices.  Dr. Pandya also received multiple notices from 

insurers, including Medicare, that her billing practices were aberrant and 

inconsistent with her peers.  On June 1, 2013, Dr. Pandya received a letter from 

Cigna informing her that a review of her E&M billing from 2012 had revealed 

that Dr. Pandya was billing significantly more high-level office visits than her 

peers.  The notice stated that Dr. Pandya billed 77% of her established patient 

visits using CPT Code 99214, whereas her peers billed that code only 24% of the 

time.  Cigna further informed her that she billed 79% of her new patient E&M 

claims as Level 5 office visits with CPT Code 99205, whereas her peers only used 

that code 4% of the time.  Cigna referred Dr. Pandya to resources related to 

proper E&M coding practices.  Despite this notice, Dr. Pandya continued to 

submit false claims for high-level E&M services. 

227. On June 11, 2014, Humana sent Dr. Pandya a similar notice.  

Humana’s June 11, 2014 letter stated that it had previously notified Dr. Pandya 

that a review of data with same-specialty providers identified her as billing a 
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high percentage of high-level E&M codes (e.g., 99204, 99205, 99214, 99215, 99245) 

as compared to her peers.  Despite this previous notice, Humana informed Dr. 

Pandya that she remained an outlier and requested a sample of medical records 

to support the level of services billed.  Even after receiving this notice, Dr. 

Pandya continued to submit false claims for E&M services. 

228. On August 12, 2013, Blue Cross Blue Shield of Georgia (“BCBS”) 

sent Dr. Pandya a letter stating that it was conducting an audit of services 

rendered to their subscribers, and requested that Dr. Pandya submit medical 

record documentation for 30 patients.  Similar to the United States’ allegations 

above, BCBS concluded, among other things, that (1) Dr. Panda’s medical records 

lacked documentation to support the services for which she billed, and (2) Dr. 

Pandya’s diagnoses were not supported by medical record documentation.  As a 

result of these findings, Dr. Pandya was placed on prepayment review by BCBS 

for all claims in 2017.  Even after receiving this notice, the Pandya Defendants 

continued to submit false claims for E&M services. 

229. On April 6, 2015, Dr. Pandya received a Comparative Billing Report 

(“CBR”) from eGlobalTech, a Medicare contractor, regarding her Medicare 

billing.  The CBR informed Dr. Pandya that she billed significantly more complex 

cataract extractions than her peers for the period July 1, 2013 and June 30, 2014.  
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During this time period, the CBR informed Dr. Pandya that she billed 45% of her 

cataract surgeries as complex, whereas her peers in the State of Georgia averaged 

only 8%.  The CBR also informed her that she was an outlier with respect to E&M 

billing for both new and established patients. 

230. Bausch + Lomb Eye Care Kits:  Although not related to the 

submission of false claims against federal healthcare programs, Dr. Pandya also 

engaged in a separate fraud scheme involving Bausch + Lomb (“B&L”), which 

demonstrates her overall pattern and practice of maximizing revenue through 

deception. 

231. B&L is a multinational company that manufactures IOLs implanted 

during cataract surgery.  B&L also provides a post-surgery eye care kit to 

patients who undergo cataract surgery, which contains items such as a surgical 

eye patch, tape, and sunglasses.  B&L provides these kits free of charge to 

patients who complete and submit a short form. 

232. Rather than providing her cataract surgery patients with brochures 

regarding these free surgery kits or directing them to the website where the kits 

could be ordered, Dr. Pandya fraudulently obtained these kits in bulk from B&L 

by directing her staff to submit requests to B&L using fake patient names.  She 
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then charged her patients at least $25 for these bags if they refused to pay 

hundreds of dollars out of pocket for upgraded IOLs. 

233. The following are examples of the fraudulent names used to obtain 

the surgery kits from B&L, each of which does not correspond with cataract 

surgeries that Dr. Pandya performed: 

a. Rainy Bowels 
b. Allota Boobie 
c. Jon Jacob  
d. Jingle Hymer-Smit 
e. Pin Pong 
f. Spinchter Brown 
g. Ben Dover 

 
234. On November 20, 2013, B&L discontinued providing eye care kits to 

Dr. Pandya based upon this fraudulent conduct. 

235. Dr. Pandya’s medical records contain numerous examples of 

patients, including Medicare patients, paying cash out of pocket for the B&L eye 

care kits that Dr. Pandya obtained through fraud.   

V. THE FALSITY ASSOCIATED WITH DEFENDANTS’ CLAIMS IS 
MATERIAL 
 
236. The Pandya Defendants’ false certifications and false representations 

are material.  The United States has continuously pronounced publicly that it will 
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not use taxpayer money to reimburse services that were not reasonable and 

necessary, not rendered, worthless, or upcoded.   

COUNT I 
PRESENTING FALSE CLAIMS 

(False Claims Act, 31 U.S.C. 3729(a)(1)(a)) 
 

237. The United States realleges and incorporates herein by reference 

paragraphs 1 through 236. 

238. By virtue of the acts described above, the Pandya Defendants 

knowingly presented, or caused to be presented false or fraudulent claims to the 

United States for payment or approval.  The false or fraudulent claims were 

presented or caused to be presented to Medicare Part B for procedures, 

diagnostic tests, and E&M services that were not provided, not medically 

necessary, upcoded, and/or worthless. 

239. If CMS had known that the claims that were presented or caused to 

be presented to Medicare Part B were for procedures, diagnostic tests, and E&M 

services that were not provided, not medically necessary, upcoded, and/or 

worthless, it would not have paid the claims. 

240. Each of the claims for payment submitted or caused to be submitted 

by the Pandya Defendants for each procedure or service identified in this 

Complaint is a separate false or fraudulent claim. 
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241. The Pandya Defendants, with respect to each false or fraudulent 

claim that was presented or caused to be presented, knew such claims were false 

or acted in deliberate ignorance or reckless disregard of the falsity of the claims. 

242. As a result of the false or fraudulent claims presented or caused to 

be presented by the Pandya Defendants, the United States, through Medicare 

Part B, paid the claims and thereby sustained damages.  The United States is 

entitled to statutory damages under the False Claims Act in an amount to be 

determined at trial, plus a civil penalty for each false claim. 

COUNT II 
MAKING OR USING A FALSE RECORD OR STATEMENT 

(False Claims Act, 31 U.S.C. 3729(a)(1)(B)) 
 

243. The United States realleges and incorporates herein by reference 

paragraphs 1 through 242. 

244. By virtue of the acts described above, the Pandya Defendants 

knowingly made, used, or caused to be made or used, false records and 

statements material to the false or fraudulent claims in connection with their 

claims for reimbursement to Medicare. 

245. The Pandya Defendants made and/or caused to be made numerous 

false records and statements, including false statements in CMS Form 1500 

and/or CMS Form 837P electronic claim forms.  The Pandya Defendants falsely 
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certified that Medicare claims complied with applicable laws, regulations, and 

program instructions for payment, including but not limited to the 

representation that the services were medically necessary.  Using these false 

records and statements, the Pandya Defendants caused false claim for payment 

to be submitted to Medicare. 

246. The United States paid such false or fraudulent claims because of the 

acts and conduct of the Pandya Defendants. 

247. If CMS had known of the falsity of the falsity of the statements, it 

would not have paid the claims. 

248. As a result of the false records or statements submitted by the 

Pandya Defendants, the United States, through Medicare Part B, suffered 

damages.  The United States is entitled to statutory damages under the False 

Claims Act in an amount to be determined at trial, plus a civil penalty for each 

false claim. 

COUNT III 
PAYMENT BY MISTAKE OF FACT 

 
249. The United States realleges and incorporates herein by reference 

paragraphs 1 through 248. 
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250. The United States, through its carriers, directly and indirectly, paid 

the Pandya Defendants for claims that were for services that were not medically 

necessary and not performed as described.  The false representations and records 

made by the Pandya Defendants concerning the services billed to Medicare Part 

B and the actual performance of the services billed to those programs were 

material to the United States’ determination to reimburse the Pandya Defendants 

for the services billed. 

251. The United States would not have paid for the claims relevant to this 

Complaint had it known that the medical services billed in the claims were not 

medically necessary or performed as described. 

252. The United States relied upon the representation and records made 

by the Pandya Defendants concerning the medical necessity and actual 

performance of the medical services billed to Medicare Part B and paid the 

claims, thereby resulting in damages to the United States in an amount to be 

determined at trial. 

COUNT IV 
UNJUST ENRICHMENT 

 
253. The United States realleges and incorporates herein by reference 

paragraphs 1 through 252. 
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254. The United States, through its carriers, directly and indirectly, paid 

the Pandya Defendants for claims that were for services that were not medically 

necessary and performed as described and for which the Pandya Defendants 

were thereby unjustly enriched.  In paying the claims that the Pandya 

Defendants submitted, the United States conferred a benefit on the Pandya 

Defendants. 

255. The Pandya Defendants knew or should have known that they were 

receiving reimbursements on the basis of false or fraudulent claims and therefore 

in violation of the conditions of payment prescribed by the Medicare program as 

described above. 

256. The Pandya Defendants’ acceptance and retention of 

reimbursements based upon the false or fraudulent claims make it inequitable to 

retain the benefit or value of the reimbursements paid to the Pandya Defendants 

by the United States. 

257. By causing the United States to reimburse claims for falsely or 

fraudulently billed services, and by the receipt of those federal funds, the Pandya 

Defendants have been unjustly enriched and are liable to pay such amounts, 

which will be determined at trial, to the United States. 
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PRAYER FOR RELIEF 

  WHEREFORE, the United States prays for judgment against the Pandya 

Defendants as follows: 

(1) On counts I through II, arising under the False Claims Act, as amended, 

for treble the amount of the United States’ damages plus interest and such civil 

penalties as are allowable by law, together with the costs of this action and such 

other and further relief as may be just and proper; 

(2) On Counts III-IV, for common law fraud and payment by mistake of 

fact, for the damages sustained, plus pre-judgment and post-judgment interest, 

costs, and all such further relief as may be just and proper; 

(3) On Count V, for unjust enrichment, for the amount of the unjust 

enrichment, plus pre-judgment and post-judgment interest, costs, and all such 

further relief as may be just and proper; and 

(4) That judgment be entered in favor of the United States and against the 

Pandya Defendants for actual damages, pre-judgment and post-judgment 

interest, litigation costs, investigative costs, disgorgement of all profits, and an 

accounting, to the fullest extent allowed by law and for such further relief as may 

be just and proper. 
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JURY DEMAND 

  The United States requests a trial by jury with respect to all issues so 

triable. 

 BYUNG J. PAK 
United States Attorney  
600 U.S. Courthouse   
75 Ted Turner Drive SW    
Atlanta, GA 30303 
(404) 581-6000   fax (404) 581-6181 

/S/ DAVID A. O’NEAL 
DAVID A. O’NEAL 
Assistant United States Attorney 
Georgia Bar No. 342071 
david.oneal@usdoj.gov 
 
AUSTIN M. HALL 
Assistant United States Attorney 
Georgia Bar No. 310751 
austin.hall@usdoj.gov 
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[PUBLISH] 

 

IN THE UNITED STATES COURT OF APPEALS 
 

FOR THE ELEVENTH CIRCUIT 
________________________ 

 
No. 17-13402 

________________________ 
 

D.C. Docket No. 1:15-cr-00088-CG-B-1 

 

UNITED STATES OF AMERICA, 

 
                                                                                Plaintiff - Appellee, 

 

LORI L. CARVER,  

 
                                                                                Interested Party - Appellant, 

 

versus 
 

JOHN PATRICK COUCH, M.D., 
XIULU RUAN, M.D., 
                                                                                 

Defendants - Appellees. 
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________________________ 
 

Appeal from the United States District Court 
for the Southern District of Alabama 

________________________ 

(October 17, 2018) 

Before WILLIAM PRYOR, MARTIN, and BALDOCK,  Circuit Judges. 
 
MARTIN, Circuit Judge:  

When a private person brings a False Claims Act suit—known as a qui tam 

action—the government may choose to intervene and take over the action.  31 

U.S.C. § 3730(b)(2).  It may also choose to pursue “any alternate remedy 

available.”  Id. § 3730(c)(5).  If it pursues an “alternate remedy,” the False Claims 

Act gives the qui tam plaintiff the “same rights” in the “alternate” proceeding as 

she would have had if the qui tam action “had continued.”  Id.  Presented here is 

the question of whether this statute allows a qui tam plaintiff to intervene in 

criminal forfeiture proceedings when the government chooses to prosecute fraud 

rather than to intervene in the qui tam plaintiff’s action.   

Even if the False Claims Act could be read to allow intervention, the statutes 

governing criminal forfeiture specifically bar it, with exceptions that do not apply 

here.  We conclude that the criminal forfeiture statutes control, and we agree with 

the District Court’s denial of Lori Carver’s motion to intervene for that reason. 

                                                 
 Honorable Bobby R. Baldock, Senior United States Circuit Judge for the Tenth Circuit, sitting 

by designation. 
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Our Circuit precedent does not permit us to affirm, however.  On appeal of 

denial of a motion to intervene, our precedent provides for “provisional 

jurisdiction” to determine whether the District Court properly denied intervention.  

EEOC v. E. Airlines, Inc., 736 F.2d 635, 637 (11th Cir. 1984).  If, as here, denial 

was proper, “jurisdiction evaporates because the proper denial of leave to intervene 

is not a final decision.”  Id.  For the reasons that follow, we will therefore dismiss 

this appeal for lack of jurisdiction. 

I. FALSE CLAIMS ACT BACKGROUND

The False Claims Act imposes civil liability on any person who “knowingly 

presents . . . a false or fraudulent claim for payment or approval” to the federal 

government.  31 U.S.C. § 3729(a).  It allows the Attorney General to sue for 

violations.  Id. § 3730(a).  A private person, called a relator, may bring a False 

Claims Act action “in the name of the Government,” which is known as a qui tam 

action.  Id. § 3730(b)(1).  The government may intervene to take over a qui tam 

action from the relator, id. § 3730(b)(2), but the relator “shall have the right to 

conduct the action” if the government opts not to intervene, id. § 3730(b)(4), 

(c)(3).  Most of the recovery in a qui tam action goes to the government, to remedy 

the fraud.  See id. § 3730(d).  But whether the government intervenes or not, a 

relator in a successful qui tam action is typically entitled to a share of the recovery.  

Id.  This incentivizes people to come forward from the private sector with evidence 
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of fraud perpetrated on the government.  See United States ex rel. Williams v. NEC 

Corp., 931 F.2d 1493, 1496–97 (11th Cir. 1991). 

The government has options other than intervention when a private person 

brings a qui tam action.  The False Claims Act expressly allows the government to 

pursue remedies besides the qui tam action: “[T]he Government may elect to 

pursue its claim through any alternate remedy available to the Government, 

including any administrative proceeding to determine a civil money penalty.”  31 

U.S.C. § 3730(c)(5).  If the government opts for an “alternate remedy,” the False 

Claims Act gives the relator “the same rights in such proceeding as such person 

would have had if the action had continued under this section.”  Id.  We will call 

this the alternate-remedy provision.   

With this statutory background in mind, we turn to the facts of this case. 

II. FACTUAL AND PROCEDURAL BACKGROUND

Lori Carver worked at Physicians Pain Specialists of Alabama, P.C., a pain 

management clinic in Mobile, Alabama.  Two doctors, John Patrick Couch and 

Xiulu Ruan, ran the clinic.  Ms. Carver discovered Dr. Couch and Dr. Ruan 

submitted fraudulent claims for payment to federal healthcare programs.  She took 

this information to the U.S. Attorney’s office, which encouraged her to bring a qui 

tam action against the clinic and doctors.
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Ms. Carver brought the suggested qui tam action in 2013.  See Dkt. No. 1, 

United States ex rel. Carver v. Physician Pain Specialists of Ala., P.C., Case No. 

1:13cv392-JB-N (S.D. Ala. Aug. 1, 2013).  That case remains pending.  See Dkt. 

No. 208, Carver, Case No. 1:13cv392-JB-N (setting pretrial conference for January 

2019).  She is litigating it herself, since the government chose not to intervene.  

Dkt. No. 24, Carver, Case No. 1:13cv392-JB-N (notice of non-intervention); see 

31 U.S.C. § 3730(b), (c)(3). 

The government did not disregard Ms. Carver’s allegations, however.  With 

Ms. Carver’s information, the government began investigating Dr. Couch and Dr. 

Ruan.  In April 2015, almost two years after Ms. Carver brought her qui tam 

action, the government criminally charged both doctors with conspiracy to 

distribute controlled substances and conspiracy to commit healthcare fraud.  The 

charges in the indictment partially overlapped with the allegations in Ms. Carver’s 

qui tam complaint. 

After further investigation, the government issued a superseding indictment 

in October 2015 and a second superseding indictment in April 2016.  The first 

superseding indictment added new defendants (who later pled guilty) and new 

charges: racketeering, Anti-Kickback Statute violations, wire fraud, and drug 

distribution offenses.  The second superseding indictment further fleshed out the 

factual basis for the charges.  The superseding indictments, like the first, also 
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partially overlapped with the allegations in Ms. Carver’s qui tam action.  However, 

the indictments also included charges based on unlawful prescribing practices, 

which were not alleged in the initial qui tam complaint.  All three indictments 

included forfeiture counts.

The criminal case went to trial, and the jury convicted Dr. Couch of all 

charges, and Dr. Ruan of all but one.  The District Court promptly entered a 

preliminary forfeiture order. 

Ms. Carver moved to intervene in the forfeiture proceedings, asserting a 

right to some of the forfeited assets.  She primarily argued the alternate-remedy 

provision permits her to intervene to claim the share of the assets she would have 

been entitled to if the government had intervened in her qui tam action. In the 

alternative, she petitioned to assert an interest in the forfeited property under 21 

U.S.C. § 853 and Federal Rule of Criminal Procedure 32.2.  This statute and rule 

permit a third party to assert an interest in criminally forfeited property if the third 

party either had a legal interest in the property prior to the crime or is a bona fide 

purchaser for value of the property.  See 31 U.S.C. § 853(n); Fed. R. Crim. P. 32.2.  

Ms. Carver has conceded she meets neither criterion.

The government argued Ms. Carver has no right to intervene under the 

alternate-remedy provision because her qui tam case remains pending—meaning 
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she has not yet established a right to a relator’s share.  It further asserted the False 

Claims Act does not permit intervention in criminal cases. 

The district court denied Ms. Carver’s motion to intervene.  It ruled that the 

alternate-remedy provision does not permit intervention in criminal cases.  It also 

ruled Ms. Carver had no right to intervene under 21 U.S.C. § 853(n) and Rule 32.2.  

This appeal followed. 

III. STANDING

Before getting to the merits, we stop to address Ms. Carver’s standing to 

intervene, which the government challenges.  We are aware of the recent ruling of 

the Ninth Circuit that a qui tam plaintiff lacked standing to intervene in criminal 

forfeiture proceedings.  See United States v. Van Dyck, 866 F.3d 1130, 1133–34 

(9th Cir. 2017).  We do not join in the rationale of our sister Circuit.  Rather, we 

conclude Ms. Carver does have standing to assert that the alternate-remedy 

provision gives her a right to intervene in criminal forfeiture proceedings so as to 

claim an interest in the forfeited property. 

Ms. Carver asserts a statutory procedural right—specifically, a right under 

the alternate-remedy provision to have her relator’s share adjudicated in the 

criminal forfeiture proceeding.  A “person who has been accorded a procedural 

right [by statute] to protect his concrete interests can assert that right.”  Lujan v. 

Defs. of Wildlife, 504 U.S. 555, 572 n.7, 112 S. Ct. 2130, 2142 n.7 (1992) 
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(emphasis added); see also Spokeo, Inc. v. Robbins, 578 U.S. __, 136 S. Ct. 1540, 

1549–50 (2016) (discussing standing in context of statutory procedural rights).  

Ms. Carver asserts an interest in property forfeited to the government.  This Court 

has said a party claiming an interest in such property has suffered a concrete injury.  

See, e.g., Via Mat Int’l S. Am. Ltd. v. United States, 446 F.3d 1258, 1262–63 (11th 

Cir. 2006).  Ms. Carver reads the alternate-remedy provision to create a procedure 

for her to protect this concrete interest.  We have jurisdiction to decide whether her 

reading is correct. 

 We are not persuaded by the government’s contention that Ms. Carver’s 

property interest is so “speculative” as to deprive us of jurisdiction.  It is true that 

no court has yet adjudicated whether she is entitled to a relator’s share.  Yet if this 

were enough to deprive us of jurisdiction, no person claiming a property interest 

would ever get into federal court.  Federal courts resolve property disputes every 

day.  Indeed, criminal forfeiture courts routinely “determine whether any third 

parties have an interest in the forfeited property.”  United States v. Davenport, 668 

F.3d 1316, 1320 (11th Cir. 2012) (emphasis added).  That is, courts adjudicate 

third-party property interests, subject to the limitations set forth in the criminal 

forfeiture statutes.  We have never doubted that courts have jurisdiction to 

adjudicate these interests, and this case raises no new doubts on the issue. 
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Finally, the general principle that private parties lack standing to intervene in 

criminal proceedings has no application here.  See Linda R.S. v. Richard D., 410 

U.S. 614, 619, 93 S. Ct. 1146, 1149 (1973); United States v. Alcatel-Lucent 

France, SA, 688 F.3d 1301, 1307 (11th Cir. 2012) (per curiam) (holding a third 

party lacked standing to appeal a sentence).  Linda R.S. concerned Texas’s 

discriminatory application of a statute criminalizing the refusal to provide child 

support, where Texas prosecuted only parents of legitimate children.  410 U.S. at 

615, 93 S. Ct. at 1147.  The mother of an illegitimate child sued to have her child’s 

father prosecuted.  Id. at 614–15, 93 S. Ct. at 1147.  The Supreme Court held she 

had no interest in the enforcement of Texas’s criminal laws and thus lacked 

standing.  Id. at 619, 1149.  In Alcatel-Lucent, our Court held an alleged victim of 

a crime had no standing to appeal a sentence that did not include a restitution 

award.  688 F.3d at 1306–07.  Ms. Caver’s case is distinguishable from Linda R.S. 

and from Alcatel-Lucent.  Ms. Carver’s motion to intervene in a forfeiture 

proceeding to enforce an alleged property interest is materially different from an 

attempt to compel a criminal prosecution or alter a sentence. 

Thus, we have jurisdiction to decide whether the alternate-remedy provision 

confers a procedural right on Ms. Carver to have her relator’s share adjudicated in 

the forfeiture proceeding.  
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IV. INTERPRETING THE ALTERNATE-REMEDY PROVISION

That brings us to the merits of whether the alternate-remedy provision 

allows qui tam plaintiffs like Ms. Carver to intervene in criminal forfeiture 

proceedings.  As relevant here, the alternate remedy provision reads: 

[T]he Government may elect to pursue its claim through any alternate 
remedy available to the Government, including any administrative 
proceeding to determine a civil money penalty.  If any such alternate 
remedy is pursued in another proceeding, the person initiating the [qui 
tam] action shall have the same rights in such proceeding as such 
person would have had if the [qui tam] action had continued under 
this section. 

31 U.S.C. § 3730(c)(5). 

 Whether a criminal fraud prosecution is an “alternate remedy” is an open 

question.1  See Van Dyck, 866 F.3d at 1135; see also United States ex rel. Babalola 

v. Sharma, 746 F.3d 157, 160–63 (concluding a criminal fraud prosecution brought 

before a qui tam action was not an alternate remedy).  Insofar as Ms. Carver asks 

us to read the alternate-remedy provision to allow her to intervene in the criminal 

forfeiture proceedings, we will interpret the alternate-remedy provision by 

reference to the “commonplace of statutory construction that the specific governs 

the general.”  NLRB v. SW Gen., Inc., 580 U.S. __, 137 S. Ct. 929, 941 (2017) 

(quotation marks omitted); see also Morton v. Mancari, 417 U.S. 535, 550–51, 94 

                                                 
1 The question has divided federal District Courts.  Compare United States v. Kurlander, 24 F. 
Supp. 3d 417, 424 (D.N.J. 2014), with United States v. Bisig, Case No. 100cv335JDTWTL, 
2005 WL 3532554, at *2–6 (S.D. Ind. Dec. 21, 2005). 
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S. Ct. 2474, 2483 (1974) (“When there is no clear intention otherwise, a specific 

statute will not be controlled or nullified by a general one, regardless of priority of 

enactment.”). 

Three criminal forfeiture statutes apply in this case, and each expressly bars 

third parties from intervening in forfeiture proceedings to claim an interest in 

property subject to forfeiture.  See 18 U.S.C. § 982(b)(1) (incorporating forfeiture 

procedures from 21 U.S.C. § 853); 18 U.S.C. § 1963(i); 21 U.S.C. § 853(k); see 

also Van Dyck, 866 F.3d at 1133 (noting that 21 U.S.C. § 853 “imposes a general 

bar on parties intervening in the criminal case”).  Each of the three statutes has 

exceptions to allow third parties to petition a court for the forfeited property if they 

either had a legal right to the property before the defendant committed the offense 

or are bona fide purchasers for value.  See 18 U.S.C. § 1963(l); 21 U.S.C. § 853(n); 

see also 18 U.S.C. § 982(b)(1) (incorporating forfeiture procedures from 21 U.S.C. 

§ 853).  But Ms. Carver has conceded neither of these exceptions applies to her.  

These criminal forfeiture statutes speak to the precise issue raised in this appeal, 

and they make plain that Ms. Carver has no right to intervene. 

In contrast to the precision of the forfeiture statutes, the alternate-remedy 

provision does not expressly provide a right of intervention in an “alternate 

proceeding.”  Neither does it define “alternate remedy” to include criminal fraud 

prosecutions.  The specific bar on intervention in the criminal forfeiture provisions 
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controls our interpretation of the alternate-remedy provision’s general terms here.  

That being the case, we need not pass on whether the alternate-remedy provision 

would entitle qui tam plaintiffs to intervene in other “alternate remedy” 

proceedings. 

A final word.  Our ruling will not disable Ms. Carver from getting her 

relator’s share.  The government assured us in its brief that a ruling against 

intervention “will not necessarily prevent a future recovery.”  It continued: 

Where a defendant is found civilly liable for damages in a False 
Claims Act suit after being found criminally liable for the same fraud, 
the defendant may deduct restitution paid to the United States in the 
criminal proceedings as a credit against the False Claims Act damages 
award.  In such circumstances, a qualified relator is entitled to a share 
of the full amount of the damages award, including restitution 
previously paid. 

We understand this to mean a relator is entitled to a share of the forfeited property 

to the extent the qui tam defendant can deduct any forfeiture from the qui tam 

award.  It appears the government gave the Ninth Circuit the same assurance in 

Van Dyck.  See 866 F.3d at 1135 n.3.  We expect the government will honor it. 

V. CONCLUSION

The District Court properly denied Ms. Carver’s motion to intervene.  Under 

this Circuit’s “anomalous rule,” our jurisdiction “evaporates” with this conclusion 

“because the proper denial of leave to intervene is not a final decision.” E. Airlines, 

Inc., 736 F.2d at 637.  We therefore DISMISS this appeal for lack of jurisdiction. 
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Ensure your sample is statistically valid. The SDP requires that 
a sample must contain at least 100 units, but that may not necessarily be large 
enough to yield statistically-defensible results. The OIG historically required a 
minimum 
range, but a tighter range will yield a more defensible estimate. 

 
 
 

 

Kris Swanson at

re Protocol:

Selecting a Sample

Confirm the non-compliant conduct has ended.

 

Select a population. A sample is typically selected from the 
population of paid claims, including payers and patients, during the 
date ranges the disclosing party determines to be most defensible. 

Validate the population. Disclosing entities will sometimes reconcile 

 

Deal with missing sample items. The SDP does not allow alternate 
sampling units. It states that missing sample items should be treated as errors, 
citing Federal health care program rules which require the retention of supporting 
information for submitted claims. 

Select a sampling unit. The sampling unit used (e.g., a claim, a claim 

FORENSIC PERSPECTIVES 

face many compliance challenges. CRA shares 
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Provider Self-Disclosure Protocol:
The Basics

 

Do I have to sample every Federal Payer?
The SDP allows a disclosing party to draw one combined sample 
from a combined population of all Federal paid claims of interest, 
and then allocate a pro rata share of the resulting consolidated 
damages to each payer in a systematic and rational way.

How far back should I go? 
Depending on what may have given rise to the potential 
non-compliance, or how the issue came to the attention of 
the institution, it may be defensible to consider various alternatives
as the start date of the damages period.

FORENSIC PERSPECTIVES 
Healthcare providers and life sciences organizations 
face many compliance challenges. CRA shares 
practical insights gained working through 
challenges involving the Provider 
Self-Disclosure Protocol (SDP).     

To continue the conversation, please contact
Kris Swanson at 1.312.619.3313

or kswanson@crai.com

Which coverage standards apply?
After the random sample of paid claims has been drawn, 
disclosing parties typically seek to locate the most applicable 
reimbursement rules to apply when reviewing each sampled 
paid claim for compliance.  

What patient groups should I include? 

Given the different reimbursement methodologies used for 
inpatient claims (e.g., MS-DRG, or APR DRG codes billed for a 

PPS) versus outpatient claims (i.e., a separate CPT/HCPCS code 
for each documented, medically-necessary service), it may be 
appropriate to include only outpatient claims in the study population.

What is a “Federal” Payer? 

Disclosing parties typically choose to include Medicare, 

However, some disclosing parties have made the principled 
decision to exclude Medicare and Medicaid Advantage plans 

payment structure associated with these managed care plans.
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FORENSIC PERSPECTIVES 
Healthcare providers and life sciences organizations 
face many compliance challenges. CRA shares 
practical insights gained working through challenges 
involving the Provider Self-Disclosure Protocol (SDP).   

Kris Swanson, CPA/CFF, CFE, CAMS 
Vice President & Practice Leader, Forensic Services

1.312.619.3313  |  kswanson@crai.com

Prove the sample is reasonably representative

To ensure the defensibility of the damages analysis, the disclosing party should 
consider analyzing its statistically valid sample to demonstrate that the sampled 
units are reasonably representative of the population as a whole.

Keep track of underpayment 
The SDP prohibits a “…reduction, or ‘netting’ for any underpayments discovered

the review process, some disclosing parties will include them in the SDP report as 
it may be relevant in their negotiations with the government re: penalties.

Avoid double payment

during the probe sample if 1) they were included in the study population from which 
a statistically valid sample was drawn and 2) repayment was made based on that 
sample. This would result in a double payment to the government.  

Pick the best approach

Disclosing parties often consider “but-for” reimbursements as an offset to estimated 
total damages. Governments may be open to this approach as a matter of equity as 
long as it is 1) disclosed and presented in a transparent manner and 2) consistent 
with the underlying facts and circumstances of the situation.

A dollar saved is $1.50 earned

The OIG has stated that its “general practice in [civil monetary penalty] settlements 
of SDP matters is to require a minimum multiplier of 1.5 times the single damages.” 
Every dollar that single damages can appropriately be reduced will typically save 
the disclosing party at least $1.50.

Provider Self-Disclosure Protocol:

Dealing with Damages
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Jones Day presentations should not be considered or construed as legal advice on any 
individual matter or circumstance. The contents of this document are intended for 
general information purposes only and may not be quoted or referred to in any other 
presentation, publication or proceeding without the prior written consent of Jones Day, 
which may be given or withheld at Jones Day's discretion. The distribution of this 
presentation or its content is not intended to create, and receipt of it does not 
constitute, an attorney-client relationship. The views set forth herein are the personal 
views of the authors and do not necessarily reflect those of Jones Day.
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THE FALSE CLAIMS ACT, 31 U.S.C. § 3729 et seq.

“The False Claims Act, 31 U.S.C. § 3729 et 
seq., imposes significant penalties on those 
who defraud the Government.”

Associate Justice Clarence Thomas, Universal Health Servs., 
Inc. v. Escobar, 136 S.Ct. 1989, 1995 (2016)
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U.S. DEPARTMENT OF JUSTICE SETTLEMENTS & JUDGMENTS

2017: $3.7 billion recovered
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U.S. DEPARTMENT OF JUSTICE SETTLEMENTS & JUDGMENTS

92.82%

7.18%

Qui Tam
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U.S. DEPARTMENT OF JUSTICE SETTLEMENTS & JUDGMENTS

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017
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AGENDA

• FCA: A Brief Introduction

• DOJ FCA Enforcement Developments

• FCA litigation Post-Escobar

• Sampling to Prove FCA liability

• FCA Damages & Trends
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FALSE CLAIMS ACT: A BRIEF INTRODUCTION

31 U.S.C. § 3729 imposes liability 
on anyone who knowingly presents, 
or causes to be presented, to an 
officer or employee of the United 
States Government a false or 
fraudulent claim for payment or 
approval.
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FALSE CLAIMS ACT: A BRIEF INTRODUCTION

Damages 
(31 U.S.C. § 3729(a)(1)-(3))

Litigation 
Costs

3x damages 
sustained 

by 
Government 

Civil 
penalty 
$11,181-
22,363
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FALSE CLAIMS ACT: A BRIEF INTRODUCTION

Submission of claim to Government

Claim was False

Knowledge of Falsity

Elements:
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DOJ FCA ENFORCEMENT DEVELOPMENTS

“Granston Memo”

“Brand Memo”

Panuccio Speech 
to the ABA

Three Recent Signposts:
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DOJ OVERARCHING CIVIL PRIORITIES:

Public Safety (e.g., body armor)

Protect and Ensure Fair Competition for 
American Businesses 

Combatting the Nation’s Opioid Crisis

Protecting the Nation’s Elders from Fraud and 
Abuse
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QUI TAM DISMISSALS:  GRANSTON MEMO

• Existing, rarely used statutory authority (31 
U.S.C. § 3730(c)(2)(A)(J)

• Circuit split (rational basis v. unfettered right)

• Tool:

• To curb meritless or faulty qui tams

• To prevent opportunistic or parasitic qui tams

• To protect agency policies and programs as 
well as government litigation resources and 
prerogatives
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GUIDANCE DOCUMENTS:  SESSIONS AND BRAND MEMOS 

AG Sessions Memo on sub-regulatory authority
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BRAND FOLLOW-UP:  DON’T ENFORCE OTHER AGENCIES’ 
GUIDANCE DOCUMENTS

Guidance documents cannot create binding 
requirements

DOJ can’t use noncompliance with agency 
guidance to prove a violation 

Narrow uses may be appropriate
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COOPERATION

“We will continue . . . to expect and recognize 
genuine cooperation of corporate entities 
accused of wrongdoing in both civil and criminal 
matters.  We want to create incentives for 
companies to help us identify the individuals 
responsible for wrongdoing, because we remain 
steadfast in our resolve to hold such individuals 
accountable.”  

Jesse Panuccio, Acting Associate Attorney 
General
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COMPLIANCE

“We also want to be sure 
that we continue to reward 
companies that invest in 
strong compliance 
measures.”  

Panuccio
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PILING ON

No “Piling On”

No threating criminal prosecution to 
obtain a larger civil settlement
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FCA LITIGATION POST-ESCOBAR

U.S. Supreme 
Court decision, 
June 16, 2016

Decision 
Refresh

Escobar Impact
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FACTS:

17-year-old Massachusetts 
female died after “purported” 
medical doctor administered 

prescription medication

FCA QUI TAM ACTION:

Parents initiated FCA lawsuit as 
qui tam relators against 

Universal Health Services

SUPREME COURT:

The Supreme Court granted 
certiorari to resolve Circuit split 
on implied certification liability  

UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 
136 S.Ct. 1989 (2016) 
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1. Whether implied certification is a viable 
theory of FCA liability?

2. Whether FCA liability can only attach if a 
defendant fails to disclose the violation of a 
regulatory, statutory, contractual provision 
that the Government expressly designated
as a condition of payment?

UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 136 
S.Ct. 1989 (2016) 

QUESTIONS PRESENTED TO SUPREME COURT:
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• Theory: An entity impliedly certifies 
compliance with all conditions of 
payment in submitting a claim

• “misrepresentation by omission” & “half-
truths”

• Viable theory

UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 136 
S.Ct. 1989 (2016) 

IMPLIED CERTIFICATION THEORY
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UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 
136 S.Ct. 1989 (2016) 

A claim requests 
payment and 

makes specific 
reps and certs 

about 
goods/services 

provided

Failure to disclose 
noncompliance with 
material statutory, 

regulatory, or 
contractual 

requirements makes 
those 

representations 
misleading half-

truths

Basis for Implied 
Certification 

Liability 
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UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 
136 S.Ct. 1989 (2016) 

Express Designation  
Condition of Payment 

Sole Basis for Implied 
Certification Liability 
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“What matters is not the label the 
Government attaches to a 
requirement, but whether the 
defendant knowingly violated a 
requirement that the defendant 
knows is material to the 
Government’s payment decision”

Universal Health Services, Inc. v. U.S. ex rel. 
Escobar, 136 S.Ct. 1989 (2016) 
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• “[H]aving a natural tendency to 
influence, or be capable of influencing, 
the payment or receipt of money or 
property.” 31 U.S.C. § 3729(b)(4).

• Necessary for FCA liability

• “The materiality standard is 
demanding.”  

UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 136 
S.Ct. 1989 (2016) 

MATERIALITY

“Demanding”

“Rigorous”
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UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 
136 S.Ct. 1989 (2016) 

Proof of Materiality
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1. Whether implied certification is a viable 
theory of FCA liability?

Answer: YES

2. Whether FCA liability can only attach if a 
defendant fails to disclose the violation of a 
regulatory, statutory, contractual provision 
that the Government expressly designated
as a condition of payment.

Answer: NO - Materiality

UNIVERSAL HEALTH SERVICES, INC. v. U.S. ex rel. ESCOBAR, 136 
S.Ct. 1989 (2016) 

QUESTIONS PRESENTED TO SUPREME COURT:
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POST-ESCOBAR ISSUES

Materiality

Government knowledge

Pleadings
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MATERIALITY POST-ESCOBAR

United States v. Sanford-Brown, 840 F.3d 445, 447 (7th Cir.), on remand 
following Escobar decision

“materiality looks to the effect on 
the likely or actual behavior of the 
recipient of the alleged 
misrepresentation”
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MATERIALITY POST-ESCOBAR

• U.S. ex rel. Ruckh v. CMC II LLC
et al. (Jan. 2018) (Court vacated
$350 million FCA verdict because
plaintiffs failed to prove
materiality)

• United States ex rel. Harman v. 
Trinity Indus., Inc., 872 F.3d 645 
(5th Cir. 2017) (Court reversed 
$663 million verdict after finding 
no materiality)
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False certification found material based on Government’s actions 
following discovery of fraud.

Evidence of materiality present where Government immediately 
cut off payments after learning of contractual violations.

MATERIALITY: GOVERNMENT KNOWLEDGE 

United States ex rel. Badr v. Triple 
Canopy, Inc. (4th Cir. 2017)

United States v. Luce, 873 
F.3d 999 (7th Cir. 2017)
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No materiality after a DCAA investigation found no wrongdoing by the 
contractor, and contractor received award fee.

No materiality when the government continued to pay claims for the 
defendant’s drugs despite being informed by relator of “material, non-public 
evidence of [the defendant’s] campaign of misinformation.”

No materiality where Government had examined defendant’s conduct 
multiple times and concluded that no termination or administrative penalty 
was warranted.

MATERIALITY: GOVERNMENT KNOWLEDGE

United States ex rel. Petratos v. 
Genentech (3d Cir. 2017)

United States ex rel. McBride v. 
Halliburton Co. (D.C. Cir. 2017)

United States v. Sanford-Brown, 
840 F.3d 445, 447 (7th Cir.)

9th Cir. found relators sufficiently pled materiality despite FDA’s knowledge 
of violations and continued approval of drug. On writ of certiorari, Supreme 
Court has invited Solicitor General’s comments.

Gilead Sciences Inc. v. U.S. ex 
rel. Jeffrey Campie et al 

(Supreme Court Cert. Appeal)
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PLEADINGS POST-ESCOBAR

Materiality

Fed. R. Civ. Pro. 9
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FEDERAL RULE CIVIL PROCEDURE 9(b)

“[i]n alleging fraud or mistake, a 
party must state with particularity 
the circumstances constituting 
fraud or mistake. Malice, intent, 
knowledge, and other conditions 
of a person's mind may be alleged 
generally.”

relators must plead the “who, 
what, when, where, and how” of 
the alleged fraudulent action
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FEDERAL RULE CIVIL PROCEDURE 9(b)

Representative Sample 
vs. 

Indicia of Reliability 
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FEDERAL RULE CIVIL PROCEDURE 9(b)

“Stringent” 
standard

2d Circuit

4th Circuit

6th Circuit

8th Circuit

11th Circuit

Evidence of specific 
instance of false claim 
submitted to the 
Government
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FEDERAL RULE CIVIL PROCEDURE 9(b)

“Lenient” 
standard

D.C. Cir. & 3rd

5th Cir.

7th Cir.

9th Cir.

10th Cir.

Indicia of Reliability
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FEDERAL RULE CIVIL PROCEDURE 9(b)

Med. Device Bus. Servs., Inc. v. United 
States ex rel. Nargol, 138 S. Ct. 1551 
(2018); United States ex rel. Ibanez v. 
Bristol-Myers Squibb Co., No. 17-1399, 
2018 WL 1697046 (U.S. May 29, 2018)
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SAMPLING TO PROVE FCA LIABILITY 

• Use of sample to make inferences about 
unknown quantities in the relevant universe

• Supreme Court silent on FCA liability sampling

• Supreme Court has held permissibility of 
sampling depends “on the degree to which the 
evidence is reliable in proving or disproving the 
elements of the relevant cause of action.” 
Tysons Foods, Inc. v. Bouaphakeo, 136 S. Ct. 
1036 (2016).

• Plaintiffs advocate for the use of sampling for 
both liability and damages
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SAMPLING TO PROVE FCA LIABILITY 

• Inconsistent treatment by courts

• So far, limited to health care cases

• Anticipate sampling in government contracts:

• “Parts” cases

• Subcontractor supplied parts/components

• “Testing” cases

• Others?
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SAMPLING TO PROVE FCA LIABILITY 

• Substantial split of authority on 
sampling to prove FCA liability

• Prevents court from analyzing on 
individual claim-by-claim basis 
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SAMPLING TO PROVE FCA LIABILITY 

Factors
Consent of 
Defendant

Missing or 
Destroyed 
Evidence

Nature of 
Underlying 
Claim (fact 
intensive 
inquiry)

Impracticability 

Factors
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SAMPLING TO PROVE FCA DAMAGES

• Relatively uncontroversial

• U.S. v. Rogan (7th Cir.)(sampling acceptable 
where manager of a health care company 
was engaged in kickback scheme)

– 1,812 claims in question

• Use justified after proving falsity
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SAMPLING TO PROVE FCA DAMAGES

Impractical to 
examine each 

claim

Missing or 
non-existent 

records

Allowed in 
other, non-FCA

health care 
overpayment 

cases

Factors
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MEASURING FCA DAMAGES

• Defendant must pay “three times the amount of 
damages which the Government sustains 
because of the act of that person.” 31 USC §
3729(a)
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MEASURING FCA DAMAGES

• In United States v. Bornstein, 423 
U.S. 303 (1976), the U.S. brought 
suit against a subcontractor for 
causing a prime to submit false 
claims

• The subcontractor falsely marked 
parts as satisfying specified, quality 
requirements – they did not

• Damages doubled before 
compensatory payments deducted

The “make-whole purpose of 
the [False Claims] Act is best 
served by doubling the 
Government’s damages before 
any compensatory payments 
are deducted.”

Justice Stewart

“Doubling the Government's 
actual damages before any 
deduction is made for payments 
previously received from any 
source in mitigation of those 
damages forecloses such a 
result.”
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MEASURING FCA DAMAGES

• “Tainted” contract theory of damages 
seeking full contract price amount

• Government would not have made any 
payment had it known that a particular 
claim for payment or underlying statement 
was false.
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RECENT LEGISLATIVE HISTORY

Major revision in 
1986

Senator Grassley 
introduced S. 
2041, The False 
Claims 
Correction Act of 
2008
• DoJ urged to amend the 

FCA to include contract 
theory

• Chamber of Commerce 
disagreed with DOJ

No action 
taken on S. 

2041

S. 386, Fraud 
Enforcement and 
Recovery Act 
introduced
• No changes to damages 

language

S.386
became 

law in May 
2009
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TRENDS IN FCA DAMAGES

•United States v. Bornstein, 96 S.Ct. 523 (1976)
•United States ex rel. Harrison v. Westinghouse Savannah River Co., 352 
F.3d 908 (4th Cir. 2003)

•United States v. Sci. Applications Int’l Corp., 626 F.3d 1257 (D.C. Cir. 
2010)

•United States v. United Techs. Corp., 782 F.3d 718 (6th Cir. 2015)

Benefit of the 
Bargain

•United States v. Acme Process Equip. Co., 87 S. Ct. 350 (1967)
•United States v. TDC Mgmt. Corp., 288 F.3d 421 (D.C. Cir. 2002)
•United States ex rel.  Longhi v. Lithium Power Techs., Inc., 575 F.3d 458 
(5th Cir. 2009)

Disgorgement or 
“Tainted” 

•United States v. Rogan, 517 F.3d 449 (7th Cir. 2008)
•United States v. Anchor Mortg. Corp., 711 F.3d 745 (7th Cir. 2013).

7th Circuit
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Jason Samuels,  
Senior Traffic Resource Prosecutor 
Prosecuting Attorneys’ Council of Georgia 

Biography 

Jason is a Senior Traffic Safety Resource Prosecutor for the 
Prosecuting Attorneys’ Council of Georgia. He provides training and 
support to prosecutors and peace officers in their work toward a safer 
Georgia through the fair enforcement of our traffic laws – especially 
DUI and Vehicular Homicide. He has been a Senior Assistant DA with 
the DeKalb County DA’s Office, an Assistant DA with the Cobb 
County DA’s Office, and an Assistant Solicitor-General with the 
Gwinnett County Solicitor’s Office. He has won convictions from 
juries in cases ranging from speeding to murder, and he is PAC’s 
representative to the Georgia  Attorney General’s Statewide Opioid 
Taskforce. 

Jason began his law enforcement career in 1990 as a police officer 
with the Los Angeles Police Department. He served the communities 
of Watts, Van Nuys, and Hollywood, and is a veteran of the 1992 LA 
riot. During his time in LA, he apprehended suspects for murder, rape, 
kidnapping, armed robbery, assault, burglary, child molestation, 
grand theft auto, weapons and narcotics possession, and DUI. 

He continued his career with the Alpharetta Police Department where 
he served as a field training officer and patrol sergeant. 

Jason earned his BA in Political Science from Purdue University and 
his Master of Public Administration and Juris Doctor degrees from 
the University of Georgia.   

Jason is an Eagle Scout and an Honorably-Discharged US Marine. 
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Kurt R. Erskine has served as the First Assistant United States Attorney for the 
Northern District of Georgia since 2015.  From March 2012 to January 2018, he 
was the Chief of the Public Corruption Section where he prosecuted and 
supervised cases involving allegations of state, local and federal corruption.  From 
2008 to 2011, Kurt supervised the prosecution of criminal healthcare cases as a 
Deputy Chief in the Economic Crimes Section.  From 2006 to 2008, Kurt was a 
Deputy Chief in the Narcotics and Money Laundering Section of the office.  He 
has been an Assistant United States Attorney since 2001, when he started in the 
Miami United States Attorney’s Office. 
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Vernon M. Keenan 
 
Director Vernon M. Keenan began his law enforcement career in 1972 as a uniform police 
officer with the DeKalb County Police Department.  In 1973, he became a Georgia Bureau of 
Investigation (GBI) Special Agent.  During his GBI career, he has been promoted to every sworn 
rank in the agency up to his appointment as GBI Director in January 2003.  GBI is the state 
investigative agency for Georgia, which is comprised of three divisions:  the Georgia Crime 
Information Center, the Investigative Division and the State Crime Laboratory.  Director Keenan 
is responsible for Georgia’s only fusion center. 
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Jim is the Assistant Director for the Georgia Medicaid Fraud Control Unit, a division of the Georgia 
Attorney General’s Office. For the past five years, Jim has represented the State in both civil and criminal 
matters involving fraud, waste, and abuse committed against the Georgia Medicaid program. Prior to 
joining the AG’s Office, Jim was in private practice in Cobb County, GA. Jim attended UGA Law School and 
the University of Notre Dame for undergrad.”  
 
 

 

 

  
 

Jim Mooney 
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Office of Attorney General Chris Carr 
Medicaid Fraud Division 
Tel: 404-656-5242 
JMooney@LAW.GA.GOV 
Georgia Department of Law  
200 Piedmont Avenue, SE 
19th Floor, West Tower 
Atlanta, Georgia 30334 
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CALCULATING TOTAL DAILY DOSE 
OF OPIOIDS FOR SAFER DOSAGE 

Higher Dosage, Higher Risk. 

Higher dosages of opioids are associated with higher risk of overdose and death—even relatively 
low dosages (20-50 morphine milligram equivalents (MME) per day) increase risk. Higher dosages 
haven’t been shown to reduce pain over the long term. One randomized trial found no difference 
in pain or function between a more liberal opioid dose escalation strategy (with average final 
dosage 52 MME) and maintenance of current dosage (average final dosage 40 MME). 

WHY IS IT IMPORTANT TO CALCULATE 
THE TOTAL DAILY DOSAGE OF OPIOIDS? 

Patients prescribed higher opioid dosages are at higher 

risk of overdose death. 

In a national sample of Veterans Health Administration (VHA) 
patients with chronic pain receiving opioids from 2004–2009, 
patients who died of opioid overdose were prescribed an average 
of 98 MME/day, while other patients were prescribed an average 
of 48 MME/day. 

Calculating the total daily dose of opioids helps identify 

patients who may benefit from closer monitoring, reduction or 

tapering of opioids, prescribing of naloxone, or other measures 

to reduce risk of overdose. 

50 MME/day: 

• 50 mg of hydrocodone (10 tablets of hydrocodone/ 
acetaminophen 5/300) 

• 33 mg of oxycodone (~2 tablets of oxycodone 
sustained-release 15 mg) 

• 12 mg of methadone ( <3 tablets of methadone 5 mg) 

90 MME/day: 

• 90 mg of hydrocodone (9 tablets of hydrocodone/ 
acetaminophen 10/325) 

• 60 mg of oxycodone (~2 tablets of oxycodone 
sustained-release 30 mg) 

• ~20 mg of methadone (4 tablets of methadone 5 mg) 

HOW MUCH IS 50 OR 90 MME/DAY FOR COMMONLY PRESCRIBED OPIOIDS? 

Dosages at or above 50 MME/day 
increase risks for overdose by at least 

the risk at 
<20 
MME/day. 

2x

LEARN MORE |  www.cdc.gov/drugoverdose/prescribing/guideline.html 
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HOW SHOULD THE TOTAL DAILY DOSE OF OPIOIDS BE CALCULATED? 

1 Calculating morphine milligram equivalents (MME)DETERMINE the total daily amount 
of each opioid the patient takes. 

OPIOID (doses in mg/day except where noted) CONVERSION FACTOR 

Codeine 0.15 

Fentanyl transdermal (in mcg/hr) 2.4 

Hydrocodone 1 

Hydromorphone 4 

Methadone 

1-20 mg/day 4 

21-40 mg/day 8 

41-60 mg/day 10 

 61-80 mg/day 12 

Morphine 1 

Oxycodone 1.5 

Oxymorphone 3 

These dose conversions are estimated and cannot account for 
all individual differences in genetics and pharmacokinetics. 

ADD them together. 3
2 CONVERT each to MMEs—multiply the dose for 

each opioid by the conversion factor. (see table) 

CAUTION: 

•  Do not use the calculated dose in MMEs to determine 
dosage for converting one opioid to another—the new 
opioid should be lower to avoid unintentional overdose 
caused by incomplete cross-tolerance and individual 
differences in opioid pharmacokinetics. Consult the 
medication label. 

USE EXTRA CAUTION: 

•  Methadone: the conversion factor increases at 
higher doses 

•  Fentanyl: dosed in mcg/hr instead of mg/day, and 
absorption is affected by heat and other factors 

HOW SHOULD PROVIDERS USE THE TOTAL 
DAILY OPIOID DOSE IN CLINICAL PRACTICE? 
• Use caution when prescribing opioids at any dosage and prescribe the lowest effective dose. he lowest effective dose. 

•  Use extra precautions when increasing to 50 MME per day* such as: 

- Monitor and assess pain and function more frequently. 

- Discuss reducing dose or tapering and discontinuing opioids 
if benefits do not outweigh harms. 

- Consider offering naloxone. 

•  Avoid or carefully justify increasing dosage to 90 MME/day.* 

* These dosage thresholds are based on overdose risk when opioids are prescribed for pain and should not guide dosing of medication-assisted 

treatment for opioid use disorder. 

LEARN MORE |  www.cdc.gov/drugoverdose/prescribing/guideline.html 
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FOR IMMEDIATE RELEASE:                                                    Contact: James Hallinan 
 
September 7, 2017                                                                              (505) 660-2216 
 

Attorney General Balderas Files Lawsuit Against Opioid 
Manufacturers and Distributors for Fueling the Opioid 

Epidemic that is Crippling New Mexico 
 
Albuquerque, NM - Attorney General Hector Balderas announced today that he has brought a lawsuit on 
behalf of the State of New Mexico against the country’s largest manufacturers and wholesale distributors of 
opioids, a crucial first step toward holding these companies responsible for flooding New Mexico’s 
communities with prescription opioids and fueling the opioid epidemic by putting profits over people. The State 
of New Mexico is filing suit against five of the largest manufacturers of prescription opioids and their related 
companies and against the country’s three largest wholesale drug distributors. The manufacturing companies 
pushed highly addictive, dangerous opioids, falsely representing to doctors that patients would only rarely 
succumb to drug addiction, while the distributors breached their legal duties to monitor, detect, investigate, 
refuse and report suspicious orders of prescription opioids. 
 
“New Mexico continues to endure the most catastrophic effects of the opioid crisis, all while major out of state 
corporations make billions in profits at the expense of our families and communities,” said Attorney General 
Hector Balderas. “This lawsuit is part of my office’s multi-pronged effort, Project OPEN, to combat the opioid 
crisis in New Mexico by holding drug manufacturers and distributors accountable, securing treatment resources, 
and increasing funding for law enforcement.” 
 
“I support Attorney General Balderas’ continued efforts to combat the opioid epidemic, particularly in Rio 
Arriba County,” Española Mayor Alice Lucero said. “Families in Española know all too well what the 
realities of this crisis look like and this action is much needed to stop the flood of these dangerous drugs into 
our community.” 
 
“As the District Attorney of communities with some of the highest opioid and heroin abuse rates in the country, 
I see the daily effects of this crisis in our own backyards,” said 1st Judicial District Attorney Marco Serna. 
“Attorney General Balderas’ efforts to combat this problem are part of a crucial statewide solution, and are the 
only way rural communities will be protected from this epidemic. I helped Attorney General Balderas launch 
Project OPEN earlier this year and I will continue to partner with his office to combat this crisis as one 
jurisdiction cannot do it alone.”   
 
“The Doña Ana County District Attorney’s Office supports Attorney General Balderas’ lawsuit and leadership 
on this important issue, and I look forward to hosting the next Project OPEN with the Attorney General in Las 
Cruces,” said 3rd Judicial District Attorney Mark D’Antonio. We must attack the opioid crisis that is 
ravaging our families and straining our law enforcement resources in Doña Ana County and across New 
Mexico.”  
 
Las Cruces Mayor Ken Miyagishima said, “The opioid crisis is spreading across New Mexico at an alarming 
rate and in Las Cruces we are working to get ahead of the epidemic by focusing on prevention and treatment. 
That is why I am proud to partner with Attorney General Balderas to host the next Project OPEN training in Las 
Cruces and to support his lawsuit seeking critical resources for New Mexico communities in this battle.” 
 
The lawsuit was filed in the First Judicial District Court in Santa Fe County. The lawsuit alleges, among 
numerous counts, that the drug manufacturers falsely and misleadingly downplayed the serious risk of addiction 
to prescription opioids and falsely touted the benefits of long-term opioid use, reversing the popular and 
medical understanding of opioids. The wholesale distributors, meanwhile, violated their duties by selling huge 
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quantities of opioids that were diverted from their lawful, medical purpose, thus causing an opioid and heroin 
addiction and overdose epidemic in the State of New Mexico. 
 
The opioid epidemic has grown worse as people addicted to prescription pills have-- thanks to heightened 
enforcement efforts--found them harder to come by. Very often, these individuals have turned to cheaper, illegal 
street drugs including heroin and fentanyl. The residents of New Mexico continue to bear the burden of the 
epidemic as the costs of health care, addiction treatment, education, and law enforcement have continued to rise.  
 
While deaths in New Mexico due to illicit drugs have remained steady during the past 10 years, deaths due to 
prescription drugs – particularly opioid pain relievers – have increased dramatically, nearly doubling between 
2000 and 2014. New Mexico’s death rate from drug overdose grew in lockstep with the increasing sale and 
distribution of opioid drugs by the manufacturers and wholesale distributors. The New Mexico Department of 
Health estimates that in 2007 alone prescription opioid abuse and misuse cost the State of New Mexico $890 
million for items such as excess medical and prescription costs, lost earnings from premature deaths and costs 
associated with correctional facilities and police services. 
 
Attorney General Balderas filed this lawsuit as part of the Office of the Attorney General’s Project OPEN: 
Opioid Prevention & Education Network. Through this targeted enforcement effort, the Office of the Attorney 
General works aggressively to bring civil enforcement actions against individuals and businesses who have 
harmed vulnerable New Mexican populations and New Mexican taxpayers.   
 
THE PROBLEM:  

         Since 2008, New Mexico has had one of the highest rates of drug overdose death in the United States.  
         On average, over 500 New Mexicans die annually of a drug overdose, and approximately 70% of those 

deaths resulted from either opioid pain relievers or heroin.   
         On average, that’s seven deaths a week resulting from either opioid pain relievers or heroin.  
         In Rio Arriba County and Mora County, overdose death rates were more than five times the national rate. 
         DOH reports that Naloxone was deployed by self-reporting individuals pursuant to the needle exchange 

program 850 times in 2014 and 790 times in 2015 in the State of New Mexico (otherwise resulting in 
overdose/wrongful deaths in the State of New Mexico). 

         Close to half of NM counties have a drug overdose death rate that is one and half times higher than the US 
rate.  

         New Mexico’s death rate from prescription drugs exceeds the statewide death rate from illicit drugs in more 
than half of the counties.  

         Over the last 14 years, we have seen overdose deaths caused by prescription opioids rise faster than deaths 
caused by heroin. 

         Drug overdose deaths and opioid-involved deaths continue to increase in the United States. The majority of 
drug overdose deaths (more than six out of ten) involve an opioid. Since 1999, the number of overdose deaths 
involving opioids (including prescription opioids and heroin) quadrupled. 

         From 2000 to 2015 more than half a million people died in the US from drug overdoses. 
         In New Mexico, Hispanic men had the highest drug overdose death rate with an average age of death of 45. 
         In Lincoln County, 92.6% of every 100 citizens has a prescription for opioids. 
         In over a third of NM counties, over 80% of every 100 citizens has a prescription for opioids. 
         Approximately 175,800 people in New Mexico are currently prescribed opioids. 
         More people use prescription opioids than tobacco. 
         In Rio Arriba County, 64 out of every 1000 babies born suffers from Neonatal Abstinence Syndrome--a 

condition caused when the child is exposed to addictive opioids while in the womb and is born addicted. That’s 
10 times the national average for this syndrome.  

         Drug overdose deaths as a leading cause of death has surpassed motor vehicle crash deaths in New 
Mexico.   
Please see attached for a copy of the complaint.  
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FIRST JUDICIAL DISTRICT COURT 
COUNTY OF SANTA FE 
STATE OF NEW MEXICO 
 
STATE OF NEW MEXICO, EX REL., 
HECTOR BALDERAS, ATTORNEY 
GENERAL, 
 
   Plaintiff, 
 
 vs. 
 
PURDUE PHARMA L.P.; PURDUE 
PHARMA, INC.; THE PURDUE 
FREDERICK COMPANY, INC.; TEVA 
PHARMACEUTICAL INDUSTRIES, 
LTD.; TEVA PHARMACEUTICALS 
USA, INC.; CEPHALON, INC.; 
JOHNSON & JOHNSON; JANSSEN 
PHARMACEUTICALS, INC.; ORTHO-
MCNEIL-JANSSEN 
PHARMACEUTICALS, INC. n/k/a 
JANSSEN PHARMACEUTICALS, INC.; 
JANSSEN PHARMACEUTICA INC. n/k/a 
JANSSEN PHARMACEUTICALS, INC.; 
ENDO HEALTH SOLUTIONS INC.; 
ENDO PHARMACEUTICALS, INC.; 
ALLERGAN PLC f/k/a ACTAVIS PLS; 
WATSON PHARMACEUTICALS, INC. 
n/k/a ACTAVIS, INC.; WATSON 
LABORATORIES, INC.; ACTAVIS LLC; 
ACTAVIS PHARMA, INC. f/k/a 
WATSON PHARMA, INC.; 
AMERISOURCEBERGEN DRUG 
CORPORATION; McKESSON 
CORPORATION; CARDINAL HEALTH 
INC.; CARDINAL HEALTH 105; 
CARDINAL HEALTH 108, LLC; 
CARDINAL HEALTH 110, LLC; 
CARDINAL HEALTH 200, LLC; 

  
 
 
NO. _________________________ 
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CARDINAL HEALTH 414, LLC; 
CARDINAL HEALTH PHARMACY 
SERVICES, LLC; and 
AMERISOURCEBERGEN DRUG 
CORPORATION, 
 
   Defendants. 

 
PLAINTIFF’S COMPLAINT FOR DAMAGES, 

RESTITUTION, AND CIVIL PENALTIES 

Plaintiff, the State of New Mexico, by Hector Balderas, Attorney General (the “State”), 

brings this Complaint against Defendants Purdue Pharma L.P.; Purdue Pharma, Inc.; The Purdue 

Frederick Company, Inc.; Teva Pharmaceutical Industries, LTD.; Teva Pharmaceuticals USA, 

Inc.; Cephalon, Inc.; Johnson & Johnson; Janssen Pharmaceuticals, Inc.; Ortho-McNeil-Janssen 

Pharmaceuticals, Inc. n/k/a Janssen Pharmaceuticals, Inc.; Janssen Pharmaceutica Inc. n/k/a 

Janssen Pharmaceuticals, Inc.; Endo Health Solutions Inc.; Endo Pharmaceuticals, Inc.; Allergan 

PLC f/k/a Actavis PLS; Watson Pharmaceuticals, Inc. n/k/a Actavis, Inc.; Watson Laboratories, 

Inc.; Actavis, LLC; Actavis Pharma, Inc. f/k/a Watson Pharma, Inc.; McKesson Corporation; 

Cardinal Health, Inc.; Cardinal Health 105, LLC; Cardinal Health 108, LLC; Cardinal Health 110, 

LLC; Cardinal Health 200, LLC; Cardinal Health 414, LLC; Cardinal Health Pharmacy Services, 

LLC; and AmerisourceBergen Drug Corporation (collectively “Defendants”) and alleges, upon 

information and belief, as follows: 

I. INTRODUCTION 

1. The State of New Mexico brings this civil action to eliminate the hazard to public 

health and safety caused by the opioid epidemic, to abate the nuisance in this State, and to recoup 

State monies that have been spent as a result of Defendants’ false, deceptive and unfair marketing 

and/or unlawful diversion of prescription opioids (hereinafter “opioids”). 
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2. Opioid analgesics are widely diverted and improperly used, and the widespread use 

of the drugs has resulted in a national epidemic of opioid overdose deaths and addictions.1  

3. Since 2008, New Mexico has had one of the highest rates of drug overdose death 

in the United States. Between 2008-2012, almost every county in New Mexico had a higher drug 

overdose death rate than the rate for the entire United States. In Rio Arriba County and Mora 

County, overdose death rates were more than five times the national rate:2 

                                                 
1 See Nora D. Volkow & A. Thomas McLellan, Opioid Abuse in Chronic Pain—Misconceptions 
and Mitigation Strategies,  374 N. Eng. J. Med. 1253 (2016). 
2 See Joanna G. Katzman et al, Rules and Values: A Coordinated Regulatory and Educational 
Approach to the Public Health Crises of Chronic Pain and Addiction, 104 Am. J. Pub. Health 
1356 (2014); Ctrs. for Disease Control and Prevention, Vital Signs: Overdoses of Prescription 
Opioid Pain Relievers—United States, 1999–2008, 60 Morbidity & Mortality Wkly. Rep. 1487 
(2011); Douglas C. McDonald at al., Geographic Variation in Opioid Prescribing in the U.S., 13 
J. Pain 988 (2012). 

Chapter 4 
15 of 197



 

4. The opioid epidemic is “directly related to the increasingly widespread misuse of 

powerful opioid pain medications.”3 

5. Hydrocodone is the most frequently prescribed opioid in the United States and is 

associated with more drug abuse and diversion than any other licit or illicit opioid. Its street names 

include Hydro, Norco, and Vikes. It is an orally active agent most frequently prescribed for the 

treatment of moderate to moderately severe pain. There are numerous brand and generic 

hydrocodone products marketed in the United States. The most frequently prescribed combination 

is hydrocodone and acetaminophen (for example, Vicodin®, Lorcet®, and Lortab®). Other 

examples of combination products include those containing aspirin (Lortab ASA®), ibuprofen 

(Vicoprofen®) and antihistamines (Hycomine®). Most often these drugs are abused by oral rather 

than intravenous administration.4  

6. Oxycodone is a semi-synthetic narcotic analgesic and historically has been a 

popular drug of abuse among the narcotic abusing population. Its street names include Hillbilly 

Heroin, Kicker, OC, Ox, Oxy, Perc, and Roxy. Oxycodone is marketed alone as OxyContin® in 

10, 20, 40 and 80 mg controlled-release tablets and other immediate-release capsules like 5 mg 

OxyIR®. It is also marketed in combination products with aspirin such as Percodan® or 

acetaminophen such as Roxicet®. Oxycodone is abused orally or intravenously. The tablets are 

crushed and sniffed or dissolved in water and injected. Others heat a tablet that has been placed on 

a piece of foil then inhale the vapors.5  

                                                 
3 See Robert M. Califf et al., A Proactive Response to Prescription Opioid Abuse, 374 N. Eng. J. 
Med. 1480 (2016). 
4 See Drug Enf’t Admin., Drug Fact Sheet: Hydrocodone (n.d.), 
https://www.dea.gov/druginfo/drug_data_sheets/Hydrocodone.pdf. 
5 See Drug Enf’t Admin., Drug Fact Sheet: Oxycodone (n.d.), 
https://www.dea.gov/druginfo/drug_data_sheets/Oxycodone.pdf. 
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7. The State brings this suit against the manufacturers of these highly addictive drugs. 

The manufacturers aggressively pushed highly addictive, dangerous opioids, falsely representing 

to doctors that patients would only rarely succumb to drug addiction. These pharmaceutical 

companies aggressively advertised to and persuaded doctors to prescribe highly addictive, 

dangerous opioids, turned patients into drug addicts for their own corporate profit.  

8. The State also brings this suit against the wholesale distributors of these highly 

addictive drugs, which breached their legal duties under inter alia the New Mexico Controlled 

Substances Act, NMSA 1978, Sections 30-31-1 to -41 (1972, as amended through 2015) and 

16.19.8.13 NMAC, to monitor, detect, investigate, refuse and report suspicious orders of 

prescription opiates. 

9. Defendants’ conduct has exacted, and foreseeably so, a financial burden on the 

State of New Mexico. Categories of past and continuing damages sustained by the State include: 

(1) money wrongfully paid for opioids through government-funded insurance; (2) costs for 

providing medical care, additional therapeutic, and prescription drug purchases, and other 

treatments for patients suffering from opioid-related addiction or disease, including overdoses and 

deaths; (3) costs for providing treatment, counseling, and rehabilitation services; (4) costs for 

providing treatment of infants born with opioid-related medical conditions; (5) costs for providing 

welfare for children whose parents suffer from opioid-related disability or incapacitation; and (6) 

costs associated with law enforcement and public safety relating to the opioid epidemic. 

10. The State brings this action exclusively under the law of the State of New Mexico. 

No federal claims are being asserted, and to the extent that any claim or factual assertion set forth 

herein may be construed to have stated any claim for relief arising under federal law, such claim 

is expressly and undeniably disavowed and disclaimed by the State. 
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11. Nor does the State bring this action on behalf of a class or any group of persons that 

can be construed as a class. The claims asserted herein are brought solely by the State and are 

wholly independent of any claims that individual users of opioids may have against Defendants. 

II. PARTIES 

A. Plaintiff 

12. The State of New Mexico is a body politic created by the Constitution and laws of 

the State; as such, it is not a citizen of any state. This action is brought by the State in its sovereign 

capacity by and through Hector Balderas, the Attorney General of the State of New Mexico. 

Attorney General Balderas is acting pursuant to his authority under, inter alia, NMSA 1978, 

Sections 8-5-1 to -17 (1933, as amended through 1999); the New Mexico Unfair Practices Act, 

NMSA 1978, Sections 57-12-1 to -26 (1967, as amended through 2009); the New Mexico 

Racketeering Act, NMSA 1978, Sections 30-42-1 to -6 (1980, as amended through 2015); New 

Mexico Medicaid Fraud Act, NMSA 1978, Sections 30-44-1 to -8 (1989, as amended through 

2004); the New Mexico Fraud Against Taxpayers Act, NMSA 1978, Sections 44-9-1 to -14 (2007, 

as amended through 2015); and NMSA 1978, Sections 30-8-1, 30-8-8 (1963). 

B. Defendants 

13. Plaintiff is informed and believes, and based thereupon alleges, that at all relevant 

times, each Defendant has occupied agency, employment, joint venture, or other relationships with 

each of the other named Defendants; that at all times herein mentioned each Defendant has acted 

within the course and scope of said agency, employment, joint venture, and/or other relationship; 

that each other Defendant has ratified, consented to, and approved the acts of its agents, employees, 

joint venturers, and representatives; and that each has actively participated in, aided and abetted, 

or assisted one another in the commission of the wrongdoing alleged in this Complaint. 

Chapter 4 
18 of 197



 

14. At all relevant times Defendants, and each of them, have engaged in the business 

of, or were successors in interest to, entities engaged in the business of researching, licensing, 

designing, formulating, developing, compounding, testing, manufacturing, producing, processing, 

assembling, inspecting, distributing, marketing, labeling, promoting, packaging, advertising, 

distributing, and/or selling the prescription opioid drugs to individuals and entities in the State of 

New Mexico, including the City and County of Santa Fe, State of New Mexico. 

15. At all relevant times, Defendants have sold and supplied opioid prescription drugs 

to individuals and entities located within every county of the State of New Mexico.  

1. Manufacturer Defendants 

16. The Manufacturer Defendants are defined below. At all relevant times, the 

Manufacturer Defendants have packaged, distributed, supplied, sold, placed into the stream of 

commerce, labeled, described, marketed, advertised, promoted and purported to warn or purported 

to inform prescribers and users regarding the benefits and risks associated with the use of the 

prescription opioid drugs. 

17. PURDUE PHARMA L.P. is a limited partnership organized under the laws of 

Delaware. PURDUE PHARMA INC. is a New York corporation with its principal place of 

business in Stamford, Connecticut, and THE PURDUE FREDERICK COMPANY is a Delaware 

corporation with its principal place of business in Stamford, Connecticut (collectively, “Purdue”).  

18. Purdue manufactures, promotes, sells, and distributes opioids such as OxyContin, 

MS Contin, Dilaudid/Dilaudid HP, Butrans, Hysingla ER, and Targiniq ER in the United States 

and New Mexico. OxyContin is Purdue’s best-selling opioid. Since 2009, Purdue’s annual 

nationwide sales of OxyContin have fluctuated between $2.47 billion and $2.99 billion, up four-

fold from its 2006 sales of $800 million. OxyContin constitutes roughly 30% of the entire market 

for analgesic drugs (painkillers). Sales of Purdue’s opioid drugs since the year 2000 have 
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accounted for at least $7.6 million in reimbursements paid through the New Mexico Medicaid 

Program.  

19. CEPHALON, INC. is a Delaware corporation with its principal place of business 

in Frazer, Pennsylvania. TEVA PHARMACEUTICAL INDUSTRIES, LTD. (“Teva Ltd.”) is an 

Israeli corporation with its principal place of business in Petah Tikva, Israel. In 2011, Teva Ltd. 

acquired Cephalon, Inc. TEVA PHARMACEUTICALS USA, INC. (“Teva USA”) is a wholly 

owned subsidiary of Teva Ltd. in Pennsylvania. Teva USA acquired Cephalon in October 2011. 

20. Cephalon, Inc. manufactures, promotes, sells, and distributes opioids such as Actiq 

and Fentora in the United States and New Mexico. Actiq has been approved by the FDA only for 

the “management of breakthrough cancer pain in patients 16 years and older with malignancies 

who are already receiving and who are tolerant to around-the-clock opioid therapy for the 

underlying persistent cancer pain.”6 Fentora has been approved by the FDA only for the 

“management of breakthrough pain in cancer patients 18 years of age and older who are already 

receiving and who are tolerant to around-the-clock opioid therapy for their underlying persistent 

cancer pain.”7 In 2008, Cephalon pled guilty to a criminal violation of the Federal Food, Drug and 

Cosmetic Act for its misleading promotion of Actiq and two other drugs, and agreed to pay $425 

million.8 

21. Teva Ltd., Teva USA, and Cephalon, Inc. work together closely to market and sell 

Cephalon products in the United States. Teva Ltd. conducts all sales and marketing activities for 

                                                 
6  Highlights of Prescribing Information, ACTIQ® (fentanyl citrate) oral transmucosal lozenge, 
CII (2009), https://www.accessdata.fda.gov/drugsatfda_docs/label/2009/020747s030lbl.pdf. 
7  Highlights of Prescribing Information, FENTORA® (fentanyl citrate) buccal tablet, CII 
(2011), https://www.accessdata.fda.gov/drugsatfda_docs/label/2012/021947s015lbl.pdf. 
8  Press Release, U.S. Dep’t of Justice, Biopharmaceutical Company, Cephalon, to Pay $425 
Million & Enter Plea to Resolve Allegations of Off-Label Marketing (Sept. 29, 2008), 
https://www.justice.gov/archive/opa/pr/2008/September/08-civ-860.html. 
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Cephalon in the United States through Teva USA and has done so since its October 2011 

acquisition of Cephalon. Teva Ltd. and Teva USA hold out Actiq and Fentora as Teva products to 

the public. Teva USA sells all former Cephalon branded products through its “specialty medicines” 

division. The FDA-approved prescribing information and medication guide, which is distributed 

with Cephalon opioids, discloses that the guide was submitted by Teva USA, and directs 

physicians to contact Teva USA to report adverse events. 

22. All of Cephalon’s promotional websites, including those for Actiq and Fentora, 

display Teva Ltd.’s logo.9 Teva Ltd.’s financial reports list Cephalon’s and Teva USA’s sales as 

its own, and its year-end report for 2012 – the year immediately following the Cephalon acquisition 

– attributed a 22% increase in its specialty medicine sales to “the inclusion of a full year of 

Cephalon’s specialty sales,” including inter alia sales of Fentora®.10 Through interrelated 

operations like these, Teva Ltd. operates in the United States through its subsidiaries Cephalon 

and Teva USA. The United States is the largest of Teva Ltd.’s global markets, representing 53% 

of its global revenue in 2015, and, were it not for the existence of Teva USA and Cephalon, Inc., 

Teva Ltd. would conduct those companies’ business in the United States itself. Upon information 

and belief, Teva Ltd. directs the business practices of Cephalon and Teva USA, and their profits 

inure to the benefit of Teva Ltd. as controlling shareholder. Teva Pharmaceutical Industries, Ltd., 

Teva Pharmaceuticals USA, Inc., and Cephalon, Inc. are referred to as “Cephalon.” 

23. JANSSEN PHARMACEUTICALS, INC. is a Pennsylvania corporation with its 

principal place of business in Titusville, New Jersey, and is a wholly owned subsidiary of 

                                                 
9  E.g., ACTIQ, http://www.actiq.com/ (displaying logo at bottom-left) (last visited Aug. 21, 
2017). 
10  Teva Ltd., Annual Report (Form 20-F) 62 (Feb. 12, 2013), 
http://annualreports.com/HostedData/AnnualReportArchive/t/NASDAQ_TEVA_2012.pdf.  
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JOHNSON & JOHNSON (J&J), a New Jersey corporation with its principal place of business in 

New Brunswick, New Jersey. ORTHO-MCNEIL-JANSSEN PHARMACEUTICALS, INC., now 

known as JANSSEN PHARMACEUTICALS, INC., is a Pennsylvania corporation with its 

principal place of business in Titusville, New Jersey. JANSSEN PHARMACEUTICA INC., now 

known as JANSSEN PHARMACEUTICALS, INC., is a Pennsylvania corporation with its 

principal place of business in Titusville, New Jersey. J&J is the only company that owns more than 

10% of Janssen Pharmaceuticals’ stock, and corresponds with the FDA regarding Janssen’s 

products. Upon information and belief, J&J controls the sale and development of Janssen 

Pharmaceuticals’ drugs and Janssen’s profits inure to J&J’s benefit. Janssen Pharmaceuticals, Inc., 

Ortho-McNeil-Janssen Pharmaceuticals, Inc., Janssen Pharmaceutica, Inc., and J&J are referred to 

as “Janssen.” 

24. Janssen manufactures, promotes, sells, and distributes drugs in the United States 

and New Mexico, including the opioid Duragesic (fentanyl). Before 2009, Duragesic accounted 

for at least $1 billion in annual sales. Until January 2015, Janssen developed, marketed, and sold 

the opioids Nucynta (tapentadol) and Nucynta ER. Together, Nucynta and Nucynta ER accounted 

for $172 million in sales in 2014. Since 2000, sales of Janssen’s opioid products have accounted 

for at least $3.7 million in reimbursements paid through the New Mexico Medicaid Program. 

25. ENDO HEALTH SOLUTIONS INC. is a Delaware corporation with its principal 

place of business in Malvern, Pennsylvania. ENDO PHARMACEUTICALS INC. is a wholly 

owned subsidiary of Endo Health Solutions Inc. and is a Delaware corporation with its principal 

place of business in Malvern, Pennsylvania. Endo Health Solutions Inc. and Endo Pharmaceuticals 

Inc. are referred to as “Endo.”  
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26. Endo develops, markets, and sells prescription drugs, including the opioids 

Opana/Opana ER, Percodan, Percocet, and Zydone, in the United States and New Mexico. Opioids 

made up roughly $403 million of Endo’s overall revenues of $3 billion in 2012. Opana ER yielded 

$1.15 billion in revenue from 2010 and 2013, and it accounted for 10% of Endo’s total revenue in 

2012. Endo also manufactures and sells generic opioids such as oxycodone, oxymorphone, 

hydromorphone, and hydrocodone products in the United States and New Mexico, by itself and 

through its subsidiary, Qualitest Pharmaceuticals, Inc. Since 2000, sales of Endo’s opioid products 

have accounted for at least $1.7 million in reimbursements paid through the New Mexico Medicaid 

Program. 

27. ALLERGAN PLC is a public limited company incorporated in Ireland with its 

principal place of business in Dublin, Ireland. ACTAVIS PLC acquired ALLERGAN PLC in 

March 2015, and the combined company changed its name to ALLERGAN PLC in January 2013. 

Before that, WATSON PHARMACEUTICALS, INC. acquired ACTAVIS, INC. in October 2012, 

and the combined company changed its name to Actavis, Inc. as of January 2013 and then 

ACTAVIS PLC in October 2013. WATSON LABORATORIES, INC. is a Nevada corporation 

with its principal place of business in Corona, California, and is a wholly-owned subsidiary of 

ALLERGAN PLC (f/k/a Actavis, Inc., f/k/a Watson Pharmaceuticals, Inc.). ACTAVIS 

PHARMA, INC. (f/k/a Actavis, Inc.) is registered to do business with the New Mexico Secretary 

of State as a Delaware corporation with its principal place of business in New Jersey and was 

formerly known as WATSON PHARMA, INC. ACTAVIS LLC is a Delaware limited liability 

company with its principal place of business in Parsippany, New Jersey. Each of these defendants 

is owned by ALLERGAN PLC, which uses them to market and sell its drugs in the United States. 

Upon information and belief, ALLERGAN PLC exercises control over these marketing and sales 
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efforts and profits from the sale of Allergan/Actavis products ultimately inure to its benefit. 

ALLERGAN PLC, ACTAVIS PLC, ACTAVIS, Inc., Actavis LLC, Actavis Pharma, Inc., Watson 

Pharmaceuticals, Inc., Watson Pharma, Inc., and Watson Laboratories, Inc. are referred to as 

“Actavis.” 

28. Actavis manufactures, promotes, sells, and distributes opioids, including the 

branded drugs Kadian and Norco, a generic version of Kadian, and generic versions of Duragesic 

and Opana, in the United States and New Mexico. Actavis acquired the rights to Kadian from King 

Pharmaceuticals, Inc. on December 30, 2008, and began marketing Kadian in 2009. Sales of 

Actavis’s opioid products have accounted for at least $9.7 million in reimbursements through the 

New Mexico Medicaid Program. 

2. Distributor Defendants 

29. The Distributor Defendants also are defined below. At all relevant times, the 

Distributor Defendants have distributed, supplied, sold, and placed into the stream of commerce 

the prescription drug opioids, without fulfilling their fundamental duty of wholesale drug 

distributors to detect and warn of diversion of dangerous drugs for non-medical purposes. 

30. McKESSON CORPORATION, operated as a licensed pharmacy wholesaler in the 

State of New Mexico and is and was at all relevant times registered with the New Mexico Secretary 

of State as a Delaware corporation with its principal office located in San Francisco, California. 

31. CARDINAL HEALTH, INC. and its subsidiaries CARDINAL HEALTH 105, 

LLC; CARDINAL HEALTH 108, LLC; CARDINAL HEALTH 110, LLC; CARDINAL 

HEALTH 200, LLC; CARDINAL HEALTH 414, LLC; and CARDINAL HEALTH 

PHARMACY SERVICES, LLC; operated as licensed pharmacy wholesalers in the State of New 

Mexico and will be referred to collectively herein as “Cardinal Health.”  
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32. Cardinal Health, Inc. is an Ohio corporation with its principal place of business in 

Dublin, Ohio.  

33. Cardinal Health 105, LLC is an Ohio corporation with its principal place of 

business in Dublin, Ohio. 

34. Cardinal Health 108, LLC is a Tennessee corporation with its principal place of 

business in Dublin, Ohio. 

35. Cardinal Health 110, LLC is and was at all relevant times registered to do business 

with the New Mexico Secretary of State as a Delaware corporation with its principal place of 

business in Dublin, Ohio. 

36. Cardinal Health 200, LLC is and was at all relevant times registered to do business 

with the New Mexico Secretary of State as a Delaware corporation with its principal place of 

business in Dublin, Ohio. 

37. Cardinal Health 414, LLC is and was at all relevant times registered to do business 

with the New Mexico Secretary of State as a Delaware corporation with its principal place of 

business in Dublin, Ohio. 

38. Cardinal Health Pharmacy Services, LLC is and was at all relevant times registered 

to do business with the New Mexico Secretary of State as a Delaware corporation with its principal 

place of business in Dublin, Ohio. 

39. AMERISOURCEBERGEN DRUG CORPORATION, at all relevant times, 

operated as a licensed pharmacy wholesaler in the State of New Mexico and is and was registered 

to do business with the New Mexico Secretary of State as a Delaware corporation with its principal 

place of business in Chesterbrook, Pennsylvania.  
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III. JURISDICTION & VENUE 

40. Subject matter jurisdiction for this case is conferred upon this Court pursuant to, 

inter alia, Article VI, Section 13 of the New Mexico Constitution.  

41. This Court has personal jurisdiction over Defendants because Defendants do 

business in New Mexico and/or have the requisite minimum contacts with New Mexico necessary 

to constitutionally permit the Court to exercise jurisdiction with such jurisdiction also within the 

contemplation of the New Mexico “long arm” statute, NMSA 1978, Section 38-1-16 (1971). 

42. The instant Complaint does not confer diversity jurisdiction upon the federal courts 

pursuant to 28 U.S.C. § 1332, as the State is not a citizen of any state and this action is not subject 

to the jurisdiction of the Class Action Fairness Act of 2005. Likewise, federal question subject 

matter jurisdiction pursuant to 28 U.S.C. § 1331 is not invoked by the Complaint, as it sets forth 

herein exclusively viable state law claims against Defendants. Nowhere herein does Plaintiff plead, 

expressly or implicitly, any cause of action or request any remedy that arises under federal law. 

The issues presented in the allegations of this Complaint do not implicate any substantial federal 

issues and do not turn on the necessary interpretation of federal law. No federal issue is important 

to the federal system as a whole under the criteria set by the Supreme Court in Gunn v. Minton, 

568 U.S. 251 (2013) (e.g., federal tax collection seizures, federal government bonds).  Specifically, 

the causes of action asserted, and the remedies sought herein, are founded upon the positive 

statutory, common, and decisional laws of New Mexico. Further, the assertion of federal 

jurisdiction over the claims made herein would improperly disturb the congressionally approved 

balance of federal and state responsibilities. Accordingly, any exercise of federal jurisdiction is 

without basis in law or fact. 

43. In this complaint, Plaintiff cites federal statutes and regulations. Plaintiff does so to 

state the duty owed under New Mexico tort law, not to allege an independent federal cause of 
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action and not to allege any substantial federal question under Gunn v. Minton. “Generally, a 

negligence claim requires the existence of a duty from a defendant to a plaintiff, breach of that 

duty, which is typically based upon a standard of reasonable care, and the breach being a proximate 

cause and cause in fact of the plaintiff's damages.” Herrera v. Quality Pontiac, 2003-NMSC-018, 

¶ 6, 134 N.M. 43, 73 P.3d 181. With regard to the specifics of that duty, “[p]olicy determines 

duty.” Torres v. State, 1995-NMSC-025, ¶ 9, 119 N.M. 609, 894 P.2d 386; see also Calkins v. Cox 

Estates, 1990-NMSC-044, ¶ 5, 110 N.M. 59, 792 P.2d 36 (stating that the question of duty “must 

be decided as a matter of law by the judge, using established legal policy”). That is, “[t]he existence 

of a tort duty is a policy question that is answered by reference to legal precedent, statutes, and 

other principles of law.” Herrera, 2003-NMSC-018, ¶ 7 (internal citations omitted). To be clear, 

Plaintiff cites federal statutes and federal regulations for the sole purpose of stating the duty owed 

under New Mexico law to the citizens of New Mexico. Thus, the removal of this complaint based 

on an imagined federal cause of action or substantial question is sanctionable. 

44. Venue is proper in this Court pursuant to NMSA 1978, Section 38-3-1 (1988), 

because the Office of the Attorney General and the seat of the State Government are situated in 

the City and County of Santa Fe, State of New Mexico, and the claims for relief asserted herein 

arose in large part in the City and County of Santa Fe, State of New Mexico. 

IV. FACTUAL BACKGROUND 

A. THE NATIONAL OPIOID EPIDEMIC 

45. The past two decades have been characterized by increasing abuse and diversion of 

prescription drugs, including opioid medications, in the United States.11  

                                                 
11 See Richard C. Dart et al, Trends in Opioid Analgesic Abuse and Mortality in the United 
States,  372 N. Eng. J. Med. 241 (2015. 

Chapter 4 
27 of 197



 

46. Prescription opioids became widely available in the mid-1990s. Between 1997 and 

2007, per capita purchases of methadone, hydrocodone and oxycodone increased 13-fold, 4-fold, 

and 9-fold respectively. By 2010, enough prescription opioids were sold to medicate every adult 

in the United States with a dose of 5 milligrams of hydrocodone every 4 hours for 1 month.12  

47. By 2011, the U.S. Department of Health and Human Resources, Centers for Disease 

Control and Prevention, declared prescription painkiller overdoses at epidemic levels. The News 

Release noted:  

■ The death toll from overdoses of prescription painkillers has 
more than tripled in the past decade. 
 
■ More than 40 people die every day from overdoses involving 
narcotic pain relievers like hydrocodone (Vicodin), methadone, 
oxycodone (OxyContin), and oxymorphone (Opana).  
 
■ Overdoses involving prescription painkillers are at epidemic 
levels and now kill more Americans than heroin and cocaine 
combined. 
 
■ The increased use of prescription painkillers for nonmedical 
reasons, along with growing sales, has contributed to a large number 
of overdoses and deaths. In 2010, 1 in every 20 people in the United 
States age 12 and older—a total of 12 million people—reported 
using prescription painkillers non-medically according to the 
National Survey on Drug Use and Health. Based on the data from 
the Drug Enforcement Administration, sales of these drugs to 
pharmacies and health care providers have increased by more than 
300 percent since 1999. 
 
■ Prescription drug abuse is a silent epidemic that is stealing 
thousands of lives and tearing apart communities and families across 
America. 
 

                                                 
12 Katherine M. Keyes at al., Understanding the Rural-Urban Differences in Nonmedical 
Prescription Opioid Use and Abuse in the United States, 104 Am. J. Pub. Health e52 (2014). 
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■ Almost 5,500 people start to misuse prescription painkillers 
every day.13 

48. The number of annual opioid prescriptions written in the United States is now 

roughly equal to the number of adults in the population.14  

49. Many Americans are now addicted to prescription opioids, and the number of 

deaths due to prescription opioid overdose is unacceptable. In 2014 there were almost 19,000 

overdose deaths in the United States associated with prescription opioids.15  

50. Moreover, the CDC has identified addiction to prescription pain medication as the 

strongest risk factor for heroin addiction. People who are addicted to prescription opioid painkillers 

are forty times more likely to be addicted to heroin.16  

51. Heroin is pharmacologically similar to prescription opioids. The majority of current 

heroin users report having used prescription opioids non-medically before they initiated heroin 

use. Available data indicates that the nonmedical use of prescription opioids is a strong risk factor 

for heroin use.17  

52. The CDC reports that drug overdose deaths involving heroin continued to climb 

sharply, with heroin overdoses more than tripling in 4 years. This increase mirrors large increases 

in heroin use across the country and has been shown to be closely tied to opioid pain reliever 

misuse and dependence. Past misuse of prescription opioids is the strongest risk factor for heroin 

                                                 
13 See Press Release, Ctrs. for Disease Control and Prevention, U.S. Dep’t of Health and Human 
Servs., Prescription Painkiller Overdoses at Epidemic Levels (Nov. 1, 2011), 
https://www.cdc.gov/media/releases/2011/p1101_flu_pain_killer_overdose.html. 
14 See Califf et al., supra note 3. 
15 See id. 
16 See Ctrs. for Disease Control and Prevention, U.S. Dep’t of Health and Human Servs., Today’s 
Heroin Epidemic, https://www.cdc.gov/vitalsigns/heroin/index.html  (last updated July 7, 2015). 
17 See Wilson M. Compton, Relationship Between Nonmedical Prescription-Opioid Use and 
Heroin, 374 N. Eng. J. Med. 154 (2016). 
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initiation and use, specifically among persons who report past-year dependence or abuse. The 

increased availability of heroin, combined with its relatively low price (compared with diverted 

prescription opioids) and high purity appear to be major drivers of the upward trend in heroin use 

and overdose.18 

53. The societal costs of prescription drug abuse are “huge.”19 

54. The U.S. opioid epidemic is continuing, and drug overdose deaths nearly tripled 

during 1999–2014. Among 47,055 drug overdose deaths that occurred in 2014 in the United States, 

28,647 (60.9%) involved an opioid.20  

55. The rate of death from opioid overdose has quadrupled during the past 15 years in 

the United States. Nonfatal opioid overdoses that require medical care in a hospital or emergency 

department have increased by a factor of six in the past 15 years.21  

56. In 2016, the President of the United States declared an opioid and heroin 

epidemic.22  

57. The epidemic of prescription pain medication and heroin deaths is devastating 

families and communities across the country.23  

                                                 
18 See Rose A. Rudd et al., Increases in Drug and Opioid Overdose Deaths—United States, 
2000–2014, 64 Morbidity & Mortality Wkly. Rep. 1378 (2016). 
19 See Amicus Curiae Brief of Healthcare Distribution Management Association in Support of 
Appellant Cardinal Health, Inc., Cardinal Health, Inc. v. United States Dept. Justice, No. 12-
5061 (D.C. Cir. May 9, 2012), 2012 WL 1637016, at *10 [hereinafter Brief of HDMA]. 
20 See Rose A. Rudd et al., Increases in Drug and Opioid-Involved Overdose Deaths—United 
States, 2010–2015, 65 Morbidity & Mortality Wkly. Rep. 1445 (2016). 
21 See Volkow & McLellan, supra note 1. 
22 See Proclamation No. 9499, 81 Fed. Reg.  65,173 (Sept. 16, 2016) (proclaiming “Prescription 
Opioid and Heroin Epidemic Awareness Week”). 
23 See Presidential Memorandum – Addressing Prescription Drug Abuse and Heroin Use, 2015 
Daily Comp. Pres. Doc. 743 (Oct. 21, 2015), https://www.gpo.gov/fdsys/pkg/DCPD-
201500743/pdf/DCPD-201500743.pdf.  
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B. NEW MEXICO’S OPIOID EPIDEMIC 

58. New Mexico has been especially ravaged by the national opioid crisis. 

59. As reported by the New Mexico Department of Health, New Mexico’s drug 

overdose rate has been one of the highest in the nation for most of the last two decades, far 

outpacing the national average:  

Source: New Mexico Dep’t of Health, New Mexico Substance Abuse Epidemiology Profile Report: 
Substance Abuse Epidemiology Profile for Drug Overdose Deaths (2015), 
https://ibis.health.state.nm.us/report/saepi/summary/DrugOverdoseDth.html. 

 
60. While deaths in New 

Mexico due to illicit drugs have 

remained steady for more than a 

decade, deaths due to prescription 

drugs (particularly opioid pain 

relievers) have increased 

dramatically. The number of drug 

overdose deaths in New Mexico involving opioid pain relievers or heroin nearly doubled between 
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2000 and 2014, from 196 deaths in 2000 to 382 in 2014. The number of overdose deaths involving 

prescription drugs exceeded the number involving illicit drugs in 2006, and by 2012, outnumbered 

illicit drug overdose deaths by 60%. 

61. In 2014 alone, 547 New Mexicans died of a drug overdose, and 70% of those deaths 

(382) resulted from either opioid pain relievers or heroin.  Of those deaths, 60% (229) involved 

prescription opioids without heroin, and another 10% (38) involved both prescription opioids and 

heroin. 

62. New Mexico’s death rate from drug overdose grew dramatically in lockstep with 

Defendants’ increasing sale and distribution of opioid drugs: 

Source:  Haeyoun Park & Matthew Bloch, How the Epidemic of Drug Overdose Deaths Ripples Across
America, N.Y. Times, Jan. 18, 2016, https://www.nytimes.com/interactive/2016/01/07/us/drug-overdose-
deaths-in-the-us.html.  

63. In New Mexico, the proportion of youth overdosing from heroin increased more 

than fivefold from 2004 through 2011. In 2011, New Mexico high school students were 

significantly more likely to have tried heroin or injected an illegal drug than high schoolers 

nationwide.  And between 2002 and 2004 in Bernalillo County, youth between the ages of 18 and 
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25 sustained significantly higher rates of illicit use of prescription pain pills than individuals over 

age 25.24 

64. From 2000 through 2017, the New Mexico Medicaid Program spent at least $72.8 

million for opioid pain medications.25 

65. Based on the most current available data published by the New Mexico Prescription 

Monitoring Program, approximately 175,800 people in New Mexico are currently prescribed 

opioids.  

66. Data maintained by the Agency for Healthcare Research and Quality for 2008 

through 2014 document 27,450 in-patient hospital stays in New Mexico that are attributable to 

opioid-related hospital use. The annual rate of such stays per 100,000 population has continued to 

increase:   

                                                 
24 Brenna L Greenfield et al., Opioid Use in Albuquerque, New Mexico: A Needs Assessment of 
Recent Changes and Treatment Availability, Addiction Sci. & Clinical Prac. June 18, 2014, at 1. 
25 See Ctrs. for Medicare & Medicaid Servs, U.S. Dep’t of Health and Human Servs., State Drug 
Utilization Data, https://www.medicaid.gov/medicaid/prescription-drugs/state-drug-utilization-
data/index.html (last visited Aug. 21, 2017).  The State has not been able to identify all opioid 
drug reimbursements within this data set. 
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67. Between 2010 and 2015, the rate of opioid-overdose-related emergency department 

visits in New Mexico increased by almost 10%.26 

68. From 2002 to 2011, admissions for treatment of non-heroin opiate abuse more than 

tripled at New Mexico’s publicly-funded substance abuse treatment centers.27 Annual admissions 

reached an average of 97 in the period from 2000 through 2004, but more than doubled that number 

by 2005 (196 admissions) and rose to 427 admissions during 2011.28  

                                                 
26 New Mexico Dep’t of Health, New Mexico Substance Abuse Epidemiology Profile Report: 
Health Indicator Report of Drug Overdose Deaths (2017) at 37. 
27 See Substance Abuse and Mental Health Servs. Admin., U.S. Dep’t of Health and Human 
Servs., Treatment Episode Data Set (TEDS) 2002-2012, State Admissions to Substance Abuse 
Treatment Services 75 (2014), https://www.samhsa.gov/data/sites/default/files/2002-2012_TEDS 
_State/2002_2012_Treatment_Episode_Data_Set_State.pdf. 
28 See id.; Office of Applied Studies, Substance Abuse and Mental Health Servs. Admin., U.S. 
Dep’t of Health and Human Servs., Treatment Episode Data Set (TEDS) 1995-2005, National 
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69. The New Mexico Department of Health estimates that in 2007 alone prescription 

opioid abuse, and misuse cost New Mexico $890 million, taking into account costs such as excess 

medical and prescription costs, lost earnings from premature deaths, and the costs of correctional 

facility and police services.29 

C. THE MANUFACTURER DEFENDANTS’ FALSE, DECEPTIVE, AND UNFAIR 
MARKETING OF OPIOIDS 

70. The national opioid epidemic did not happen by accident. 

71. Before the 1990s, generally accepted standards of medical practice dictated that 

opioids should only be used short-term for acute pain, pain relating to recovery from surgery, or 

for cancer or palliative (end-of-life) care. Due to the lack of evidence that opioids improved 

patients’ ability to overcome pain and function, coupled with evidence of greater pain complaints 

as patients developed tolerance to opioids over time and the serious risk of addiction and other 

side effects, the use of opioids for chronic pain was discouraged or prohibited. As a result, doctors 

generally did not prescribe opioids for chronic pain. 

72. By the late 1990s, and continuing today, each Manufacturer Defendant began a 

marketing scheme designed to persuade doctors and patients that opioids can and should be used 

for chronic pain, resulting in opioid treatment for a far broader group of patients who are much 

more likely to become addicted and suffer other adverse effects from the long-term use of opioids. 

In connection with this scheme, each Manufacturer Defendant spent, and continues to spend, 

                                                 
Admissions to Substance Abuse Treatment Services 79 (2007), https://wwwdasis.samhsa.gov/ 
dasis2/teds_pubs/2006_teds_rpt.pdf. 
29 New Mexico Dep’t of Health, New Mexico Substance Abuse Epidemiology Profile Report: 
Health Indicator Report of Drug Overdose Deaths (2015), 
https://ibis.health.state.nm.us/indicator/view/DrugOverdoseDth.Year.NM_US.html. 
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millions of dollars on promotional activities and materials that falsely deny or trivialize the risks 

of opioids while overstating the benefits of using them for chronic pain. 

73. The Manufacturer Defendants made false and misleading claims, contrary to the 

language on their drugs’ labels, regarding the risks of using their drugs that: (1) downplayed the 

serious risk of addiction; (2) created and promoted the concept of “pseudoaddiction” when signs 

of actual addiction began appearing and advocated that the signs of addiction should be treated 

with more opioids; (3) exaggerated the effectiveness of screening tools to prevent addiction; (4) 

claimed that opioid dependence and withdrawal are easily managed; (5) denied the risks of higher 

opioid dosages; and (6) exaggerated the effectiveness of “abuse-deterrent” opioid formulations to 

prevent abuse and addiction. The Manufacturer Defendants also falsely touted the benefits of long-

term opioid use, including the supposed ability of opioids to improve function and quality of life, 

even though there was no scientifically reliable evidence to support the Manufacturer Defendants’ 

claims. 

74. The Manufacturer Defendants disseminated these common messages to reverse the 

popular and medical understanding of opioids and risks of opioid use. They disseminated these 

messages directly, through their sales representatives, in speaker groups led by physicians the 

Manufacturing Defendants recruited for their support of their marketing messages, and through 

unbranded marketing and industry-funded front groups.  

75. Defendants’ efforts were wildly successful. Opioids are now the most prescribed 

class of drugs. Globally, opioid sales generated $11 billion in revenue for drug companies in 2010 

alone; sales in the United States have exceeded $8 billion in revenue annually since 2009.30 In an 

                                                 
30 See Katherine Eban, Oxycontin: Purdue Pharma’s Painful Medicine, Fortune, Nov. 9, 2011, 
http://fortune.com/2011/11/09/oxycontin-purdue-pharmas-painful-medicine/; David Crow, 
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open letter to the nation’s physicians in August 2016, the then-U.S. Surgeon General expressly 

connected this “urgent health crisis” to “heavy marketing of opioids to doctors . . . [m]any of 

[whom] were even taught – incorrectly – that opioids are not addictive when prescribed for 

legitimate pain.”31 This epidemic has resulted in a flood of prescription opioids available for illicit 

use or sale (the supply), and a population of patients physically and psychologically dependent on 

them (the demand). And when those patients can no longer afford or legitimately obtain opioids, 

they often turn to the street to buy prescription opioids or even heroin. 

1. Each Manufacturer Defendant Used Multiple Avenues to Disseminate 
Their False and Deceptive Statements about Opioids 

76. The Manufacturer Defendants spread their false and deceptive statements by 

marketing their branded opioids directly to doctors and patients in New Mexico. Defendants also 

deployed seemingly unbiased and independent third parties that they controlled to spread their 

false and deceptive statements about the risks and benefits of opioids for the treatment of chronic 

pain throughout the State. 

77. The Manufacturer Defendants employed the same marketing plans and strategies 

and deployed the same messages in New Mexico as they did nationwide. Across the 

pharmaceutical industry, “core message” development is funded and overseen on a national basis 

by corporate headquarters. This comprehensive approach ensures that the Manufacturer 

Defendants’ messages are accurately and consistently delivered across marketing channels – 

including detailing visits, speaker events, and advertising – and in each sales territory. The 

                                                 
Drugmakers Hooked on $10bn Opioid Habit, Fin. Times, Aug. 10, 2016, https://www. 
ft.com/content/f6e989a8-5dac-11e6-bb77-a121aa8abd95. 
31 Letter from Vivek H. Murthy, U.S. Surgeon General (Aug. 2016), http://turnthetiderx.org/.  
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Manufacturer Defendants consider this high level of coordination and uniformity crucial to 

successfully marketing their drugs. 

78. The Manufacturer Defendants ensure marketing consistency nationwide through 

national and regional sales representative training; national training of local medical liaisons, the 

company employees who respond to physician inquiries; centralized speaker training; single sets 

of visual aids, speaker slide decks, and sales training materials; and nationally coordinated 

advertising. The Manufacturer Defendants’ sales representatives and physician speakers were 

required to stick to prescribed talking points, sales messages, and slide decks, and supervisors rode 

along with them periodically to both check on their performance and compliance. 

  a) Direct Marketing 

79. The Manufacturer Defendants’ direct marketing of opioids generally proceeded on 

two tracks. First, each Manufacturer Defendant conducted and continues to conduct advertising 

campaigns touting the purported benefits of their branded drugs. For example, upon information 

and belief, the Manufacturer Defendants spent more than $14 million on medical journal 

advertising of opioids in 2011, nearly triple what they spent in 2001. 

80. A number of the Manufacturer Defendants’ branded ads deceptively portrayed the 

benefits of opioids for chronic pain. For example, Endo distributed and made available on its 

website opana.com a pamphlet promoting Opana ER with photographs depicting patients with 

physically demanding jobs like construction worker, chef, and teacher, misleadingly implying that 

the drug would provide long-term pain-relief and functional improvement. Upon information and 

belief, Purdue also ran a series of ads, called “Pain vignettes,” for OxyContin in 2012 in medical 

journals. These ads featured chronic pain patients and recommended OxyContin for each. One ad 

Chapter 4 
38 of 197



 

described a “54-year-old writer with osteoarthritis of the hands” and implied that OxyContin would 

help the writer work more effectively.  

81. Second, each Manufacturer Defendant promoted the use of opioids for chronic pain 

through “detailers” – sales representatives who visited individual doctors and medical staff in their 

offices – and small-group speaker programs. The Manufacturer Defendants have not corrected this 

misinformation. Instead, each Defendant devoted massive resources to direct sales contacts with 

doctors. Upon information and belief, in 2014 alone, the Manufacturer Defendants spent $168 

million on detailing branded opioids to doctors, more than twice what they spent on detailing in 

2000. 

82. The Manufacturer Defendants’ detailing to doctors is effective. Numerous studies 

indicate that marketing impacts prescribing habits, with face-to-face detailing having the greatest 

influence. Even without such studies, the Manufacturer Defendants purchase, manipulate and 

analyze some of the most sophisticated data available in any industry, data available from IMS 

Health Holdings, Inc., to track, precisely, the rates of initial prescribing and renewal by individual 

doctor, which in turn allows them to target, tailor, and monitor the impact of their core messages. 

Thus, the Manufacturer Defendants know their detailing to doctors is effective. 

83. The Manufacturer Defendants’ detailers have been reprimanded for their deceptive 

promotions. In March 2010, for example, the FDA found that Actavis had been distributing 

promotional materials that “minimize[] the risks associated with Kadian and misleadingly 

suggest[] that Kadian is safer than has been demonstrated.”  Those materials in particular “fail to 
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reveal warnings regarding potentially fatal abuse of opioids, use by individuals other than the 

patient for whom the drug was prescribed.”32 

  b) Indirect Marketing 

84. The Manufacturer Defendants’ indirectly marketed their opioids using unbranded 

advertising, paid speakers and “key opinion leaders” (“KOLs”), and industry-funded organizations 

posing as neutral and credible professional societies and patient advocacy groups (referred to 

hereinafter as “Front Groups”). 

85. The Manufacturer Defendants deceptively marketed opioids in New Mexico 

through unbranded advertising – e.g., advertising that promotes opioid use generally but does not 

name a specific opioid. This advertising was ostensibly created and disseminated by independent 

third parties. But by funding, directing, reviewing, editing, and distributing this unbranded 

advertising, the Manufacturer Defendants controlled the deceptive messages disseminated by these 

third parties and acted in concert with them to falsely and misleadingly promote opioids for the 

treatment of chronic pain. Much as Defendants controlled the distribution of their “core messages” 

via their own detailers and speaker programs, the Manufacturer Defendants similarly controlled 

the distribution of these messages in scientific publications, treatment guidelines, Continuing 

Medical Education (“CME”) programs, and medical conferences and seminars. To this end, the 

Manufacturer Defendants used third-party public relations firms to help control those messages 

when they originated from third-parties. 

86. The Manufacturer Defendants marketed through third-party, unbranded advertising 

to avoid regulatory scrutiny because that advertising is not submitted to and typically is not 

                                                 
32 Letter from Thomas Abrams, Dir., Div. of Drug Mktg., Advert., & Commc’ns, U.S. Food & 
Drug Admin., to Doug Boothe, CEO, Actavis Elizabeth LLC (Feb. 18, 2010), 
http://www.fdanews.com/ext/resources/files/archives/a/ActavisElizabethLLC.pdf. 
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reviewed by the FDA. The Manufacturer Defendants also used third-party, unbranded advertising 

to give the false appearance that the deceptive messages came from an independent and objective 

source. Like the tobacco companies, the Manufacturer Defendants used third parties that they 

funded, directed, and controlled to carry out and conceal their scheme to deceive doctors and 

patients about the risks and benefits of long term opioid use for chronic pain. 

87. Defendants also identified doctors to serve, for payment, on their speakers’ bureaus 

and to attend programs with speakers and meals paid for by Defendants. These speaker programs 

provided: (1) an incentive for doctors to prescribe a particular opioid (so they might be selected to 

promote the drug); (2) recognition and compensation for the doctors selected as speakers; and (3) 

an opportunity to promote the drug through the speaker to his or her peers. These speakers give 

the false impression that they are providing unbiased and medically accurate presentations when 

they are, in fact, presenting a script prepared by Defendants. On information and belief, these 

presentations conveyed misleading information, omitted material information, and failed to correct 

Defendants’ prior misrepresentations about the risks and benefits of opioids. 

88. Borrowing a page from Big Tobacco’s playbook, the Manufacturer Defendants 

worked through third parties they controlled by: (a) funding, assisting, encouraging, and directing 

doctors,  who served as KOLS, and (b) funding, assisting, directing, and encouraging seemingly 

neutral and credible Front Groups.  The Manufacturer Defendants then worked together with those 

KOLs and Front Groups to taint the sources that doctors and patients relied on for ostensibly 

“neutral” guidance, such as treatment guidelines, CME programs, medical conferences and 

seminars, and scientific articles. Thus, working individually and collectively, and through these 

Front Groups and KOLs, the Manufacturer Defendants persuaded doctors and patients that what 
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they have long known – that opioids are addictive drugs, unsafe in most circumstances for long-

term use – was untrue, and that the compassionate treatment of pain required opioids. 

89. In 2007, several States including New Mexico sued Purdue for engaging in unfair 

and deceptive practices in its marketing, promotion, and sale of OxyContin. New Mexico settled 

its claims under the New Mexico Unfair Practices Act for Purdue’s marketing practices prior to 

May 9, 2007, in a Consent Judgment that prohibited Purdue from making misrepresentations in 

the promotion and marketing of OxyContin in the future.33 By using indirect marketing strategies, 

however, Purdue intentionally circumvented these restrictions. 

90. In New Mexico, for example, the Manufacturers used their indirect marketing 

tactics to persuade the New Mexico Medical Board to offer two hours of continuing medical credits 

to doctors who read a publication sponsored by Cephalon and Purdue, Responsible Opioid 

Prescribing (2007), which misrepresented to doctors the risk of addiction associated with opioid 

usage and encouraged prescription practices that have worsened the opioid epidemic. To obtain 

CME credits for reading this publication, New Mexico doctors were required to submit a statement 

to their state licensing authority promising to “try to adopt its principles into my medical or surgical 

practice.” 

91. Similarly, as a result of the Manufacturer Defendants indirect marketing efforts, the 

State of New Mexico publicized industry-generated opioid prescribing tools to New Mexico health 

care providers in the State’s 2011 “Clinical Guidelines on Prescribing Opioids for Treatment of 

                                                 
33 Stipulated Permanent Injunction and Final Judgment dated May 8, 2007, in State of New 
Mexico ex rel. Gary King v. Purdue Pharma L.P., et al., No. D101 CV-2007-01094 in the First 
Judicial District, County of Santa Fe, New Mexico. 
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Pain.”34  The State was unaware that those tools lacked a reliable scientific basis and would 

promote prescribing practices that worsened the opioid crisis in New Mexico. 

92. Pro-opioid doctors are one of the most important avenues that the Manufacturer 

Defendants use to spread their false and deceptive statements about the risks and benefits of long-

term opioid use. The Manufacturer Defendants know that doctors rely heavily and less critically 

on their peers for guidance, and KOLs provide the false appearance of unbiased and reliable 

support for chronic opioid therapy. For example, the State of New York found in its settlement 

with Purdue that the Purdue website “In the Face of Pain” failed to disclose that doctors who 

provided testimonials on the site were paid by Purdue and concluded that Purdue’s failure to 

disclose these financial connections potentially misled consumers regarding the objectivity of the 

testimonials. 

93. Defendants utilized many KOLs, including many of the same ones. 

94. Dr. Russell Portenoy, former Chairman of the Department of Pain Medicine and 

Palliative Care at Beth Israel Medical Center in New York, is one example of a KOL whom 

Defendants identified and promoted to further their marketing campaign. Dr. Portenoy received 

research support, consulting fees, and honoraria from Cephalon, Endo, Janssen, and Purdue 

(among others), and was a paid consultant to Cephalon and Purdue. Dr. Portenoy was instrumental 

in opening the door for the regular use of opioids to treat chronic pain. He served on the American 

Pain Society (“APS”) / American Academy of Pain Medicine (“AAPM”) Guidelines Committees, 

which endorsed the use of opioids to treat chronic pain, first in 1996 and again in 2009. He was 

                                                 
34 New Mexico Dep’t of Health, New Mexico Clinical Guidelines on Prescribing Opioids for 
Treatment of Pain (2011), https://nmhealth.org/publication/view/general/271/. 
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also a member of the board of the American Pain Foundation (“APF”), an advocacy organization 

almost entirely funded by the Manufacturer Defendants. 

95. Dr. Portenoy also made frequent media appearances promoting opioids and 

spreading misrepresentations, such as his claim that “the likelihood that the treatment of pain using 

an opioid drug which is prescribed by a doctor will lead to addiction is extremely low.” He 

appeared on Good Morning America in 2010 to discuss the use of opioids long-term to treat 

chronic pain. On this widely-watched program, broadcast in New Mexico and across the country, 

Dr. Portenoy claimed: “Addiction, when treating pain, is distinctly uncommon. If a person does 

not have a history, a personal history, of substance abuse, and does not have a history in the family 

of substance abuse, and does not have a very major psychiatric disorder, most doctors can feel 

very assured that that person is not going to become addicted.”35  

96. To his credit, Dr. Portenoy later admitted that he “gave innumerable lectures in the 

late 1980s and ‘90s about addiction that weren’t true.” These lectures falsely claimed that fewer 

than 1% of patients would become addicted to opioids. According to Dr. Portenoy, because the 

primary goal was to “destigmatize” opioids, he and other doctors promoting them overstated their 

benefits and glossed over their risks. Dr. Portenoy also conceded that “[d]ata about the 

effectiveness of opioids does not exist.”36 Portenoy candidly stated: “Did I teach about pain 

management, specifically about opioid therapy, in a way that reflects misinformation? Well, . . . I 

guess I did.”37  

                                                 
35 Good Morning America (ABC television broadcast Aug. 30, 2010). 
36 Thomas Catan & Evan Perez, A Pain-Drug Champion Has Second Thoughts, Wall St. J., Dec. 
17, 2012, https://www.wsj.com/articles/SB10001424127887324478304578173342657044604.  
37  Id. 
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97. Another KOL, Dr. Lynn Webster, was the co-founder and Chief Medical Director 

of Lifetree Clinical Research, an otherwise unknown pain clinic in Salt Lake City, Utah. Dr. 

Webster was President of American Academy of Pain Medicine (“AAPM”) in 2013. He is a Senior 

Editor of Pain Medicine, the same journal that published Endo special advertising supplements 

touting Opana ER. Dr. Webster was the author of numerous CMEs sponsored by Cephalon, Endo, 

and Purdue. At the same time, Dr. Webster was receiving significant funding from the 

Manufacturer Defendants (including nearly $2 million from Cephalon). 

98. During a portion of his time as a KOL, Dr. Webster was under investigation for 

overprescribing by the U.S. Department of Justice’s Drug Enforcement Agency, which raided his 

clinic in 2010. Although the investigation was closed without charges in 2014, more than 20 of 

Dr. Webster’s former patients at the Lifetree Clinic have died of opioid overdoses. 

99. Ironically, Dr. Webster created and promoted the Opioid Risk Tool, a five question, 

one-minute screening tool relying on patient self-reports that purportedly allows doctors to manage 

the risk that their patients will become addicted to or abuse opioids. The claimed ability to pre-sort 

patients likely to become addicted is an important tool in giving doctors confidence to prescribe 

opioids long-term, and for this reason, references to screening appear in various industry-supported 

guidelines. Versions of Dr. Webster’s Opioid Risk Tool appear on, or are linked to, websites run 

by Endo, Janssen, and Purdue.  Unaware of the flawed science and industry bias underlying this 

tool, the State of New Mexico publicized it to New Mexico Health Care Providers in the State’s 

2011 “Clinical Guidelines on Prescribing Opioids for Treatment of Pain.”38  

                                                 
38 New Mexico Dep’t of Health, New Mexico Clinical Guidelines on Prescribing Opioids for 
Treatment of Pain (2011), https://nmhealth.org/publication/view/general/271/. 
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100. In 2011, Dr. Webster presented, via webinar, a program sponsored by Purdue 

entitled “Managing Patient’s Opioid Use: Balancing the Need and the Risk.” Dr. Webster 

recommended use of risk screening tools, urine testing, and patient agreements as a way to prevent 

“overuse of prescriptions” and “overdose deaths.” This webinar was available to and was intended 

to reach New Mexico doctors.39 

101. Dr. Webster also was a leading proponent of the concept of “pseudoaddiction,” the 

notion that addictive behaviors should be seen not as warnings, but as indications of undertreated 

pain. In Dr. Webster’s description, the only way to differentiate the two was to increase a patient’s 

dose of opioids. As he and co-author Beth Dove wrote in their 2007 book Avoiding Opioid Abuse 

While Managing Pain—a book that is still available online—when faced with signs of aberrant 

behavior, increasing the dose “in most cases . . . should be the clinician’s first response.”40 Upon 

information and belief, Endo distributed this book to doctors. Years later, Dr. Webster reversed 

himself, acknowledging that “[pseudoaddiction] obviously became too much of an excuse to give 

patients more medication.”41  

102. The Manufacturer Defendants also entered into arrangements with seemingly 

unbiased and independent patient and professional organizations to promote opioids for the 

treatment of chronic pain. Under the direction and control of the Manufacturer Defendants, these 

“Front Groups” generated treatment guidelines, unbranded materials, and programs that favored 

                                                 
39 See Emerging Solutions in Pain, Managing Patient’s Opioid Use: Balancing the Need and the 
Risk, http://www.emergingsolutionsinpain.com/ce-education/opioid-
management?option=com_continued&view=frontmatter&Itemid=303&course=209 (last visited 
Aug. 22, 2017). 
40 Lynn Webster & Beth Dove, Avoiding Opioid Abuse While Managing Pain (2007). 
41 John Fauber, Painkiller Boom Fueled by Networking, Milwaukee Wisc. J. Sentinel, Feb. 18, 
2012, http://archive.jsonline.com/watchdog/watchdogreports/painkiller-boom-fueled-by-
networking-dp3p2rn-139609053.html.  
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chronic opioid therapy. They also assisted the Manufacturer Defendants by responding to negative 

articles, by advocating against regulatory changes that would limit opioid prescribing in 

accordance with the scientific evidence, and by conducting outreach to vulnerable patient 

populations targeted by the Manufacturer Defendants. 

103. These Front Groups depended on the Manufacturer Defendants for funding and, in 

some cases, for survival. The Manufacturer Defendants also exercised control over programs and 

materials created by these groups by collaborating on, editing, and approving their content, and by 

funding their dissemination. In doing so, the Manufacturer Defendants made sure that the Groups 

would generate only the messages that the Manufacturer Defendants wanted to distribute. Despite 

this, the Front Groups held themselves out as independent and serving the needs of their members 

– whether patients suffering from pain or doctors treating those patients. 

104. Defendants Cephalon, Endo, Janssen, and Purdue utilized many Front Groups, 

including many of the same ones. Several of the most prominent are described below, but there 

are many others, including the American Pain Society (“APS”), American Geriatrics Society 

(“AGS”), the Federation of State Medical Boards (“FSMB”), American Chronic Pain Association 

(“ACPA”), the Center for Practical Bioethics (“CPB”), the U.S. Pain Foundation (“USPF”) and 

Pain & Policy Studies Group (“PPSG”).42 

105. The most prominent of the Manufacturer Defendants’ Front Groups was the 

American Pain Foundation (“APF”), which, upon information and belief, received more than $10 

million in funding from opioid manufacturers from 2007 until it closed its doors in May 2012, 

                                                 
42 See generally, e.g., Letter from Sen. Ron Wyden, U.S. Senate Comm. on Fin., to Sec. Thomas 
E. Price, U.S. Dep’t of Health and Human Servs., (May 5, 2015), 
https://www.finance.senate.gov/imo/media/doc/050517%20Senator%20Wyden%20to%20Secret
ary%20Price%20re%20FDA%20Opioid%20Prescriber%20Working%20Group.pdf. 
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primarily from Endo and Purdue. APF issued education guides for patients, reporters, and 

policymakers that touted the benefits of opioids for chronic pain and trivialized their risks, 

particularly the risk of addiction. APF also launched a campaign to promote opioids for returning 

veterans, which has contributed to high rates of addiction and other adverse outcomes – including 

death – among returning soldiers. APF also engaged in a significant multimedia campaign – 

through radio, television and the internet – to educate patients about their “right” to pain treatment, 

namely opioids. All of the programs and materials were available nationally and were intended to 

reach citizens of New Mexico.  

106. In 2009 and 2010, more than 80% of APF’s operating budget came from 

pharmaceutical industry sources. Including industry grants for specific projects, APF received 

about $2.3 million from industry sources out of total income of about $2.85 million in 2009; its 

budget for 2010 projected receipts of roughly $2.9 million from drug companies, out of total 

income of about $3.5 million. By 2011, upon information and belief, APF was entirely dependent 

on incoming grants from defendants Purdue, Cephalon, Endo, and others to avoid using its line of 

credit. 

107. APF held itself out as an independent patient advocacy organization. It often 

engaged in grassroots lobbying against various legislative initiatives that might limit opioid 

prescribing, and thus the profitability of its sponsors. Upon information and belief, it was often 

called upon to provide “patient representatives” for the Manufacturer Defendants’ promotional 

activities, including for Purdue’s Partners Against Pain and Janssen’s Let’s Talk Pain. APF 

functioned largely as an advocate for the interests of the Manufacturer Defendants, not patients. 

Indeed, upon information and belief, as early as 2001, Purdue told APF that the basis of a grant 
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was Purdue’s desire to “strategically align its investments in nonprofit organizations that share 

[its] business interests.” 

108. The State is informed, and believes, that on several occasions, representatives of 

the Manufacturer Defendants, often at informal meetings at conferences, suggested activities and 

publications for APF to pursue. APF then submitted grant proposals seeking to fund these activities 

and publications, knowing that drug companies would support projects conceived as a result of 

these communications. 

109. The U.S. Senate Finance Committee began looking into APF in May 2012 to 

determine the links, financial and otherwise, between the organization and the manufacturers of 

opioid painkillers. The investigation caused considerable damage to APF’s credibility as an 

objective and neutral third party, and the Manufacturer Defendants stopped funding it. Within days 

of being targeted by Senate investigation, APF’s board voted to dissolve the organization “due to 

irreparable economic circumstances.” APF “cease[d] to exist, effective immediately.”43 

110. Another front group for the Manufacturer Defendants was the American Academy 

of Pain Medicine (“AAPM”). With the assistance, prompting, involvement, and funding of the 

Manufacturer Defendants, the AAPM issued purported treatment guidelines and sponsored and 

hosted medical education programs essential to the Manufacturer Defendants’ deceptive marketing 

of chronic opioid therapy. 

111. AAPM received substantial funding from opioid manufacturers. For example, 

AAPM maintained a corporate relations council, whose members paid $25,000 per year (on top of 

                                                 
43 Charles Ornstein & Tracy Weber, Senate Panel Investigates Drug Companies’ Ties to Pain 
Groups, Wash. Post, May 8, 2012, https://www.washingtonpost.com/national/health-
science/senate-panel-investigates-drug-companies-ties-to-pain-
groups/2012/05/08/gIQA2X4qBU_story.html. 
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other funding) to participate. The benefits included allowing members to present educational 

programs at off-site dinner symposia in connection with AAPM’s marquee event – its annual 

meeting held in Palm Springs, California, or other resort locations. AAPM describes the annual 

event as an “exclusive venue” for offering education programs to doctors. Membership in the 

corporate relations council also allows drug company executives and marketing staff to meet with 

AAPM executive committee members in small settings. Defendants Endo, Purdue, and Cephalon 

were members of the council and presented deceptive programs to doctors who attended this 

annual event. 

112. Upon information and belief, AAPM is viewed internally by Endo as “industry 

friendly,” with Endo advisors and speakers among its active members. Endo attended AAPM 

conferences, funded its CMEs, and distributed its publications. The conferences sponsored by 

AAPM heavily emphasized sessions on opioids – 37 out of roughly 40 at one conference alone. 

AAPM’s presidents have included top industry-supported KOLs Perry Fine and Lynn Webster. 

Dr. Webster was even elected president of AAPM while under a DEA investigation. 

113. The State is informed, and believes, that the Manufacturer Defendants were able to 

influence AAPM through both their significant and regular funding and the leadership of pro-

opioid KOLs within the organization. 

114. In 1996, AAPM and APS jointly issued a consensus statement, “The Use of Opioids 

for the Treatment of Chronic Pain,” which endorsed opioids to treat chronic pain and claimed that 

the risk of a patients’ addiction to opioids was low. Dr. Haddox, who co-authored the AAPM/APS 

statement, was a paid speaker for Purdue at the time. Dr. Portenoy was the sole consultant. The 
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consensus statement remained on AAPM’s website until 2011, and, upon information and belief, 

was taken down from AAPM’s website only after a doctor complained.44 

115. AAPM and APS issued their own guidelines in 2009 (“AAPM/APS Guidelines”) 

and continued to recommend the use of opioids to treat chronic pain.45 Treatment guidelines have 

been relied upon by doctors, especially the general practitioners and family doctors targeted by the 

Manufacturer Defendants. Treatment guidelines not only directly inform doctors’ prescribing 

practices, but are cited throughout the scientific literature and referenced by third-party payors in 

determining whether they should cover treatments for specific indications. Upon information and 

belief, pharmaceutical sales representatives employed by Endo, Actavis, and Purdue discussed 

treatment guidelines with doctors during individual sales visits. 

116. Fourteen of the 21 panel members who drafted the AAPM/APS Guidelines, 

including KOLs Dr. Portenoy and Dr. Perry Fine of the University of Utah, received support from 

Janssen, Cephalon, Endo, and Purdue. The 2009 Guidelines promote opioids as “safe and 

effective” for treating chronic pain, despite acknowledging limited evidence, and conclude that the 

risk of addiction is manageable for patients regardless of past abuse histories.46 One panel member, 

Dr. Joel Saper, Clinical Professor of Neurology at Michigan State University and founder of the 

Michigan Headache & Neurological Institute, resigned from the panel because of his concerns that 

the 2009 Guidelines were influenced by contributions that drug companies, including 

Manufacturer Defendants, made to the sponsoring organizations and committee members. These 

                                                 
44 The Use of Opioids for the Treatment of Chronic Pain: A Consensus Statement From the 
American Academy of Pain Medicine and the American Pain Society, 13 Clinical J. Pain 6 
(1997). 
45 Roger Chou et al., Clinical Guidelines for the Use of Chronic Opioid Therapy in Chronic Non-
Cancer Pain, 10 J. Pain 113 (2009). 
46 Id. 
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AAPM/APS Guidelines have been a particularly effective channel of deception and have 

influenced not only treating physicians, but also the body of scientific evidence on opioids; the 

Guidelines have been cited hundreds of times in academic literature, were disseminated in New 

Mexico during the relevant time period, are still available online, and were reprinted in the Journal 

of Pain. The Manufacturer Defendants widely referenced and promoted the 2009 Guidelines 

without disclosing the lack of evidence to support them or the Manufacturer Defendants financial 

support to members of the panel.  

117. The Manufacturer Defendants worked together, through Front Groups, to spread 

their deceptive messages about the risks and benefits of long-term opioid therapy. For example, 

Defendants combined their efforts through the Pain Care Forum (“PCF”), which began in 2004 as 

an APF project. PCF is comprised of representatives from opioid manufacturers (including 

Cephalon, Endo, Janssen, and Purdue) and various Front Groups, almost all of which received 

substantial funding from the Manufacturer Defendants. Among other projects, PCF worked to 

ensure that an FDA-mandated education project on opioids was not unacceptably negative and did 

not require mandatory participation by prescribers, which the Manufacturer Defendants 

determined would reduce prescribing. 

2. The Manufacturer Defendants’ Marketing Scheme Misrepresented the 
Risks and Benefits of Opioids. 

a) The Manufacturer Defendants embarked upon a campaign of false, 
deceptive, and unfair assurances grossly understating and misstating 
the dangerous addiction risks of the opioid drugs. 

118. To falsely assure physicians and patients that opioids are safe, the Manufacturer 

Defendants deceptively trivialized and failed to disclose the risks of long-term opioid use, 

particularly the risk of addiction, through a series of misrepresentations that have been 

conclusively debunked by the FDA and CDC. These misrepresentations – which are described 
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below – reinforced each other and created the dangerously misleading impression that: (1) starting 

patients on opioids was low risk because most patients would not become addicted, and because 

those at greatest risk for addiction could be identified and managed; (2) patients who displayed 

signs of addiction probably were not addicted and, in any event, could easily be weaned from the 

drugs; (3) the use of higher opioid doses, which many patients need to sustain pain relief as they 

develop tolerance to the drugs, do not pose special risks; and (4) abuse-deterrent opioids both 

prevent abuse and overdose and are inherently less addictive. The Manufacturer Defendants have 

not only failed to correct these misrepresentations, they continue to make them today. 

119. Opioid manufacturers, including Defendants Endo Pharmaceuticals, Inc. and 

Purdue Pharma L.P., have entered into settlement agreements with public entities that prohibit 

them from making many of the misrepresentations identified in this Complaint. Yet even 

afterward, each Manufacturer Defendant continued to misrepresent the risks and benefits of long-

term opioid use in New Mexico and continues to fail to correct its past misrepresentations. 

120. Some illustrative examples of the Manufacturer Defendants’ false, deceptive, and 

unfair claims about the purportedly low risk of addiction include: 

a. Actavis’s predecessor caused a patient education brochure, Managing Chronic 

Back Pain, to be distributed beginning in 2003 that admitted that opioid addiction 

is possible, but falsely claimed that it is “less likely if you have never had an 

addiction problem.” Based on Actavis’s acquisition of its predecessor’s marketing 

materials along with the rights to Kadian, the State is informed and believes that 

Actavis continued to use this brochure in 2009 and beyond. 

b. Cephalon and Purdue sponsored APF’s Treatment Options: A Guide for People 

Living with Pain (2007), which suggested that addiction is rare and limited to 
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extreme cases of unauthorized dose escalations, obtaining duplicative opioid 

prescriptions from multiple sources, or theft. This publication is still available 

online.47 

c. Endo sponsored a website, “PainKnowledge,” which, upon information and belief, 

claimed in 2009 that “[p]eople who take opioids as prescribed usually do not 

become addicted.” Upon information and belief, another Endo website, 

PainAction.com, stated “Did you know? Most chronic pain patients do not become 

addicted to the opioid medications that are prescribed for them.”  Endo also 

distributed an “Informed Consent” document on PainAction.com that misleadingly 

suggested that only people who “have problems with substance abuse and 

addiction” are likely to become addicted to opioid medications.  

d. Upon information and belief, Endo distributed a pamphlet with the Endo logo 

entitled Living with Someone with Chronic Pain, which stated that: “Most health 

care providers who treat people with pain agree that most people do not develop an 

addiction problem.” 

e. Janssen reviewed, edited, approved, and distributed a patient education guide 

entitled Finding Relief: Pain Management for Older Adults (2009), which 

described as “myth” the claim that opioids are addictive, and asserted as fact that 

“[m]any studies show that opioids are rarely addictive when used properly for the 

management of chronic pain.” 

                                                 
47 Am. Pain Found., Treatment Options: A Guide for People Living in Pain (2007) [hereinafter 
APF, Treatment Options], https://assets.documentcloud.org/documents/277605/apf-
treatmentoptions.pdf. 
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f. Janssen currently runs a website, Prescriberesponsibly.com (last updated July 2, 

2015), which claims that concerns about opioid addiction are “overestimated.” 

g. Purdue sponsored APF’s A Policymaker’s Guide to Understanding Pain & Its 

Management, which claims that less than 1% of children prescribed opioids will 

become addicted and that pain is undertreated due to “[m]isconceptions about 

opioid addiction.”48 

h. Upon information and belief, consistent with the Manufacturer Defendants’ 

published marketing materials, detailers for Purdue, Endo, Janssen, and Cephalon 

in New Mexico minimized or omitted any discussion with doctors of the risk of 

addiction; misrepresented the potential for abuse of opioids with purportedly abuse-

deterrent formulations; and routinely did not correct the misrepresentations noted 

above. 

i. Seeking to overturn the criminal conviction of a doctor for illegally prescribing 

opioids, the Manufacturer Defendants’ Front Groups APF and NFP argued in an 

amicus brief to the United States Fourth Circuit Court of Appeals that “patients 

rarely become addicted to prescribed opioids,” citing research by their KOL, Dr. 

Portenoy.49 

121. These claims are contrary to longstanding scientific evidence. A 2016 opioid-

prescription guideline issued by the CDC (the “2016 CDC Guideline”) explains that there is 

                                                 
48 Am. Pain Found., A Policymaker’s Guide to Understanding Pain and Its Management 6 
(2011) [hereinafter APF, Policymaker’s Guide], 
http://s3.documentcloud.org/documents/277603/apf-policymakers-guide.pdf. 
49 Brief of the American Pain Foundation, the National Pain Foundation, and the National 
Foundation for the Treatment of Pain in Support of Appellant and Reversal of the Conviction, 
United States v. Hurowitz, No. 05-4474 (4th Cir. Sept. 8, 2005) [hereinafter Brief of APF] at 9. 
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“[e]xtensive evidence” of the “possible harms of opioids (including opioid use disorder [an 

alternative term for opioid addiction], [and] overdose . . .).”50 . The 2016 CDC Guideline further 

explains that “[o]pioid pain medication use presents serious risks, including overdose and opioid 

use disorder” and that “continuing opioid therapy for 3 months substantially increases risk for 

opioid use disorder.”51. 

122. The FDA further exposed the falsity of Defendants’ claims about the low risk of 

addiction when it announced changes to the labels for extended-release and long-acting (“ER/LA”) 

opioids in 2013 and for immediate release (“IR”) opioids in 2016. In its announcements, the FDA 

found that “most opioid drugs have ‘high potential for abuse’” and that opioids “are associated 

with a substantial risk of misuse, abuse, NOWS [neonatal opioid withdrawal syndrome], addiction, 

overdose, and death.” According to the FDA, because of the “known serious risks” associated with 

long-term opioid use, including “risks of addiction, abuse, and misuse, even at recommended 

doses, and because of the greater risks of overdose and death,” opioids should be used only “in 

patients for whom alternative treatment options” like non-opioid drugs have failed.52 

123. The State of New York, in a 2016 settlement agreement with Endo, found that 

opioid “use disorders appear to be highly prevalent in chronic pain patients treated with opioids, 

                                                 
50 Deborah Dowell et al., CDC Guideline for Prescribing Opioids for Chronic Pain—United 
States, 2016, Morbidity & Mortality Wkly. Rep., Mar. 18, 2016, at 15 [hereinafter 2016 CDC 
Guideline], https://www.cdc.gov/mmwr/volumes/65/rr/rr6501e1.htm. 
51 Id. at 2, 25. 
52 Letter from Janet Woodcock, M.D., Dir., Ctr. For Drug Evaluation and Research, U.S. Food 
and Drug Admin., U.S. Dep’t of Health and Human Servs., to Andrew Koldny, M.D., President, 
Physicians for Responsible Opioid Prescribing (Sept. 10, 2013), 
https://www.regulations.gov/contentStreamer?documentId=FDA-2012-P-0818-
0793&attachmentNumber=1&contentType=pdf.; Letter from Janet Woodcock, M.D., Dir., Ctr. 
For Drug Evaluation and Research, U.S. Food and Drug Admin., U.S. Dep’t of Health and 
Human Servs., to Peter R. Mathers & Jennifer A. Davidson, Kleinfeld, Kaplan and Becker, LLP 
(Mar. 22, 2016), https://www.regulations.gov/contentStreamer?documentId=FDA-2014-P-0205-
0006&attachmentNumber=1&contentType=pdf. 
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with up to 40% of chronic pain patients treated in specialty and primary care outpatient centers 

meeting the clinical criteria for an opioid use disorder.”53 Endo had claimed on its www.opana.com 

website that “[m]ost healthcare providers who treat patients with pain agree that patients treated 

with prolonged opioid medicines usually do not become addicted,” but the State of New York 

found that Endo had no evidence for that statement. Consistent with this, Endo agreed not to “make 

statements that . . . opioids generally are non-addictive” or “that most patients who take opioids 

do not become addicted” in New York. Endo remains free, however, to make those statements in 

New Mexico. 

124. In addition to mischaracterizing the highly addictive nature of the drugs they were 

pushing, the Manufacturer Defendants also fostered a fundamental misunderstanding of the signs 

of addiction. Specifically, the Manufacturer Defendants misrepresented, to doctors and patients, 

that warning signs and/or symptoms of addiction were, instead, signs of undertreated pain (i.e. 

pseudoaddiction) – and instructed doctors to increase the opioid prescription dose for patients who 

were already in danger.  

125. To this end, one of Purdue’s employees, Dr. David Haddox, invented a 

phenomenon called “pseudoaddiction.” Upon information and belief, KOL Dr. Portenoy 

popularized the term. Examples of the false, misleading, deceptive, and unfair statements 

regarding pseudoaddiction include: 

a. Cephalon and Purdue sponsored Responsible Opioid Prescribing (2007), which 

taught that behaviors such as “requesting drugs by name,” “demanding or 

manipulative behavior,” seeing more than one doctor to obtain opioids, and 

                                                 
53 Assurance of Discontinuance, In re Endo Health Solutions Inc. and Endo Pharm. Inc. 
(Assurance No. 15-228), at 16, https://ag.ny.gov/pdfs/Endo_AOD_030116-Fully_Executed.pdf. 
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hoarding, are all signs of pseudoaddiction, rather than true addiction.54  The 2012 

edition, which remains available for sale online, continues to teach that 

pseudoaddiction is real.55 

b. Janssen sponsored, funded, and edited the Let’s Talk Pain website, which in 2009 

stated: “pseudoaddiction . . . refers to patient behaviors that may occur when pain 

is under-treated . . . . Pseudoaddiction is different from true addiction because such 

behaviors can be resolved with effective pain management.” 

c. Endo sponsored a National Initiative on Pain Control (“NIPC”) CME program in 

2009 entitled “Chronic Opioid Therapy: Understanding Risk While Maximizing 

Analgesia,” which, upon information and belief, promoted pseudoaddiction by 

teaching that a patient’s aberrant behavior was the result of untreated pain. The 

State is informed, and believes, that Endo substantially controlled NIPC by funding 

NIPC projects; developing, specifying, and reviewing content; and distributing 

NIPC materials. 

d. Purdue published a pamphlet in 2011 entitled Providing Relief, Preventing Abuse, 

which, upon information and belief, described pseudoaddiction as a concept that 

“emerged in the literature” to describe the inaccurate interpretation of [drug-

seeking behaviors] in patients who have pain that has not been effectively treated.” 

e. Upon information and belief, Purdue sponsored a CME program titled “Path of the 

Patient, Managing Chronic Pain in Younger Adults at Risk for Abuse”. In a role 

play, a chronic pain patient with a history of drug abuse tells his doctor that he is 

                                                 
54 Scott M. Fishman, M.D., Responsible Opioid Prescribing: A Physician’s Guide (2007) at 62. 
55 See Scott M. Fishman, M.D., Responsible Opioid Prescribing: A Physician’s Guide (2d ed. 
2012). 
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taking twice as many hydrocodone pills as directed. The narrator notes that because 

of pseudoaddiction, the doctor should not assume the patient is addicted even if he 

persistently asks for a specific drug, seems desperate, hoards medicine, or 

“overindulges in unapproved escalating doses.” The doctor treats this patient by 

prescribing a high-dose, long-acting opioid. 

126. In the 2016 CDC Guideline, the CDC rejects the validity of the pseudoaddiction 

fallacy invented by a Purdue employee as a reason to push more opioid drugs onto already addicted 

patients.  

127. In addition to misstating the addiction risk and inventing the pseudoaddiction 

falsehood, a third category of false, deceptive, and unfair practice is the Manufacturer Defendants’ 

false instructions that addiction risk screening tools, patient contracts, urine drug screens, and 

similar strategies allow them to reliably identify and safely prescribe opioids to patients 

predisposed to addiction. These misrepresentations were especially insidious because the 

Manufacturer Defendants aimed them at general practitioners and family doctors who lack the 

time and expertise to closely manage higher-risk patients on opioids. The Manufacturer 

Defendants’ misrepresentations made these doctors feel more comfortable prescribing opioids to 

their patients, and patients more comfortable starting on opioid therapy for chronic pain. 

Illustrative examples include: 

a. Endo paid for a 2007 supplement in the Journal of Family Practice written by a 

doctor who became a member of Endo’s speakers bureau in 2010. The supplement, 

entitled Pain Management Dilemmas in Primary Care: Use of Opioids, emphasized 

the effectiveness of screening tools, claiming that patients at high risk of addiction 
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could safely receive chronic opioid therapy using a “maximally structured 

approach” involving toxicology screens and pill counts. 

b. Purdue, upon information and belief, sponsored a 2011 webinar, Managing 

Patient’s Opioid Use: Balancing the Need and Risk, which claimed that screening 

tools, urine tests, and patient agreements prevent “overuse of prescriptions” and 

“overdose deaths.” 

c. As recently as 2015, upon information and belief, Purdue has represented in 

scientific conferences that “bad apple” patients – and not opioids – are the source 

of the addiction crisis and that once those “bad apples” are identified, doctors can 

safely prescribe opioids without causing addiction. 

128. The 2016 CDC Guideline confirms the falsity of these claims. The Guideline 

explains that there are no studies assessing the effectiveness of risk mitigation strategies “for 

improving outcomes related to overdose, addiction, abuse or misuse.”56 

129. A fourth category of deceptive messaging regarding dangerous opioids is the 

Manufacturing Defendants’ false assurances regarding the alleged ease of eliminating opioid 

dependence. The Manufacturer Defendants falsely claimed that opioid dependence can easily be 

addressed by tapering and that opioid withdrawal is not a problem, but they failed to disclose the 

increased difficulty of stopping opioids after long-term use. In truth, the 2016 CDC Guideline 

explains that the symptoms of opioid withdrawal include abdominal pain, vomiting, diarrhea, 

sweating, tremor, tachycardia, drug cravings, anxiety, insomnia, spontaneous abortion and 

premature labor in pregnant women.57. 

                                                 
56 Id. at 11. 
57 Id. at 26. 
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130. The Manufacturer Defendants nonetheless downplayed the severity of opioid 

detoxification. For example, upon information and belief, a CME sponsored by Endo, entitled 

Persistent Pain in the Older Adult, claimed that withdrawal symptoms can be avoided by tapering 

a patient’s opioid dose by 10%-20% for 10 days. And Purdue sponsored APF’s A Policymaker’s 

Guide to Understanding Pain & Its Management, which claimed that “[s]ymptoms of physical 

dependence can often be ameliorated by gradually decreasing the dose of medication during 

discontinuation” without mentioning any hardships that might occur.58  

131. A fifth category of false, deceptive, and unfair statements the Manufacturer 

Defendants made to sell more drugs is that opioid dosages could be increased indefinitely without 

added risk. The ability to escalate dosages was critical to Defendants’ efforts to market opioids for 

long-term use to treat chronic pain because, absent this misrepresentation, doctors would have 

abandoned treatment when patients built up tolerance and lower dosages did not provide pain 

relief. The Manufacturer Defendants’ deceptive claims include: 

a. Upon information and belief, Actavis’s predecessor created a patient brochure for 

Kadian in 2007 that stated, “Over time, your body may become tolerant of your 

current dose. You may require a dose adjustment to get the right amount of pain 

relief. This is not addiction.” Based on Actavis’s acquisition of its predecessor’s 

marketing materials along with the rights to Kadian, the State is informed and 

believes that Actavis continued to use these materials in 2009 and beyond. 

b. Cephalon and Purdue sponsored APF’s Treatment Options: A Guide for People 

Living with Pain (2007), which claims that some patients “need” a larger dose of 

an opioid, regardless of the dose currently prescribed. The guide stated that opioids 

                                                 
58 APF, Policymaker’s Guide, supra note 48, at 32. 
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have “no ceiling dose” and insinuated that they are therefore the most appropriate 

treatment for severe pain.59 This publication is still available online. 

c. Endo sponsored a website, “PainKnowledge,” which, upon information and belief, 

claimed in 2009 that opioid dosages may be increased until “you are on the right 

dose of medication for your pain.” 

d. Endo distributed a pamphlet edited by a KOL entitled Understanding Your Pain: 

Taking Oral Opioid Analgesics (2004 Endo Pharmaceuticals PM-0120). In Q&A 

format, it asked “If I take the opioid now, will it work later when I really need it?” 

The response is, “The dose can be increased. . . . You won’t ‘run out’ of pain 

relief.”60 

e. Janssen sponsored a patient education guide entitled Finding Relief: Pain 

Management for Older Adults (2009), which was distributed by its sales force. This 

guide listed dosage limitations as “disadvantages” of other pain medicines but 

omitted any discussion of risks of increased opioid dosages. 

f. Upon information and belief, Purdue’s In the Face of Pain website promoted the 

notion that if a patient’s doctor does not prescribe what, in the patient’s view, is a 

sufficient dosage of opioids, he or she should find another doctor who will. 

g. Purdue sponsored APF’s A Policymaker’s Guide to Understanding Pain & Its 

Management, which taught that dosage escalations are “sometimes necessary,” and 

                                                 
59 APF, Treatment Options, supra note 47, at 12. 
60 Margo McCaffery & Chris Pasero, Endo Pharm., Understanding Your Pain: Taking Oral 
Opioid Analgesics (Russell K Portenoy, M.D., ed., 2004). 
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that “the need for higher doses of medication is not necessarily indicative of 

addiction,” but inaccurately downplayed the risks from high opioid dosages.61 

h. In 2007, Purdue sponsored a CME entitled “Overview of Management Options” 

that was available for CME credit and available until at least 2012. The CME was 

edited by a KOL and taught that NSAIDs and other drugs, but not opioids, are 

unsafe at high dosages. 

i. Purdue presented a 2015 paper at the College on the Problems of Drug Dependence, 

“the oldest and largest organization in the US dedicated to advancing a scientific 

approach to substance use and addictive disorders,” challenging the correlation 

between opioid dosage and overdose.62 

j. Seeking to overturn the criminal conviction of a doctor for illegally prescribing 

opioids, the Manufacturer Defendants’ Front Groups APF and NFP argued in an 

amicus brief to the United States Fourth Circuit Court of Appeals that “there is no 

‘ceiling dose’” for opioids.63 

132. Once again, the 2016 CDC Guideline reveals that the Manufacturer Defendants’ 

representations regarding opioids were lacking in scientific evidence. The 2016 CDC Guideline 

clarifies that the “[b]enefits of high-dose opioids for chronic pain are not established” while the 

“risks for serious harms related to opioid therapy increase at higher opioid dosage.”64. More 

specifically, the CDC explains that “there is now an established body of scientific evidence 

                                                 
61 APF, Policymaker’s Guide, supra note 48, at 32. 
62 The College on Problems of Drug Dependence, About the College, http://cpdd.org (last visited 
Aug. 21, 2017). 
63 Brief of APF, supra note 49, at 9. 
64 2016 CDC Guideline, supra note 50, at 22–23. 
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showing that overdose risk is increased at higher opioid dosages.”65The CDC also states that there 

is an increased risk “for opioid use disorder, respiratory depression, and death at higher dosages.”66 

That is why the CDC advises doctors to “avoid increasing dosage” to above 90 morphine milligram 

equivalents per day.67  

133. Defendants’ deceptive marketing of the so-called abuse-deterrent properties of 

some of their opioids has created false impressions that these opioids can cure addiction and abuse. 

134. The Manufacturer Defendants made misleading claims about the ability of their so-

called abuse-deterrent opioid formulations to deter abuse. For example, Endo’s advertisements for 

the 2012 reformulation of Opana ER claimed that it was designed to be crush resistant, in a way 

that suggested it was more difficult to abuse. This claim was false. The FDA warned in a 2013 

letter that Opana ER Extended-Release Tablets’ “extended-release features can be compromised, 

causing the product to ‘dose dump,’ when subject to . . . forms of manipulation such as cutting, 

grinding, or chewing, followed by swallowing.”68 Also troubling, Opana ER can be prepared for 

snorting using commonly available methods and “readily prepared for injection.”69 The letter 

discussed “the troubling possibility that a higher (and rising) percentage of [Opana ER Extended-

Release Tablet] abuse is occurring via injection.”70 Endo’s own studies, which it failed to disclose, 

showed that Opana ER could still be ground and chewed. In June 2017, the FDA requested that 

Opana ER be removed from the market. 

                                                 
65 Id. at 23–24. 
66 Id. at 21. 
67 Id. at 16. 
68 Letter from Janet Woodcock, M.D., Dir., Ctr. For Drug Evaluation and Research, U.S. Food 
and Drug Admin., U.S. Dep’t of Health and Human Servs., to Robert Barto, Vice President, Reg. 
Affairs, Endo Pharm. Inc. (May 10, 2013), at 5. 
69 Id. at 6. 
70 Id. at 6 n.21. 
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b) The Manufacturer Defendants embarked upon a campaign of false, 
deceptive, and unfair assurances grossly overstating the benefits of the 
opioid drugs. 

135. To convince doctors and patients that opioids should be used to treat chronic pain, 

the Manufacturer Defendants also had to persuade them that there was a significant upside to long-

term opioid use. But as the CDC Guideline makes clear, “[n]o evidence shows a long-term benefit 

of opioids in pain and function versus no opioids for chronic pain with outcomes examined at least 

1 year later (with most placebo-controlled randomized trials ≤ 6 weeks in duration)” and that other 

treatments were more or equally beneficial and less harmful than long-term opioid use.71. The 

FDA, too, has recognized the lack of evidence to support long-term opioid use. Despite this, 

Defendants falsely and misleadingly touted the benefits of long-term opioid use and falsely and 

misleadingly suggested that these benefits were supported by scientific evidence. 

136. Some illustrative examples of the Manufacturer Defendants’ false claims are: 

a. Upon information and belief, Actavis distributed an advertisement claiming that the 

use of Kadian to treat chronic pain would allow patients to return to work, relieve 

“stress on your body and your mental health,” and help patients enjoy their lives. 

b. Endo distributed advertisements that claimed that the use of Opana ER for chronic 

pain would allow patients to perform demanding tasks like construction work or 

work as a chef and portrayed seemingly healthy, unimpaired subjects. 

c. Janssen sponsored and edited a patient education guide entitled Finding Relief: 

Pain Management for Older Adults (2009) – which states as “a fact” that “opioids 

may make it easier for people to live normally.” The guide lists expected functional 

                                                 
71 Id. at 15. 
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improvements from opioid use, including sleeping through the night, returning to 

work, recreation, sex, walking, and climbing stairs. 

d. Janssen promoted Ultracet for everyday chronic pain and distributed posters, for 

display in doctors’ offices, of presumed patients in active professions; the caption 

read, “Pain doesn’t fit into their schedules.” 

e. Upon information and belief, Purdue ran a series of advertisements for OxyContin 

in 2012 in medical journals entitled “Pain vignettes,” which were case studies 

featuring patients with pain conditions persisting over several months and 

recommending OxyContin for them. The ads implied that OxyContin improves 

patients’ function. 

f. Responsible Opioid Prescribing (2007), sponsored and distributed by Cephalon, 

Endo and Purdue, taught that relief of pain by opioids, by itself, improved patients’ 

function. 

g. Cephalon and Purdue sponsored APF’s Treatment Options: A Guide for People 

Living with Pain (2007), which counseled patients that opioids “give [pain patients] 

a quality of life we deserve.”72 This publication is still available online. 

h. Upon information and belief, Endo’s NIPC website “PainKnowledge” claimed in 

2009 that with opioids, “your level of function should improve; you may find you 

are now able to participate in activities of daily living, such as work and hobbies, 

that you were not able to enjoy when your pain was worse.” Elsewhere, the website 

touted improved quality of life (as well as “improved function”) as benefits of 

opioid therapy. The grant request that Endo approved for this project specifically 

                                                 
72 APF, Treatment Options, supra note 47. 
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indicated NIPC’s intent to make misleading claims about function, and Endo 

closely tracked visits to the site. 

i. Endo was the sole sponsor, through NIPC, of a series of CMEs entitled “Persistent 

Pain in the Older Patient.”73 Upon information and belief, a CME disseminated via 

webcast claimed that chronic opioid therapy has been “shown to reduce pain and 

improve depressive symptoms and cognitive functioning.”  

j. Janssen sponsored and funded a multimedia patient education campaign called 

“Let’s Talk Pain.” One feature of the campaign was to complain that patients were 

under-treated. Upon information and belief, in 2009, a Janssen-sponsored website, 

part of the “Let’s Talk Pain” campaign, featured an interview edited by Janssen 

claiming that opioids allowed a patient to “continue to function.”  

k. Purdue sponsored the development and distribution of APF’s A Policymaker’s 

Guide to Understanding Pain & Its Management, which claimed that “[m]ultiple 

clinical studies” have shown that opioids are effective in improving “[d]aily 

function,” “[p]sychological health,” and “[o]verall health-related quality of life for 

chronic pain.”74 The Policymaker’s Guide was originally published in 2011. 

l. Purdue’s, Cephalon’s, Endo’s, and Janssen’s sales representatives have conveyed 

and continue to convey the message that opioids will improve patient function. 

137. As the FDA and other agencies have made clear for years, these claims have no 

support in the scientific literature. 

                                                 
73 E.g., NIPC, Persistent Pain and the Older Patient (2007), 
https://www.painedu.org/Downloads/NIPC/Activities/B173_Providence_RI_%20Invite.pdf. 
74 APF, Policymaker’s Guide, supra note 48, at 29. 
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138. In 2010, the FDA warned Actavis, in response to its advertising of Kadian described 

above, that “we are not aware of substantial evidence or substantial clinical experience 

demonstrating that the magnitude of the effect of the drug [Kadian] has in alleviating pain, taken 

together with any drug-related side effects patients may experience . . . results in any overall 

positive impact on a patient’s work, physical and mental functioning, daily activities, or enjoyment 

of life.”75 And in 2008, upon information and belief, the FDA sent a warning letter to an opioid 

manufacturer, making it clear “that [the claim that] patients who are treated with the drug 

experience an improvement in their overall function, social function, and ability to perform daily 

activities . . . has not been demonstrated by substantial evidence or substantial clinical experience.” 

139. The Manufacturer Defendants also falsely and misleadingly emphasized or 

exaggerated the risks of competing products like NSAIDs, so that doctors and patients would look 

to opioids first for the treatment of chronic pain. Once again, these misrepresentations by the 

Manufacturer Defendants contravene pronouncements by and guidance from the FDA and CDC 

based on the scientific evidence. Indeed, the FDA changed the labels for ER/LA opioids in 2013 

and IR opioids in 2016 to state that opioids should only be used as a last resort “in patients for 

which alternative treatment options” like non-opioid drugs “are inadequate.” And the 2016 CDC 

Guideline states that NSAIDs, not opioids, should be the first-line treatment for chronic pain, 

particularly arthritis and lower back pain.76Purdue misleadingly promoted OxyContin as being 

unique among opioids in providing 12 continuous hours of pain relief with one dose. In fact, 

OxyContin does not last for 12 hours – a fact that Purdue has known at all times relevant to this 

action. Upon information and belief,  Purdue’s own research shows that OxyContin wears off in 

                                                 
75 Letter from Thomas Abrams to Doug Boothe, supra note 32. 
76 2016 CDC Guideline, supra note 50, at 12. 
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under six hours in one quarter of patients and in under 10 hours in more than half. This is because 

OxyContin tablets release approximately 40% of their active medicine immediately, after which 

release tapers. This triggers a powerful initial response, but provides little or no pain relief at the 

end of the dosing period, when less medicine is released. This phenomenon is known as “end of 

dose” failure, and the FDA found in 2008 that a “substantial proportion” of chronic pain patients 

taking OxyContin experience it. This not only renders Purdue’s promise of 12 hours of relief false 

and deceptive, it also makes OxyContin more dangerous because the declining pain relief patients 

experience toward the end of each dosing period drives them to take more OxyContin before the 

next dosing period begins, quickly increasing the amount of drug they are taking and spurring 

growing dependence. 

140. Purdue’s competitors were aware of this problem. For example, upon information 

and belief, Endo ran advertisements for Opana ER referring to “real” 12-hour dosing. 

Nevertheless, Purdue falsely promoted OxyContin as if it were effective for a full 12 hours. Upon 

information and belief, Purdue’s sales representatives continue to tell New Mexico doctors that 

OxyContin lasts a full 12 hours. 

141. Front Groups supported by Purdue likewise echoed these representations. For 

example, in an amicus brief submitted to the Supreme Court of Ohio by the American Pain 

Foundation, the National Foundation for the Treatment of Pain and the Ohio Pain Initiative in 

support of Purdue, those amici represented:  

OxyContin is particularly useful for sustained long-term pain because it comes in 
higher, compact pills with a slow release coating. OxyContin pills can work for 12 
hours. This makes it easier for patients to comply with dosing requirements without 
experiencing a roller-coaster of pain relief followed quickly by pain renewal that 
can occur with shorter acting medications. It also helps the patient sleep through 
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the night, which is often impossible with short-acting medications. For many of 
those serviced by Pain Care Amici, OxyContin has been a miracle medication.77 

142. Cephalon deceptively marketed its opioids Actiq and Fentora for chronic pain even 

though the FDA has expressly limited their use to the treatment of cancer pain in opioid tolerant 

individuals. Both Actiq and Fentora are extremely powerful fentanyl-based IR opioids. Neither is 

approved for or has been shown to be safe or effective for chronic pain. Indeed, the FDA expressly 

prohibited Cephalon from marketing Actiq for anything but cancer pain, and refused to approve 

Fentora for the treatment of chronic pain because of the potential harm, including the high risk of 

“serious and life-threatening adverse events” and abuse – which are greatest in non-cancer patients. 

The FDA also issued a Public Health Advisory in 2007 emphasizing that Fentora should only be 

used for cancer patients who are opioid-tolerant and should not be used for any other conditions, 

such as migraines, post-operative pain, or pain due to injury.78 Specifically, the FDA advised that 

Fentora “is only approved for breakthrough cancer pain in patients who are opioid-tolerant, 

meaning those patients who take a regular, daily, around-the-clock narcotic pain medication.”79 

143. Despite this, Cephalon conducted and continues to conduct a well-funded campaign 

to promote Actiq and Fentora for chronic pain and other non-cancer conditions for which it was 

not approved, appropriate, and for which it is not safe. As part of this campaign, Cephalon used 

CMEs, speaker programs, KOLs, journal supplements, and detailing by its sales representatives to 

                                                 
77  Reply Brief of Amicus Curiae of the American Pain Foundation, The National Foundation for 
the Treatment of Pain and the Ohio Pain Initiative Supporting Appellants, Howland v. Purdue 
Pharma L.P., No. 2003-1538 (Ohio Apr. 13, 2004), 2004 WL 1637768, at *4 (footnote omitted). 
78 See U.S. Food & Drug Admin., Public Health Advisory: Important Information for the Safe 
Use of Fentora (fentanyl buccal tablets) (Sept. 26, 2007),  
https://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProvide
rs/ucm051273.htm. 
79  Id. 
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give doctors the false impression that Actiq and Fentora are safe and effective for treating non-

cancer pain. For example: 

 Cephalon paid to have a CME it sponsored, Opioid-Based Management of Persistent and 
Breakthrough Pain, published in a supplement of Pain Medicine News in 2009. The CME 
instructed doctors that “[c]linically, broad classification of pain syndromes as either 
cancer- or non-cancer-related has limited utility” and recommended Actiq and Fentora for 
patients with chronic pain.  

 Upon information and belief, Cephalon’s sales representatives set up hundreds of speaker 
programs for doctors, including many non-oncologists, which promoted Actiq and Fentora 
for the treatment of non-cancer pain. 

 In December 2011, Cephalon widely disseminated a journal supplement entitled “Special 
Report: An Integrated Risk Evaluation and Mitigation Strategy for Fentanyl Buccal Tablet 
(FENTORA) and Oral Transmucosal Fentanyl Citrate (ACTIQ)” to Anesthesiology News, 
Clinical Oncology News, and Pain Medicine News – three publications that are sent to 
thousands of anesthesiologists and other medical professionals. The Special Report openly 
promotes Fentora for “multiple causes of pain” – and not just cancer pain. 

144. Cephalon’s deceptive marketing gave doctors and patients the false impression that 

Actiq and Fentora were not only safe and effective for treating chronic pain, but were also 

approved by the FDA for such uses. 

145. Purdue also unlawfully and unfairly failed to report or address illicit and unlawful 

prescribing of its drugs, despite knowing about it for years. Purdue’s sales representatives have 

maintained a database since 2002 of doctors suspected of inappropriately prescribing its drugs. 

Rather than report these doctors to state medical boards or law enforcement authorities (as Purdue 

is legally obligated to do) or cease marketing to them, Purdue used the list to demonstrate the high 

rate of diversion of OxyContin – the same OxyContin that Purdue had promoted as less addictive 

– in order to persuade the FDA to bar the manufacture and sale of generic copies of the drug 

because the drug was too likely to be abused. In an interview with the Los Angeles Times, Purdue’s 

senior compliance officer acknowledged that in five years of investigating suspicious pharmacies, 

Chapter 4 
71 of 197



 

Purdue failed to take action – even where Purdue employees personally witnessed the diversion of 

its drugs. The same was true of prescribers; despite its knowledge of illegal prescribing, Purdue 

did not report that a Los Angeles clinic prescribed more than 1.1 million OxyContin tablets and 

that Purdue’s district manager described it internally as “an organized drug ring” until years after 

law enforcement shut it down. In doing so, Purdue protected its own profits at the expense of 

public health and safety.80 

146. Like Purdue, Endo has been cited for its failure to set up an effective system for 

identifying and reporting suspicious prescribing. In its settlement agreement with Endo, the State 

of New York found that Endo failed to require sales representatives to report signs of abuse, 

diversion, and inappropriate prescribing; paid bonuses to sales representatives for detailing 

prescribers who were subsequently arrested or convicted for illegal prescribing; and failed to 

prevent sales representatives from visiting prescribers whose suspicious conduct had caused them 

to be placed on a no-call list. 

3. The Manufacturer Defendants Targeted Susceptible Prescribers and 
Vulnerable Patient Populations. 

147. As a part of their deceptive marketing scheme, the Manufacturer Defendants 

identified and targeted susceptible prescribers and vulnerable patient populations in the U.S., 

including New Mexico. For example, the Manufacturer Defendants focused their deceptive 

marketing on primary care doctors, who were more likely to treat chronic pain patients and 

prescribe them drugs, but were less likely to be educated about treating pain and the risks and 

                                                 
80 Harriet Ryan et al., More Than 1 Million Oxycontin Pills Ended Up in the Hands of Criminals 
and Addicts. What the Drugmaker Knew, L.A. Times, July 10, 2016, 
http://www.latimes.com/projects/la-me-oxycontin-part2/. 
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benefits of opioids and therefore more likely to accept the Manufacturer Defendants’ 

misrepresentations.  

148. Defendants also targeted vulnerable patient populations like the elderly and 

veterans, who tend to suffer from chronic pain. Defendants targeted these vulnerable patients even 

though the risks of long-term opioid use were significantly greater for them. For example, the 2016 

CDC Guideline observes that existing evidence confirms that elderly patients taking opioids suffer 

from elevated fall and fracture risks, reduced renal function and medication clearance, and a 

smaller window between safe and unsafe dosages.81 The 2016 CDC Guideline concludes that there 

must be “additional caution and increased monitoring” to minimize the risks of opioid use in 

elderly patients. Id. at 27. The same is true for veterans, who are more likely to use anti-anxiety 

drugs (benzodiazepines) for post-traumatic stress disorder, which interact dangerously with 

opioids. 

4. The Manufacturing Defendants Fraudulently Concealed Their 
Misconduct. 

149. The Manufacturing Defendants, both individually and collectively, made, 

promoted, and profited from their misrepresentations about the risks and benefits of opioids for 

chronic pain even though they knew that their misrepresentations were false and deceptive. The 

history of opioids, as well as research and clinical experience establish that opioids are highly 

addictive and are responsible for a long list of very serious adverse outcomes. The FDA warned 

Defendants of this, and Defendants had access to scientific studies, detailed prescription data, and 

reports of adverse events, including reports of addiction, hospitalization, and death – all of which 

clearly described the harm from long-term opioid use and that patients were suffering from 

                                                 
81 2016 CDC Guideline, supra note 50, at 13. 
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addiction, overdose, and death in alarming numbers. More recently, the FDA and CDC have issued 

pronouncements, based on medical evidence, that conclusively expose the falsity of Defendants’ 

misrepresentations, and Endo and Purdue have recently entered agreements in New York 

prohibiting them from making some of the same misrepresentations described in this Complaint. 

150. At all times relevant to this Complaint, the Manufacturer Defendants took steps to 

avoid detection of and to fraudulently conceal their deceptive marketing and unlawful, unfair, and 

fraudulent conduct. For example, the Manufacturer Defendants disguised their role in the 

deceptive marketing of chronic opioid therapy by funding and working through third parties like 

Front Groups and KOLs. The Manufacturer Defendants purposefully hid behind the assumed 

credibility of these individuals and organizations and relied on them to vouch for the accuracy and 

integrity of the Manufacturer Defendants’ false and deceptive statements about the risks and 

benefits of long-term opioid use for chronic pain. Defendants also never disclosed their role in 

shaping, editing, and approving the content of information and materials disseminated by these 

third parties. The Manufacturer Defendants exerted considerable influence on these promotional 

and “educational” materials in emails, correspondence, and meetings with KOLs, Front Groups, 

and public relations companies that were not, and have not yet become, public. For example, 

PainKnowledge.org, which is run by the NIPC, did not disclose Endo’s involvement. Other 

Manufacturer Defendants, such as Purdue and Janssen, ran similar websites that masked their own 

role. 

151. Finally, the Manufacturer Defendants manipulated their promotional materials and 

the scientific literature to make it appear that these documents were accurate, truthful, and 

supported by objective evidence when they were not. The Manufacturer Defendants distorted the 

meaning or import of studies they cited and offered them as evidence for propositions the studies 
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did not support. The Manufacturer Defendants invented “pseudoaddiction” and promoted it to an 

unsuspecting medical community. The Manufacturer Defendants provided the medical community 

with false and misleading information about ineffectual strategies to avoid or control opioid 

addiction. The Manufacturer Defendants recommended to the medical community that dosages be 

increased, without disclosing the risks. The Manufacturer Defendants spent millions of dollars 

over a period of years on a misinformation campaign aimed at highlighting opioids’ alleged 

benefits, disguising the risks, and promoting sales. The lack of support for the Manufacturer 

Defendants’ deceptive messages was not apparent to medical professionals who relied upon them 

in making treatment decisions, nor could it have been detected by the State. Thus, the Manufacturer 

Defendants successfully concealed from the medical community, patients, and health care payors 

facts sufficient to arouse suspicion of the claims that the State now asserts. The State did not know 

of the existence or scope of the Manufacturer Defendants’ industry-wide fraud and could not have 

acquired such knowledge earlier through the exercise of reasonable diligence. 

D. THE DISTRIBUTOR DEFENDANTS’ IRRESPONSIBLE DISTRIBUTION OF 
OPIOIDS 

1. The Distributor Defendants Have a Duty to Guard Against, and Report, 
Unlawful Diversion. 

152.  The New Mexico Board of Pharmacy governs for the licensing of wholesale drug 

distributors in this state. NMSA 1978, § 61-11-6(A)(6) (2005). Under New Mexico regulations, 

“[w]holesale drug distributors shall establish and maintain inventories and records of all 

transactions regarding the receipt and distribution or other disposition of prescription drugs.” 

16.19.8.13(F)(1) NMAC.   

153. In addition, “[a]ll applicants and registrants shall provide effective controls and 

procedures to guard against theft and diversion of controlled substances.” 16.19.20.48(A) NMAC. 

This same standard is promulgated in the criminal statues, specifically New Mexico’s Controlled 
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Substances Act. NMSA 1978, § 30-31-13(A)(1) (providing that “maintenance of effective controls 

against diversion of controlled substances into other than legitimate medical, scientific or industrial 

channels” is a mandatory factor in board registration).  

154. The New Mexico Controlled Substances Act and Administrative Code incorporate 

by reference relevant federal laws and regulations. 16.19.8.13(I) NMAC; NMSA 1978, §§ 30-31-

13(C), 30-31-16(A). Therefore, “wholesale drug distributors shall operate in compliance with 

applicable federal, state, and local laws and regulations.” 16.19.8.13(I) NMAC. And, more 

specifically, “Wholesale drug distributors that deal in controlled substances shall register with the 

board and with the DEA, and shall comply with all applicable state, local and DEA regulations.”  

16.19.8.13(I)(2) NMAC. Moreover, the State’s regulations are intended to conform to federal 

regulations barring any impracticality.  NMSA 1978, § 26-1-18(A) (2005) (“The board shall 

conform the regulations promulgated under the New Mexico Drug, Device and Cosmetic Act, 

insofar as practical, with regulations promulgated under the federal act as defined in Section 26-

1-2 NMSA 1978.”). 

155. Of particular import here, New Mexico regulations require that any diversion of a 

prescription drug be reported to the New Mexico Pharmacy Board, the FDA, and where applicable, 

to the DEA. 16.19.8.13(F)(5) NMAC (“Wholesale distributors shall report any theft, suspected 

theft, diversion or other significant loss of any prescription drug or device to the board and FDA 

and where applicable, to the DEA.”).  The same duty exists under federal regulations, which are 

incorporated by reference. See NMSA 1978, §§ 30-31-13(C), 30-31-16(A); 16.19.8.13(I) NMAC 

(incorporating by reference); 21 C.F.R. § 1301.74(b).82 It is a crime to intentionally fail to furnish 

                                                 
82 To be crystal clear, Plaintiff cites federal statutes and federal regulations in this complaint to 
state the duty owed under New Mexico tort law, not to allege an independent federal cause of 
action or substantial federal question. See, e.g., Herrera, 2003-NMSC-018,  ¶7. 
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notifications required by the Controlled Substances Act and to intentionally omit any material 

information from any document required to be filed, or any record required to be kept, by the Act. 

NMSA 1978, §§ 30-31-24(A)(3).  

156. Defendants have violated their duties under the New Mexico Controlled Substances 

Act and the New Mexico Administrative Code. See NMSA 1978, §§ 30-31-20, 30-31-24, 30-31-

25; 16.19.8 NMAC; 16.19.20 NMAC. 

157. Opioids are Schedule II controlled substances. NMSA 1978, § 30-31-7(A).  As 

such, opioids are defined as substances that pose a high potential for abuse that may lead to severe 

dependence.  NMSA 1978, § 30-31-5(B).   

158. Defendants violated their duties as licensed wholesale distributors by selling huge 

quantities of opioids that were diverted from their lawful, medical purpose, thus causing an opioid 

and heroin addiction and overdose epidemic in this State. 

159. As the DEA advised Defendants in a letter to them dated September 27, 2006, 

Defendants, as wholesale distributors, are “one of the key components of the distribution chain.  If 

the closed system is to function properly … distributors must be vigilant in deciding whether a 

prospective customer can be trusted to deliver controlled substances only for lawful purposes.  This 

responsibility is critical, as … the illegal distribution of controlled substances has a substantial and 

detrimental effect on the health and general welfare of the American people.”83  

                                                 
83  See Letter from Joseph T. Rannazzisi, Deputy Assistant Adm’r, Office of Diversion Control, 
Drug. Enf’t Admin., U.S. Dep’t of Justice, to Cardinal Health (Sept. 27, 2006) [hereinafter 
Rannazzisi Letter] (“This letter is being sent to every commercial entity in the United States 
registered with the Drug Enforcement Agency (DEA) to distribute controlled substances.  The 
purpose of this letter is to reiterate the responsibilities of controlled substance distributors in 
view of the prescription drug abuse problem our nation currently faces.”), filed in Cardinal 
Health, Inc. v. Holder, No. 1:12-cv-00185-RBW (D.D.C. Feb. 10, 2012), ECF No. 14-51. 
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160. Defendants violated New Mexico law when they violated a federal regulation that 

is incorporated into New Mexico law. 16.19.8.13(I) NMAC (which requires compliance with inter 

alia 21 C.F.R. § 1301.74(b));  NMSA 1978, §§ 30-31-13(C), 30-31-16(A); 16.19.20.49 NMAC 

(“Security requirements which meet the federal DEA provision shall be deemed adequate under 

New Mexico Controlled Substances Act.”); see also NMSA 1978, § 26-1-18(A). Defendants 

thereby had a duty to disclose suspicious orders: 

The registrant shall design and operate a system to disclose to the registrant 
suspicious orders of controlled substances. The registrant shall inform the Field 
Division Office of the Administration in his area of suspicious orders when 
discovered by the registrant. Suspicious orders include orders of unusual size, 
orders deviating substantially from a normal pattern, and orders of unusual 
frequency. 

21 C.F.R. § 1301.74(b).84  New Mexico law dictates the source of the duties owed. Therefore, even 

where a federal regulation informs some part of the case, that does not convert any state legal cause 

of action into any federal question, substantial or otherwise, because it is New Mexico law, and 

not any federal authority, that informs the existence of a duty. 

161. “Suspicious orders” include orders of an unusual size, orders deviating 

substantially from a normal pattern and orders of unusual frequency. These criteria are disjunctive 

and are not all inclusive. For example, if an order deviates substantially from a normal pattern, the 

size of the order does not matter and the order should be reported as suspicious. Likewise, a 

wholesale distributor need not wait for a normal pattern to develop over time before determining 

whether a particular order is suspicious. The size of an order alone, whether or not it deviates from 

a normal pattern, is enough to trigger the wholesale distributor’s responsibility to report the order 

                                                 
84 Once again, Plaintiff cites federal regulations in this complaint to state the duty owed under 
New Mexico tort law, not to allege an independent federal cause of action or substantial federal 
question. See, e.g., Herrera, 2003-NMSC-018,  ¶7. 
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as suspicious. The determination of whether an order is suspicious depends not only on the 

ordering patterns of the particular customer but also on the patterns of the wholesale distributor’s 

customer base and the patterns throughout the relevant segment of the wholesale distributor 

industry.  

162. Different entities supervise the discrete links in the chain that separate a consumer 

from a controlled substance. Statutes and regulations carefully define each participant’s role and 

responsibilities.85   

163. The Defendant Wholesale Distributors have admitted that they are responsible for 

reporting suspicious orders.86 

164. The DEA sent a letter to each of the Distributor Defendants on September 27, 2006, 

warning that it would use its authority to revoke and suspend registrations when appropriate. The 

letter expressly states that a distributor, in addition to reporting suspicious orders, has a “statutory 

responsibility to exercise due diligence to avoid filling suspicious orders that might be diverted 

                                                 
85 Brief for Healthcare Distribution Management Association  and National Association of Chain 
Drug Stores as Amici Curiae in Support of Neither Party, Masters Pharm., Inc. v. U.S. Drug 
Enf’t Admin. (No. 15-1335) (D.C. Cir. Apr. 4, 2016), 2016 WL 1321983, at *22  [hereinafter 
Brief for HDMA and NACDS]. 
 The Healthcare Distribution Management Association (HDMA or HMA)—now known 
as the Healthcare Distribution Alliance (HDA)—is a national, not-for-profit trade association 
that represents the nation’s primary, full-service healthcare distributors whose membership 
includes, among others: AmerisourceBergen Drug Corporation, Cardinal Health, Inc., and 
McKesson Corporation. See generally HDA, About, 
https://www.healthcaredistribution.org/about (last visited Aug. 21, 2017). 
 The National Association of Chain Drug Stores (NACDS) is a national, not-for-profit 
trade association that represents traditional drug stores and supermarkets and mass merchants 
with pharmacies whose membership includes, among others: Walgreen Company, CVS Health, 
Rite Aid Corporation and Walmart.  See generally NACDS, Mission, https://www.nacds.org/ 
about/mission/ (last visited Aug. 21, 2017). 
86 See Brief for HDMA and NACDS, supra note 85, 2016 WL 1321983, at *4 
(“[R]egulations . . . in place for more than 40 years require distributors to report suspicious 
orders of controlled substances to DEA based on information readily available to them (e.g., a 
pharmacy’s placement of unusually frequent or large orders).”). 
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into other than legitimate medical, scientific, and industrial channels.”87  The letter also instructs 

that “distributors must be vigilant in deciding whether a prospective customer can be trusted to 

deliver controlled substances only for lawful purposes.”88 The DEA warns that “even just one 

distributor that uses its DEA registration to facilitate diversion can cause enormous harm.”89 

165. The DEA sent a second letter to each of the Distributor Defendants on December 

27, 2007.90 This letter reminds the Defendants of their statutory and regulatory duties to “maintain 

effective controls against diversion” and “design and operate a system to disclose to the registrant 

suspicious orders of controlled substances.”91  The letter further explains: 

 The regulation also requires that the registrant inform the local DEA 
Division Office of suspicious orders when discovered by the registrant.  Filing a 
monthly report of completed transactions (e.g., “excessive purchase report” or 
“high unity purchases”) does not meet the regulatory requirement to report 
suspicious orders.  Registrants are reminded that their responsibility does not end 
merely with the filing of a suspicious order report.  Registrants must conduct an 
independent analysis of suspicious orders prior to completing a sale to determine 
whether the controlled substances are likely to be diverted from legitimate 
channels.  Reporting an order as suspicious will not absolve the registrant of 
responsibility if the registrant knew, or should have known, that the controlled 
substances were being diverted. 

 The regulation specifically states that suspicious orders include orders of 
unusual size, orders deviating substantially from a normal pattern, and orders of an 
unusual frequency.  These criteria are disjunctive and are not all inclusive.  For 
example, if an order deviates substantially from a normal pattern, the size of the 
order does not matter and the order should be reported as suspicious.  Likewise, a 
registrant need not wait for a “normal pattern” to develop over time before 
determining whether a particular order is suspicious.  The size of an order alone, 
whether or not it deviates from a normal pattern, is enough to trigger the registrant’s 
responsibility to report the order as suspicious.  The determination of whether an 
order is suspicious depends not only on the ordering patterns of the particular 

                                                 
87  Rannazzisi Letter, supra note 83, at 2. 
88  Id. at 1. 
89  Id. at 2. 
90  See Letter from Joseph T. Rannazzisi, Deputy Assistant Adm’r, Office of Diversion Control, 
Drug. Enf’t Admin., U.S. Dep’t of Justice, to Cardinal Health (Dec. 27, 2007), filed in Cardinal 
Health, Inc. v. Holder, No. 1:12-cv-00185-RBW (D.D.C. Feb. 10, 2012), ECF No. 14-8. 
91  Id.  
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customer, but also on the patterns of the registrant’s customer base and the patterns 
throughout the segment of the regulated industry. 

 Registrants that rely on rigid formulas to define whether an order is 
suspicious may be failing to detect suspicious orders.  For example, a system that 
identifies orders as suspicious only if the total amount of a controlled substance 
ordered during one month exceeds the amount ordered the previous month by a 
certain percentage or more is insufficient.  This system fails to identify orders 
placed by a pharmacy if the pharmacy placed unusually large orders from the 
beginning of its relationship with the distributor.  Also, this system would not 
identify orders as suspicious if the order were solely for one highly abused 
controlled substance if the orders never grew substantially.  Nevertheless, ordering 
one highly abused controlled substance and little or nothing else deviates from the 
normal pattern of what pharmacies generally order. 

 When reporting an order as suspicious, registrants must be clear in their 
communication with DEA that the registrant is actually characterizing an order as 
suspicious.  Daily, weekly, or monthly reports submitted by registrant indicating 
“excessive purchases” do not comply with the requirement to report suspicious 
orders, even if the registrant calls such reports “suspicious order reports.” 

 Lastly, registrants that routinely report suspicious orders, yet fill these 
orders without first determining that order is not being diverted into other than 
legitimate medical, scientific, and industrial channels, may be failing to maintain 
effective controls against diversion.  Failure to maintain effective controls against 
diversion is inconsistent with the public interest as that term is used in 21 USC 823 
and 824, and may result in the revocation of the registrant’s DEA Certificate of 
Registration.92 

Finally, the DEA letter references the Revocation of Registration issued in Southwood 

Pharmaceuticals, Inc., 72 Fed. Reg. 36,487-01 (July 3, 2007), which discusses the obligation to 

report suspicious orders and “some criteria to use when determining whether an order is 

suspicious.”93 

                                                 
92  Id. 
93  Id. 
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166. Defendants “have not only statutory and regulatory responsibilities to detect and 

prevent diversion of controlled prescription drugs, but undertake such efforts as responsible 

members of society.”94 

167. Distributor Defendants knew they were required to monitor, detect, and halt 

suspicious orders. Industry compliance guidelines established by the Healthcare Distribution 

Management Association, the trade association of pharmaceutical distributors, explain that 

distributors are “[a]t the center of a sophisticated supply chain” and therefore “are uniquely situated 

to perform due diligence in order to help support the security of the controlled substances they 

deliver to their customers.”  The guidelines set forth recommended steps in the “due diligence” 

process, and note in particular: If an order meets or exceeds a distributor’s threshold, as defined in 

the distributor’s monitoring system, or is otherwise characterized by the distributor as an order of 

interest, the distributor should not ship to the customer, in fulfillment of that order, any units of 

the specific drug code product as to which the order met or exceeded a threshold or as to which 

the order was otherwise characterized as an order of interest.95 

168. Each of the Defendants sold prescription opioids, including hydrocodone and/or 

oxycodone, to retailers in New Mexico. 

169. Each Defendant owes a duty under New Mexico law to monitor and detect 

suspicious orders of prescription opioids. 

170. Each Defendant owes a duty under New Mexico law to investigate and refuse 

suspicious orders of prescription opioids. 

                                                 
94  See Brief of HDMA, supra note 19, 2012 WL 1637016, at *2. 
95 Healthcare Distribution Management Association (HDMA) Industry Compliance Guidelines: 
Reporting Suspicious Orders and Preventing Diversion of Controlled Substances, filed in 
Cardinal Health, Inc. v. Holder, No. 12-5061 (D.C. Cir. Mar. 7, 2012), Doc. No. 1362415 
(App’x B). 
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171. Each Defendant owes a duty under New Mexico law to report suspicious orders of 

prescription opioids.  

172. Each Defendant owes a duty under New Mexico law to prevent the diversion of 

prescription opioids into illicit markets in New Mexico.  

173. The foreseeable harm resulting from a breach of these duties is the diversion of 

prescription opioids for nonmedical purposes. 

174. The foreseeable harm resulting from the diversion of prescription opioids for 

nonmedical purposes is abuse, addiction, morbidity and mortality in New Mexico and the damages 

caused thereby. 

2. Defendants Breached their Duties. 

175. Because distributors handle such large volumes of controlled substances, and are 

the first major line of defense in the movement of legal pharmaceutical controlled substances from 

legitimate channels into the illicit market, it is incumbent on distributors to maintain effective 

controls to prevent diversion of controlled substances. Should a distributor deviate from these 

checks and balances, the closed system collapses.96   

176. The sheer volume of prescription opioids distributed to pharmacies in the State of 

New Mexico is excessive for the medical need of the community and facially suspicious. Some 

red flags are so obvious that no one who engages in the legitimate distribution of controlled 

substances can reasonably claim ignorance of them.97  

                                                 
96  See Rannazzisi Decl. ¶ 10, filed in Cardinal Health, Inc. v. Holder, No. 1:12-cv-00185-RBW 
(D.D.C. Feb. 10, 2012), ECF No. 14-2. 
97 Masters Pharmaceuticals, Inc., 80 Fed. Reg. 55,418-01, 55,482 (Sept. 15, 2015) (citing 
Holiday CVS, L.L.C., d/b/a CVS/Pharmacy Nos. 219 and 5195, 77 Fed. Reg. 62,316, 62,322 
(2012)). 
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177. The State is of the information and belief that the Distributor Defendants failed to 

report “suspicious orders” originating from New Mexico to the DEA, the New Mexico Department 

of Public Safety, and/or the New Mexico Board of Pharmacy. 

178. The State alleges that the Distributor Defendants unlawfully filled suspicious orders 

of unusual size, orders deviating substantially from a normal pattern and/or orders of unusual 

frequency in New Mexico. 

179. The Distributor Defendants illegally promoted the sale of dangerous and harmful 

drugs, in violation of the New Mexico Controlled Substances Act, Sections 30-31-1 to -41, by 

supplying suspicious orders for opiates to retail pharmacies, hospitals, and other health care 

facilities throughout the State of New Mexico that the Distributor Defendants knew were 

suspicious, including orders of unusual size, orders deviating substantially from a normal pattern, 

and orders of unusual frequency. 

180. The laws at issue here, including inter alia NMSA 1978, Sections 30-8-1, 30-8-8, 

30-31-25, 61-11-6, and 16.19.8.13 NMAC, and 16.29.20.48 NMAC, are public safety laws. 

181. The Distributor Defendants breached their duty to maintain effective controls 

against diversion of prescription opiates into other than legitimate medical, scientific, and 

industrial channels. 

182. The Distributor Defendants breached their duty to “design and operate a system to 

disclose to the registrant suspicious orders of controlled substances” and failed to inform the DEA 

of suspicious orders when discovered, in violation of mandatory duties. See 16.19.8.13(I) NMAC; 

NMSA 1978, §§ 26-1-18(A), 30-31-13(C), 30-31-16(A).  New Mexico law dictates the source of 

the duties owed. Therefore, even where a federal regulation informs some part of the case, that 

does not convert any state legal cause of action into any federal question, substantial or otherwise, 
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because it is New Mexico law, and not any federal authority, that informs the existence of the 

duties owed. 

183. The Distributor Defendants’ violations of public safety statutes constitute prima 

facie evidence of negligence under New Mexico law. 

184. The Distributor Defendants breached their duty to exercise due diligence to avoid 

filling suspicious orders that might be diverted into channels other than legitimate medical, 

scientific and industrial channels.98  

185. The Distributor Defendants breached their duty to monitor, detect, investigate, 

refuse and report suspicious orders of prescription opiates originating from New Mexico. 

186. The unlawful conduct by the Distributor Defendants is purposeful and intentional. 

Bluntly, they refuse to abide by the duties imposed by law which are required to maintain a New 

Mexico license to distribute prescription opiates.  

187. Distributor Defendants refuse to recognize any duty beyond reporting suspicious 

orders. In Masters Pharmaceuticals, the HDMA and NACDS submitted amicus briefs regarding 

the legal duty of wholesale distributors.  Inaccurately denying the legal duties that the wholesale 

drug industry has been tragically recalcitrant in performing, they argued as follows: 

■ The Associations complained that the “DEA has required 
distributors not only to report suspicious orders, but to investigate orders 
(e.g., by interrogating pharmacies and physicians) and take action to halt 
suspicious orders before they are filled.”99 
 
■ The Associations argued that, “DEA now appears to have changed 
its position to require that distributors not only report suspicious orders, but 
investigate and halt suspicious orders.  Such a change in agency position 
must be accompanied by an acknowledgment of the change and a reasoned 
explanation for it.  In other words, an agency must display awareness that it 
is changing position and show that there are good reasons for the new 

                                                 
98 See Cardinal Health, Inc. v. Holder, 846 F. Supp. 2d 203, 206 (D.D.C. 2012). 
99 Brief for HDMA and NACDS, supra note 85, 2016 WL 1321983, at *4–5. 
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policy.  This is especially important here, because imposing intrusive 
obligation on distributors threatens to disrupt patient access to needed 
prescription medications.”100 
 
■  The Associations alleged (inaccurately) that nothing “requires 
distributors to investigate the legitimacy of orders, or to halt shipment of 
any orders deemed to be suspicious.”101  
 
■  The Association complained that the purported “practical 
infeasibility of requiring distributors to investigate and halt suspicious 
orders (as well as report them) underscores the importance of ensuring that 
DEA has complied with the APA before attempting to impose such 
duties.”102. 
 
■  The Associations alleged (inaccurately) that  “DEA’s regulations [] 
sensibly impose[] a duty on distributors simply to report suspicious orders, 
but left it to DEA and its agents to investigate and halt suspicious orders.”103 
. 
 
■  Also inaccurately, the Associations argued that, “[i]mposing a duty 
on distributors – which lack the patient information and the necessary 
medical expertise – to investigate and halt orders may force distributors to 
take a shot-in-the-dark approach to complying with DEA’s demands.”104 

188. The positions taken by the trade groups is emblematic of the position taken by the 

Defendant Wholesale Distributors in a futile attempt to deny their legal obligations to prevent 

diversion of the dangerous drugs.105 

189. The Court of Appeals for the District of Columbia recently issued its opinion 

affirming that a wholesale drug distributor does in fact have duties beyond reporting. Masters 

Pharm., Inc. v. Drug Enf’t Admin., 861 F.3d 206 (D.C. Cir. 2017). The D.C. Circuit Court upheld 

                                                 
100 Id. at *8 (citations and quotation marks omitted). 
101 Id. at *14. 
102 Id. at *22. 
103 Id. at *24–25. 
104 Id. at 26. 
105  See Brief of HDMA, supra note 19, 2012 WL 1637016, at *3 (arguing the wholesale 
distributor industry “does not know the rules of the road because” they claim (inaccurately) that 
the “DEA has not adequately explained them”). 
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the revocation of Master Pharmaceutical’s license and determined that DEA regulations require 

that in addition to reporting suspicious orders, distributors must “decline to ship the order, or 

conduct some ‘due diligence’ and—if it is able to determine that the order is not likely to be 

diverted into illegal channels—ship the order.” Id. at 212. Master Pharmaceutical was in violation 

of legal requirements because it failed to conduct necessary investigations and filled suspicious 

orders. Id. at 218–19, 226. A distributor’s investigation must dispel all of the red flags giving rise 

to suspicious circumstance. Id. at 226. The Circuit Court also rejected the argument made by the 

Healthcare Distribution Management Association and National Association of Chain Drug Stores 

(quoted above), that, allegedly, the DEA had created or imposed new duties. Id. at 220. 

190. Wholesale Distributor McKesson has specifically admitted to breach of its duties 

to monitor, report, and prevent suspicious orders.  Pursuant to an Administrative Memorandum of 

Agreement (“2017 Agreement”) entered into between McKesson and the DEA in January 2017, 

McKesson admitted that, at various times during the period from January 1, 2009 through the 

effective date of the Agreement (January 17, 2017) it “did not identify or report to [the] DEA 

certain orders placed by certain pharmacies which should have been detected by McKesson as 

suspicious based on the guidance contained in the DEA Letters.”106  Further, the 2017 Agreement 

specifically finds that McKesson “distributed controlled substances to pharmacies even though 

those McKesson Distribution Centers should have known that the pharmacists practicing within 

those pharmacies had failed to fulfill their corresponding responsibility to ensure that controlled 

substances were dispensed pursuant to prescriptions issued for legitimate medical purposes by 

practitioners acting in the usual course of their professional practice, as required by 21 C.F.R 

                                                 
106 See Administrative Memorandum of Agreement between the U.S. Dep’t of Justice, the Drug 
Enf’t Admin., and the McKesson Corp. (Jan. 17, 2017), https://www.justice.gov/opa/press-
release/file/928476/download.    
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§ 1306.04(a).”107 McKesson admitted that, during this time period, it “failed to maintain effective 

controls against diversion of particular controlled substances into other than legitimate medical, 

scientific and industrial channels by sales to certain of its customers in violation of the CSA and 

the CSA’s implementing regulations, 21 C.F.R. Part 1300 et seq., at the McKesson Distribution 

Centers” including the McKesson Distribution Center located in “Washington Courthouse, 

Ohio.”108  Due to these violations, McKesson agreed that its authority to distribute controlled 

substances from the Washington Courthouse, Ohio facility (among other facilities) would be 

partially suspended.109   

191. The 2017 Memorandum of Agreement followed a 2008 Settlement Agreement in 

which McKesson also admitted failure to report suspicious orders of controlled substances to the 

DEA.110  In the 2008 Settlement Agreement, McKesson “recognized that it had a duty to monitor 

its sales of all controlled substances and report suspicious orders to DEA,” but had failed to do 

so.111  The 2017 Memorandum of Agreement documents that McKesson continued to breach its 

admitted duties by “fail[ing] to properly monitor its sales of controlled substances and/or report 

suspicious orders to DEA, in accordance with McKesson’s obligations.”112  As a result of these 

violations, McKesson was fined and required to pay to the United States $150,000,000.113  

                                                 
107 Id. at 4. 
108 Id. 
109 Id. at 6. 
110 Id. at 4. 
111 Id. 
112 Id.; see also Settlement Agreement and Release between the U.S. and McKesson Corp., at 5 
(Jan. 17, 2017) [hereinafter 2017 Settlement Agreement and Release] (“McKesson acknowledges 
that, at various times during the Covered Time Period [2009-2017], it did not identify or report to 
DEA certain orders placed by certain pharmacies, which should have been detected by 
McKesson as suspicious, in a manner fully consistent with the requirements set forth in the 2008 
MOA.”), https://www.justice.gov/opa/press-release/file/928471/download. 
113 See 2017 Settlement Agreement and Release, supra note 112, at 6. 
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192. As a result of the decade-long refusal by the Distributor Defendants to abide by 

their legal obligations, the DEA has repeatedly taken administrative action to force compliance. 

For example, in May 2014, the United States Department of Justice, Office of the Inspector 

General, Evaluation and Inspections Divisions, reported that the DEA issued final decisions in 178 

registrant actions between 2008 and 2012.114 The Office of Administrative Law Judges issued a 

recommended decision in a total of 117 registrant actions before the DEA issued its final decision, 

including 76 actions involving orders to show cause and 41 actions involving immediate 

suspension orders.115 The public record reveals many of these actions: 

 (a) On April 24, 2007, the DEA issued an Order to Show Cause and 
Immediate Suspension Order against the AmerisourceBergen Orlando, Florida 
distribution center (“Orlando Facility”) alleging failure to maintain effective 
controls against diversion of controlled substances. On June 22, 2007, 
AmerisourceBergen entered into a settlement that resulted in the suspension of its 
DEA registration; 
 
 (b) On November 28, 2007, the DEA issued an Order to Show Cause 
and Immediate Suspension Order against the Cardinal Health Auburn, Washington 
Distribution Center (“Auburn Facility”) for failure to maintain effective controls 
against diversion of hydrocodone; 
 
 (c)  On December 5, 2007, the DEA issued an Order to Show Cause and 
Immediate Suspension Order against the Cardinal Health Lakeland, Florida 
Distribution Center (“Lakeland Facility”) for failure to maintain effective controls 
against diversion of hydrocodone; 
 
 (d) On December 7, 2007, the DEA issued an Order to Show Cause and 
Immediate Suspension Order against the Cardinal Health Swedesboro, New Jersey 
Distribution Center (“Swedesboro Facility”) for failure to maintain effective 
controls against diversion of hydrocodone; 
 

                                                 
114 Evaluation and Inspections Div., Office of the Inspector Gen., U.S. Dep’t of Justice, The 
Drug Enforcement Administration’s Adjudication of Registrant Actions 6 (2014), 
https://oig.justice.gov/reports/2014/e1403.pdf. 
115  Id. 
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 (e) On January 30, 2008, the DEA issued an Order to Show Cause and 
Immediate Suspension Order against the Cardinal Health Stafford, Texas 
Distribution Center (“Stafford Facility”) for failure to maintain effective controls 
against diversion of hydrocodone; 
 
 (f) On May 2, 2008, McKesson Corporation entered into an 
Administrative Memorandum of Agreement (“2008 MOA”) with the DEA which 
provided that McKesson would “maintain a compliance program designed to detect 
and prevent the diversion of controlled substances, inform DEA of suspicious 
orders required by 21 C.F.R. § 1301.74(b), and follow the procedures established 
by its Controlled Substance Monitoring Program”; 
 
 (g) On September 30, 2008, Cardinal Health entered into a Settlement 
and Release Agreement and Administrative Memorandum of Agreement with the 
DEA related to its Auburn Facility, Lakeland Facility, Swedesboro Facility and 
Stafford Facility. The document also referenced allegations by the DEA that 
Cardinal failed to maintain effective controls against the diversion of controlled 
substances at its distribution facilities located in McDonough, Georgia 
(“McDonough Facility”), Valencia, California (“Valencia Facility”) and Denver, 
Colorado (“Denver Facility”); 
 
 (h) On February 2, 2012, the DEA issued an Order to Show Cause and 
Immediate Suspension Order against the Cardinal Health Lakeland, Florida 
Distribution Center (“Lakeland Facility”) for failure to maintain effective controls 
against diversion of oxycodone; 
 
 (i) On December 23, 2016, Cardinal Health agreed to pay a $44 million 
fine to the DEA to resolve the civil penalty portion of the administrative action 
taken against its Lakeland, Florida Distribution Center; and 
 
 (j) On January 5, 2017, McKesson Corporation entered into an 
Administrative Memorandum Agreement with the DEA wherein it agreed to pay a 
$150,000,000 civil penalty for violation of the 2008 MOA as well as failure to 
identify and report suspicious orders at its facilities in Aurora CO, Aurora IL, 
Delran NJ, LaCrosse WI, Lakeland FL, Landover MD, La Vista NE, Livonia MI, 
Methuen MA, Sante Fe Springs CA, Washington Courthouse OH and West 
Sacramento CA. 

  
193. Rather than abide by these public safety statutes, the Distributor Defendants, 

individually and collectively through trade groups in the industry, pressured the U.S. Department 

of Justice to “halt” prosecutions and lobbied Congress to strip the DEA of its ability to immediately 
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suspend distributor registrations. The result was a “sharp drop in enforcement actions” and the 

passage of the “Ensuring Patient Access and Effective Drug Enforcement Act” which, ironically, 

raised the burden for the DEA to revoke a distributor’s license from “imminent harm” to 

“immediate harm” and provided the industry the right to “cure” any violations of law before a 

suspension order can be issued.116  

194. Meanwhile, the opioid epidemic rages unabated in New Mexico. 

195. The epidemic still rages because the fines and suspensions imposed by the DEA do 

not change the conduct of the wholesale distributor industry. They pay fines as a cost of doing 

business in an industry that generates billions of dollars in annual revenue. They hold multiple 

DEA registration numbers and when one facility is suspended, they simply ship from another 

facility.  

196. The Distributor Defendants have abandoned their duties imposed under federal and 

state law, taken advantage of a lack of DEA law enforcement in New Mexico and abused the 

privilege of distributing controlled substances in our community. 

3. The Distributor Defendants misled the State and the Public. 

197. To protect their registered distributor status with inter alia the New Mexico Board 

of Pharmacy, the Distributor Defendants undertook efforts to fraudulently assure the public that 

                                                 
116 See Lenny Bernstein & Scott Higham, Investigation: The DEA Slowed Enforcement While the 
Opioid Epidemic Grew Out of Control, Wash. Post, Oct. 22, 2016,  
https://www.washingtonpost.com/investigations/the-dea-slowed-enforcement-while-the-opioid-
epidemic-grew-out-of-control/2016/10/22/aea2bf8e-7f71-11e6-8d13-d7c704ef9fd9_story.html; 
Lenny Bernstein & Scott Higham, Investigation: U.S. Senator Calls for Investigation of DEA 
Enforcement Slowdown Amid Opioid Crisis, Wash. Post, Mar. 6, 2017,  
https://www.washingtonpost.com/investigations/us-senator-calls-for-investigation-of-dea-
enforcement-slowdown/2017/03/06/5846ee60-028b-11e7-b1e9-a05d3c21f7cf_story.html; Eric 
Eyre, DEA Agent: “We Had No Leadership” in WV Amid Flood of Pain Pills, Charleston 
Gazette-Mail, Feb. 18, 2017, http://www.wvgazettemail.com/news/20170218/dea-agent-we-had-
no-leadership-in-wv-amid-flood-of-pain-pills-. 
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they were complying with their obligations under licensing regulations. Through such statements, 

the Distributor Defendants attempted to assure the public they were working to curb the opioid 

epidemic. 

198. For example, a Cardinal Health executive claimed that it uses “advanced analytics” 

to monitor its supply chain, and assured the public it was being “as effective and efficient as 

possible in constantly monitoring, identifying, and eliminating any outside criminal activity.”117  

Given the sales volumes and the company’s history of violations, this executive was either not 

telling the truth, or Cardinal Health had such a system, but it ignored the results. 

199. Similarly, Defendant McKesson publicly stated that it has a “best-in-class 

controlled substance monitoring program to help identify suspicious orders,” and claimed it is 

“deeply passionate about curbing the opioid epidemic in our country.”118 Again, given 

McKesson’s historical conduct, this statement is either false, or the company ignored outputs of 

the monitoring program. 

200. Moreover, through their participation in the Healthcare Distribution Management 

Association (“HDMA”), the trade association of pharmaceutical distributors, the Distributor 

Defendants admit that they are “[a]t the center of a sophisticated supply chain” and therefore “are 

uniquely situated to perform due diligence in order to help support the security of the controlled 

substances they deliver to their customers.”  Given Defendants’ ability to know where opioids are 

                                                 
117 Lenny Bernstein et al., How Drugs Intended for Patients Ended Up in the Hands of Illegal 
Users: “No One Was Doing Their Job,” Wash. Post, Oct. 22, 2016, 
https://www.washingtonpost.com/investigations/how-drugs-intended-for-patients-ended-up-in-
the-hands-of-illegal-users-no-one-was-doing-their-job/2016/10/22/10e79396-30a7-11e6-8ff7-
7b6c1998b7a0_story.html. 
118 Scott Higham et al., Drug Industry Hired Dozens of Officials from the DEA as the Agency 
Tried to Curb Opioid Abuse, Wash. Post, Dec. 22, 2016, 
https://www.washingtonpost.com/investigations/key-officials-switch-sides-from-dea-to-
pharmaceutical-industry/2016/12/22/55d2e938-c07b-11e6-b527-949c5893595e_story.html. 
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being sent and how order volumes change year after year, they are well aware of their ability to 

identify suspicious sales volumes and patterns, but nonetheless chose not to report or take any 

actions to abate suspicious activity. 

201. By misleading the public and the State of New Mexico about the effectiveness of 

their controlled substance monitoring programs, the Distributor Defendants successfully concealed 

the facts sufficient to arouse suspicion of the claims that the State now asserts. The State did not 

know of the existence or scope of Defendants’ industry-wide fraud and could not have acquired 

such knowledge earlier through the exercise of reasonable diligence. 

E. DEFENDANTS’ UNLAWFUL CONDUCT AND BREACHES OF LEGAL DUTIES 
CAUSED SUBSTANTIAL DAMAGES. 

202. As the Manufacturing Defendants’ efforts to expand the market for opioids 

increased, so have the rates of prescription and sale of their products in New Mexico—and the 

rates of opioid-related substance abuse, hospitalization, and death among the people of New 

Mexico. 

203. Retail drug shipment data made publicly available by the Drug Enforcement 

Agency shows that shipments of OxyContin into New Mexico increased in volume by 580% 

between 2000 and 2011, with shipments to retail pharmacies—which are more likely to supply 

painkillers for treatment of chronic pain—increasing substantially, while shipments to hospitals 

remained fairly constant: 
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OxyContin Retail Shipments to New Mexico, 20002016
(Grams shipped) 

Source: Drug Enforcement Administration, ARCOS Retail Drug Summary Reports, Report 5. 

204. Shipments of Hydrocodone (e.g., Vicodin, Lortab) to New Mexico more than 

tripled in the same period, again with the increase coming almost entirely from shipments to retail 

pharmacies rather than hospitals. Total shipments of fentanyl (which includes Duragesic) and 

morphine each increased two-and-a-half times from 2001 to 2011, following the same pattern.  

205. There is a “parallel relationship between the availability of prescription opioid 

analgesics through legitimate pharmacy channels and the diversion and abuse of these drugs and 

associated adverse outcomes.”119 

                                                 
119 See Dart at al., supra note 11. 
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206. Opioid analgesics are widely diverted and improperly used, and the widespread use 

of the drugs has resulted in a national epidemic of opioid overdose deaths and addictions.120  

207. The epidemic is “directly related to the increasingly widespread misuse of powerful 

opioid pain medications.”121  

208. The increased use of prescription painkillers for nonmedical reasons (without a 

prescription for the high they cause), along with growing sales, has contributed to a large number 

of overdoses and deaths.122  

209. As discussed above in paragraphs 57 through 66, New Mexico has experienced a 

substantial increase in the rates of opiate-related substance abuse, hospitalization and death that 

mirrors Defendants’ increased distribution of opiates. 

210. Given the well-established relationship between the use of prescription opiates and 

the use of heroin, the State is informed and believes, and based thereon alleges, that the increase 

in opiate usage in the State of New Mexico is dramatically increasing the rate of heroin addiction 

among New Mexico residents. 

211. Prescription opioid abuse, addiction, morbidity, and mortality are hazards to public 

health and safety in New Mexico. 

212. Heroin abuse, addiction, morbidity, and mortality are hazards to public health and 

safety in New Mexico. 

213. The State seeks economic damages from the Defendants as reimbursement for the 

costs association with past efforts to eliminate the hazards to public health and safety. 

                                                 
120 See Volkow & McLellan, supra note 1. 
121 See Califf et al., supra note 3. 
122 See Press Release, Ctrs. for Disease Control and Prevention, U.S. Dep’t of Health and Human 
Servs., supra note 13. 
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214. The State seeks economic damages from the Defendants to pay for the cost to 

permanently eliminate the hazards to public health and safety and abate the temporary public 

nuisance. 

215. To eliminate the hazard to public health and safety, and abate the public nuisance, 

a “multifaceted, collaborative public health and law enforcement approach is urgently needed.”123 

216. A comprehensive response to this crisis must focus on preventing new cases of 

opioid addiction, identifying early opioid-addicted individuals, and ensuring access to effective 

opioid addiction treatment while safely meeting the needs of patients experiencing pain.124  

217. These community-based problems require community-based solutions that have 

been limited by “budgetary constraints at the state and Federal levels.”125 

218. Having profited enormously through the aggressive sale, misleading promotion, 

and irresponsible distribution of opiates, Defendants should be required to take responsibility for 

the financial burdens their conduct has inflicted upon the State of New Mexico. 

F. TOLLING OF THE STATUTE OF LIMITATIONS 

219. Generally speaking, the statute of limitations does not run against the State. 

Independently, any allegedly applicable limitations period is tolled. 

                                                 
123  See Rudd et al., supra note 20, at 1145. 
124 See Johns Hopkins Bloomberg School of Public Health, The Prescription Opioid Epidemic: 
An Evidence-Based Approach (G. Caleb Alexander et al. eds., 2015), 
http://www.jhsph.edu/research/centers-and-institutes/center-for-drug-safety-and-
effectiveness/research/prescription-opioids/JHSPH_OPIOID_EPIDEMIC_REPORT.pdf. 
125 See Office of Nat’l Drug Control Policy, Exec. Office of the President, Epidemic: Responding 
to America’s Prescription Drug Abuse Crisis (2011),  
https://www.ncjrs.gov/pdffiles1/ondcp/rx_abuse_plan.pdf. 
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1. Continuing Conduct 

220. Plaintiff, State of New Mexico, contends it continues to suffer harm from the 

unlawful actions by the Defendants.   

221. The continued tortious conduct by the Defendants causes a repeated or continuous 

injury.  The damages have not occurred all at once but have increased as time progresses.  The tort 

is not completed nor have all the damages been incurred until the wrongdoing ceases.  The 

wrongdoing has not ceased.  The public nuisance remains unabated. 

2. Equitable Estoppel 

222. Defendants are equitably estopped from relying upon a statute of limitations 

defense because they undertook efforts to purposefully conceal their unlawful conduct and 

fraudulently assure the public, including the State of New Mexico, that they were undertaking 

efforts to comply with their obligations under the Controlled Substances Act, Sections 30-31-1 to 

-41, all with the goal of protecting their registered manufacturer or distributor status in the State 

and to continue generating profits. Notwithstanding the allegations set forth above, the Defendants 

affirmatively assured the public, including the State of New Mexico, that they are working to curb 

the opioid epidemic. 

223. For example, a Cardinal Health executive claimed that it uses “advanced analytics” 

to monitor its supply chain, and assured the public it was being “as effective and efficient as 

possible in constantly monitoring, identifying, and eliminating any outside criminal activity.”126   

                                                 
126 Bernstein et al., supra note 117. 
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224. Similarly, McKesson publicly stated that it has a “best-in-class controlled substance 

monitoring program to help identify suspicious orders,” and claimed it is “deeply passionate about 

curbing the opioid epidemic in our country.”127 

225. Moreover, in furtherance of their effort to affirmatively conceal their conduct and 

avoid detection, the Distributor Defendants, through their trade associations, HDMA and NACDS, 

filed an amicus brief in Masters Pharmaceuticals, which made the following statements:128 

 “HDMA and NACDS members not only have statutory and regulatory 

responsibilities to guard against diversion of controlled prescription drugs, but 

undertake such efforts as responsible members of society.” 

 “DEA regulations that have been in place for more than 40 years require distributors 

to report suspicious orders of controlled substances to DEA based on information 

readily available to them (e.g., a pharmacy’s placement of unusually frequent or 

large orders).” 

 “Distributors take seriously their duty to report suspicious orders, utilizing both 

computer algorithms and human review to detect suspicious orders based on the 

generalized information that is available to them in the ordering process.” 

 “A particular order or series of orders can raise red flags because of its unusual size, 

frequency, or departure from typical patterns with a given pharmacy.” 

 “Distributors also monitor for and report abnormal behavior by pharmacies placing 

orders, such as refusing to provide business contact information or insisting on 

paying in cash.” 

                                                 
127 Higham et al., supra note 118. 
128 Brief for HDMA and NACDS, supra note 85, 2016 WL 1321983, at *3-4, *25. 
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Through the above statements made on their behalf by their trade associations, the Distributor 

Defendants not only acknowledged that they understood their obligations under the law, but they 

further affirmed that their conduct was in compliance with those obligations. 

226. The Manufacturer Defendants distorted the meaning or import of studies they cited 

and offered them as evidence for propositions the studies did not support. These Defendants 

invented “pseudoaddiction” and promoted it to an unsuspecting medical community. Manufacturer 

Defendants provided the medical community with false and misleading information about 

ineffectual strategies to avoid or control opioid addiction. Manufacturer Defendants recommended 

to the medical community that dosages be increased, without disclosing the risks. Manufacturer 

Defendants spent millions of dollars over a period of years on a misinformation campaign aimed 

at highlighting opioids’ alleged benefits, disguising the risks, and promoting sales. The medical 

community, consumers, and the State were duped by the Manufacturer Defendants’ campaign to 

misrepresent and conceal the truth about the opioid drugs that they were aggressively pushing in 

the State of New Mexico. 

227. The State reasonably relied on Defendants’ affirmative statements regarding their 

purported compliance with their obligations under the law and consent orders. 

3. Fraudulent Concealment. 

228. Alternatively, the State’s claims are subject to equitable tolling, stemming from 

Defendants’ knowingly and fraudulently concealing the facts alleged herein. Defendants knew of 

the wrongful acts set forth above, and had material information pertinent to their discovery, and 

concealed them from the State.  The State did not know, or could not have known through the 

exercise of reasonable diligence, of its cause of action, as a result of Defendants’ conduct. 
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229. The purposes of the statutes of limitations period are satisfied because Defendants 

cannot claim prejudice due to a late filing where the State filed suit promptly upon discovering the 

facts essential to its claims, described herein, which Defendants knowingly concealed. 

230. In light of their statements to the media, in legal filings, and settlements, it is clear 

that Defendants had actual or constructive knowledge that their conduct was deceptive, in that they 

consciously concealed the schemes set forth herein 

231. Defendants continually and secretly engaged in their scheme to avoid compliance 

with their reporting obligations.  Only Defendants and their agents knew or could have known 

about Defendants’ unlawful failure to report suspicious sales because Defendants made deliberate 

efforts to conceal their conduct.  As a result of the above, the State was unable to obtain vital 

information bearing on its claims absent any fault or lack of diligence on its part. 

V. LEGAL CAUSES OF ACTION 

COUNT I 
PUBLIC NUISANCE 

NMSA 1978, § 30-8-8-1 and common law 
(Against all Defendants) 

232. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein. 

233. The Attorney General may bring an action to abate a public nuisance in the name 

of the State. NMSA 1978, § 30-8-8(B). 

234. Defendants, individually and in concert with each other, have contributed to, and/or 

assisted in creating and maintaining a condition that is harmful to the health of thousands of New 

Mexico residents and interferes with the enjoyment of life in violation of New Mexico law. 
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235. Prescription opioid abuse, addiction, morbidity, and mortality are a temporary 

public nuisance in New Mexico, which remains unabated. The unlawful conduct by the Defendants 

has created these hazards to public health and safety. 

236. The health and safety of the citizens of the State, including those who use, have 

used or will use opioids, as well as those affected by users of opioids, is a matter of great public 

interest and of legitimate concern to the State’s citizens and residents.  

237. The public nuisance created by Defendants’ actions is substantial and unreasonable 

– it has caused and continues to cause significant harm to the community, and the harm inflicted 

outweighs any offsetting benefit. 

238. Defendants knew, or should have known, that their promotion and irresponsible 

distribution of opioids (in violation of their monitoring and reporting obligations) would create a 

public nuisance. 

239. Defendants are liable for a public nuisance because they acted without lawful 

authority in knowingly creating and maintaining opioid use at such volumes and degree as to create 

an epidemic, which clearly affects a number of citizens, is injurious to public health, safety, morals 

and welfare, and interferes with the exercise and enjoyment of public rights. NMSA 1978, § 30-8-

8-1. 

240. Each Defendant is liable for public nuisance because its conduct at issue has caused 

an unreasonable interference with a right common to the general public. City of Albuquerque v. 

State ex rel. Village of Los Ranchos de Albuquerque, 1991-NMCA-015, ¶ 17, 111 N.M. 608, 808 

P.2d 58 (“A public nuisance is a wrong that arises by virtue of an unreasonable interference with 

a right common to the general public.”) (citing Restatement (Second) of Torts § 821B(1); further 

cit. om.). The Defendants’ conduct described herein significantly interferes with public health, 
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safety, peace, comfort, and convenience. Defendants’ actions were, at the least, a substantial factor 

in opioids becoming widely available and widely used for non-medical purposes. Without 

Defendants’ actions, opioid use would not have become so widespread, and the enormous public 

health hazard of opioid and heroin overuse, abuse, and addiction that now exists would have been 

averted. 

241. In addition and independently, Defendants’ conduct invades a legally protected 

interest. Defendants’ conduct constitutes an unreasonable interference because inter alia each 

Distributor Defendant has violated New Mexico law. §§ 30-31-1 to -41; § 61-11-6; 16.19.8.13 

NMAC, 16.19.20.48 NMAC. The Distributor Defendants have permitted dangerous drugs under 

their control to be diverted for illicit purposes such as to injure the State and its residents. 

242. The Manufacturer Defendants have violated New Mexico law. §§ 30-31-1 to -41; 

§ 30-16-6. The Manufacturer Defendants conducted a fraudulent campaign to misrepresent the 

safety and efficacy of opioid drugs and to ensure their widespread use for chronic pain knowing 

that Defendants were specifically misrepresenting the high risk of severely harmful addiction. 

243. Because Defendants have maintained their opioid drug selling activities contrary to 

law, and because Defendants’ conduct has unreasonably interfered with a right common to the 

general public, Defendants are liable for public nuisance per se. See Espinosa v. Roswell Tower, 

Inc., 1996-NMCA-006, ¶ 10, 121 N.M. 306, 910 P.2d 940 (“An activity conducted or maintained 

contrary to law may be a public nuisance per se when the activity unreasonably interferes with a 

right common to the general public.”).  

244. Defendants’ unreasonable interference with a right common to the public is of a 

continuing nature.  
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245. Defendants are aware, and at a bare minimum certainly should be aware, of the 

unreasonable interference that their conduct has caused in the State of New Mexico. Defendants 

are in the business of manufacturing or distributing prescription drugs, including opioids, which 

are specifically known to Defendants to be dangerous because inter alia these drugs are defined 

under New Mexico law as substances posing a high potential for abuse and severe addiction. 

NMSA 1978, §§ 30-31-5(B), 30-31-7(A). Defendants created an absolute nuisance. Defendants’ 

actions created and expanded the abuse of opioids, drugs specifically codified as constituting 

severely harmful substances. 

246. The public nuisance created by Defendants’ actions is substantial and unreasonable 

– it has caused and continues to cause significant harm to the community, and the harm inflicted 

outweighs any offsetting benefit. The staggering rates of opioid and heroin use resulting from the 

Distributor Defendants’ abdication of their gate-keeping duties, and the Manufacturer Defendants’ 

fraudulent marketing activities, have caused harm to the entire community that includes, but is not 

limited to: 

a. The high rates of use leading to unnecessary opioid abuse, addiction, overdose, injuries, 
and deaths. 

b. Nor have children escaped the opioid epidemic unscathed. Easy access to prescription 
opioids made opioids a recreational drug of choice among New Mexico teenagers. Even 
infants have been born addicted to opioids due to prenatal exposure, causing severe 
withdrawal symptoms and lasting developmental impacts. 

c. Even those State residents who have never taken opioids have suffered from the public 
nuisance arising from Defendants’ abdication of their gate-keeper duties and fraudulent 
promotions. Many residents have endured both the emotional and financial costs of 
caring for loved ones addicted to or injured by opioids, and the loss of companionship, 
wages, or other support from family members who have used, abused, become addicted 
to, overdosed on, or been killed by opioids. 

d. The opioid epidemic has increased health care costs. 

e. Employers have lost the value of productive and healthy employees. 
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f. Defendants’ conduct created an abundance of drugs available for criminal use and 
fueled a new wave of addiction, abuse, and injury.  

g. Defendants’ dereliction of duties and/or fraudulent misinformation campaign pushing 
dangerous drugs resulted in a diverted supply of narcotics to sell, and the ensuing 
demand of addicts to buy them. More pills sold by Defendants led to more addiction, 
with many addicts turning from prescription pills to heroin. People addicted to opioids 
frequently require increasing levels of opioids, and many turned to heroin as a 
foreseeable result. 

h. The diversion of opioids into the secondary, criminal market and the increased number 
of individuals who abuse or are addicted to opioids increased the demands on health 
care services and law enforcement in the State. 

i. The significant and unreasonable interference with the public rights caused by 
Defendants’ conduct taxed the human, medical, public health, law enforcement, and 
financial resources of the State. 

j. Defendants’ interference with the comfortable enjoyment of life in New Mexico is 
unreasonable because there is little social utility to opioid diversion and abuse, and any 
potential value is outweighed by the gravity of the harm inflicted by Defendants’ 
actions. 

247. The State has sustained specific and special injuries because its damages include 

inter alia health services and law enforcement expenditures, as described in this Complaint. 

248. Plaintiff, the State of Mexico, seeks all legal and equitable relief as allowed by law, 

including inter alia injunctive relief, abatement of the public nuisance, payment to the State of 

monies necessary to abate the public nuisance, all damages as allowed by law, attorney fees and 

costs, and pre- and post-judgment interest. 

COUNT II 
VIOLATION OF NEW MEXICO UNFAIR PRACTICES ACT 

(NMSA 1978, §§ 57-12-1 to -26) 
Against All Defendants Except Purdue 

249. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein. 
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250. At all times relevant herein, the Defendants violated the New Mexico Unfair 

Practices Act, §§ 57-12-1 to -26, by committing repeated and willful unfair or deceptive acts or 

practices, and unconscionable trade practices, in the conduct of commerce, both of which are 

violations of the Act.   

251. The Attorney General is authorized to bring an action in the name of the State to 

remedy violations of  the Unfair Practices Act. NMSA 1978, §§ 57-12-8(A), 57-12-15. This action 

is proper in this Court because Defendants are using, have used, and are about to use practices that 

are unlawful under the Act. NMSA 1978, § 57-12-8(A). 

252. Because Defendants’ irresponsibly marketed and distributed opioid drugs were 

diverted to non-medical purposes, these drugs had no value.   

253. Defendants’ actions and transactions are forbidden by the New Mexico Board of 

Pharmacy, which is a regulatory body, and therefore Defendants’ actions and transactions are 

subject to the Unfair Practices Act. NMSA 1978, § 57-12-7. 

254. As alleged herein, each Distributor Defendant violated the Unfair Practices Act by 

failing to report and/or prevent the diversion of highly addictive prescription drugs to illegal 

sources. This was an unconscionable trade practice that took advantage of New Mexico patients 

and addicts to their detriment and to a grossly unfair degree. NMSA 1978, § 57-12-2(E)(1). 

255. Because of the dangerously addictive nature of these drugs, the Distributor 

Defendants’ lax distribution practices unlawfully caused an opioid and heroin plague and epidemic 

in New Mexico.  Each Distributor Defendant had a non-delegable duty to guard against and prevent 

the diversion of opioid pills to other than legitimate medical, scientific, and industrial channels. 

As illegally diverted, the opioid pills lacked medical value, and in fact caused addiction and 

overdose deaths; therefore, Defendants’ distribution of opioids constituted unconscionable trade 
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practices under NMSA 1978, § 57-12-2(E)(2), in that Defendants’ practices resulted in a gross 

disparity between value received (i.e., none) and price paid. 

256. The Distributor Defendants also committed unfair or deceptive trade practices 

because they omitted material facts. See NMSA 1978, § 57-12-2(D)(14); see also id. §§ 57-12-

2(D)(2) (causing confusion or misunderstanding as to approval or certification of goods or 

services), 57-12-2(D)(15) (stating that a transaction involves rights it does not involve). 

257. The Distributor Defendants failed to disclose the material facts that inter alia they 

were not in compliance with laws and regulations requiring that they maintain a closed distribution 

system, protect against addiction and severe harm, and specifically monitor, investigate, report, 

and refuse suspicious orders. But for these material factual omissions, the Distributor Defendants 

would not have been able to receive and renew licenses to sell opioids. 

258. As alleged herein, each Manufacturer Defendant (except Purdue), at all times 

relevant to this Complaint, violated the Unfair Practices Act by committing unfair or deceptive 

trade practices as defined in the Unfair Practices Act by representing that the opioid prescription 

pills “have … characteristics, … uses, [or] benefits … that they do not have.” NMSA 1978, § 57-

12-2(D)(5). 

259. The Manufacturer Defendants also committed unfair or deceptive trade practices 

by representing that the opioids were safe and effective when such representations were untrue, 

false, and misleading in violation of NMSA 1978, § 57-12-2(D)(7). 

260. The Manufacturer Defendants also used exaggeration and/or ambiguity as to 

material facts and omitted material facts, which had a tendency to deceive and/or did in fact 

deceive. NMSA 1978, § 57-12-2(D)(14).  
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261. The Manufacturer Defendants also committed unconscionable trade practices that 

took advantage of New Mexico patients and addicts to their detriment and to a grossly unfair 

degree. NMSA 1978, § 57-12-2(E)(1).  

262. Because of the dangerously addictive nature of these drugs, which the Manufacturer 

Defendants concealed and misrepresented, they lacked medical value, and in fact caused addiction 

and overdose deaths; therefore, Defendants’ sales and marketing of opioids constituted 

unconscionable trade practices under NMSA 1978, § 57-12-2(E)(2), in that Defendants’ practices 

resulted in a gross disparity between value received (i.e., none) and price paid.  

263. The Manufacturer Defendants made deceptive representations about the use of 

opioids to treat chronic non-cancer pain. Each Manufacturer Defendant also omitted or concealed 

material facts and failed to correct prior misrepresentations and omissions about the risks and 

benefits of opioids. Each Defendant’s omissions rendered even their seemingly truthful statements 

about opioids deceptive. 

264. Notwithstanding any other language in this Complaint, the State does not at this 

time bring an Unfair Practices Act Count against PURDUE PHARMA L.P., PURDUE PHARMA 

INC., or THE PURDUE FREDERICK COMPANY.  

265. Defendant Endo made and/or disseminated deceptive statements, including, but not 

limited to, the following: 

a. Creating, sponsoring, and assisting in the distribution of patient education materials 
that contained deceptive statements; 

b. Creating and disseminating advertisements that contained deceptive statements 
concerning the ability of opioids to improve function long-term and concerning the 
evidence supporting the efficacy of opioids long-term for the treatment of chronic non-
cancer pain; 
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c. Creating and disseminating paid advertisement supplements in academic journals 
promoting chronic opioid therapy as safe and effective for long term use for high risk 
patients; 

d. Creating and disseminating advertisements that falsely and inaccurately conveyed the 
impression that Endo’s opioids would provide a reduction in oral, intranasal, or 
intravenous abuse; 

e. Disseminating misleading statements concealing the true risk of addiction and 
promoting the misleading concept of pseudoaddiction through Endo’s own unbranded 
publications and on internet sites Endo sponsored or operated; 

f. Endorsing, directly distributing, and assisting in the distribution of publications that 
presented an unbalanced treatment of the long-term and dose-dependent risks of 
opioids versus NSAIDs; 

g. Providing significant financial support to pro-opioid KOLs, who made deceptive 
statements concerning the use of opioids to treat chronic non-cancer pain; 

h. Providing needed financial support to pro-opioid pain organizations – including over 
$5 million to the organization responsible for many of the most egregious 
misrepresentations – that made deceptive statements, including in patient education 
materials, concerning the use of opioids to treat chronic non-cancer pain; 

i. Targeting the elderly by assisting in the distribution of guidelines that contained 
deceptive statements concerning the use of opioids to treat chronic non-cancer pain and 
misrepresented the risks of opioid addiction in this population; 

j. Endorsing and assisting in the distribution of CMEs containing deceptive statements 
concerning the use of opioids to treat chronic non-cancer pain; 

k. Developing and disseminating scientific studies that deceptively concluded opioids are 
safe and effective for the long-term treatment of chronic non-cancer pain and that 
opioids improve quality of life, while concealing contrary data; 

l. Directly distributing and assisting in the dissemination of literature written by pro-
opioid KOLs that contained deceptive statements concerning the use of opioids to treat 
chronic non-cancer pain, including the concept of pseudoaddiction; 

m. Creating, endorsing, and supporting the distribution of patient and prescriber education 
materials that misrepresented the data regarding the safety and efficacy of opioids for 
the long-term treatment of chronic non-cancer pain, including known rates of abuse 
and addiction and the lack of validation for long-term efficacy; and 
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n. Making deceptive statements concerning the use of opioids to treat chronic non-cancer 
pain to New Mexico prescribers through in-person detailing. 

266. Defendant Janssen made and/or disseminated deceptive statements, including, but 

not limited to, the following: 

a. Creating, sponsoring, and assisting in the distribution of patient education materials 
that contained deceptive statements; 

b. Directly disseminating deceptive statements through internet sites over which Janssen 
exercised final editorial control and approval stating that opioids are safe and effective 
for the long-term treatment of chronic non-cancer pain and that opioids improve quality 
of life, while concealing contrary data; 

c. Disseminating deceptive statements concealing the true risk of addiction and promoting 
the deceptive concept of pseudoaddiction through internet sites over which Janssen 
exercised final editorial control and approval; 

d. Promoting opioids for the treatment of conditions for which Janssen knew, due to the 
scientific studies it conducted, that opioids were not efficacious and concealing this 
information; 

e. Sponsoring, directly distributing, and assisting in the dissemination of patient education 
publications over which Janssen exercised final editorial control and approval, which 
presented an unbalanced treatment of the long-term and dose dependent risks of opioids 
versus NSAIDs; 

f. Providing significant financial support to pro-opioid KOLs, who made deceptive 
statements concerning the use of opioids to treat chronic non-cancer pain; 

g. Providing necessary financial support to pro-opioid pain organizations that made 
deceptive statements, including in patient education materials, concerning the use of 
opioids to treat chronic non-cancer pain; 

h. Targeting the elderly by assisting in the distribution of guidelines that contained 
deceptive statements concerning the use of opioids to treat chronic non-cancer pain and 
misrepresented the risks of opioid addiction in this population; 

i. Targeting the elderly by sponsoring, directly distributing, and assisting in the 
dissemination of patient education publications targeting this population that contained 
deceptive statements about the risks of addiction and the adverse effects of opioids, and 
made false statements that opioids are safe and effective for the long-term treatment of 
chronic non-cancer pain and improve quality of life, while concealing contrary data; 
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j. Endorsing and assisting in the distribution of CMEs containing deceptive statements 
concerning the use of opioids to treat chronic non-cancer pain; 

k. Directly distributing and assisting in the dissemination of literature written by pro-
opioid KOLs that contained deceptive statements concerning the use of opioids to treat 
chronic non-cancer pain, including the concept of pseudoaddiction; 

l. Creating, endorsing, and supporting the distribution of patient and prescriber education 
materials that misrepresented the data regarding the safety and efficacy of opioids for 
the long-term treatment of chronic non-cancer pain, including known rates of abuse 
and addiction and the lack of validation for long-term efficacy; 

m. Targeting veterans by sponsoring and disseminating patient education marketing 
materials that contained deceptive statements concerning the use of opioids to treat 
chronic non-cancer pain; and 

n. Making deceptive statements concerning the use of opioids to treat chronic non-cancer 
pain to New Mexico prescribers through in-person detailing. 

267. Defendant Cephalon made and/or disseminated untrue, false and deceptive 

statements, including, but not limited to, the following: 

a. Creating, sponsoring, and assisting in the distribution of patient education materials 
that contained deceptive statements;  

b. Sponsoring and assisting in the distribution of publications that promoted the deceptive 
concept of pseudoaddiction, even for high-risk patients; 

c. Providing significant financial support to pro-opioid KOL doctors who made deceptive 
statements concerning the use of opioids to treat chronic non-cancer pain and 
breakthrough chronic non-cancer pain; 

d. Developing and disseminating scientific studies that deceptively concluded opioids are 
safe and effective for the long-term treatment of chronic non-cancer pain in conjunction 
with Cephalon’s potent rapid-onset opioids; 

e. Providing needed financial support to pro-opioid pain organizations that made 
deceptive statements, including in patient education materials, concerning the use of 
opioids to treat chronic non-cancer pain; 

f. Endorsing and assisting in the distribution of CMEs containing deceptive statements 
concerning the use of opioids to treat chronic non-cancer pain; 
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g. Endorsing and assisting in the distribution of CMEs containing deceptive statements 
concerning the use of Cephalon’s rapid-onset opioids; 

h. Directing its marketing of Cephalon’s rapid-onset opioids to a wide range of doctors, 
including general practitioners, neurologists, sports medicine specialists, and workers’ 
compensation programs, serving chronic pain patients; 

i. Making deceptive statements concerning the use of Cephalon’s opioids to treat chronic 
non-cancer pain to New Mexico prescribers through in-person detailing and speakers 
bureau events, when such uses are unapproved and unsafe; and 

j. Making deceptive statements concerning the use of opioids to treat chronic non-cancer 
pain to New Mexico prescribers through in-person detailing and speakers bureau 
events. 

268. Defendant Actavis made and/or disseminated deceptive statements, including, but 

not limited to, the following: 

a. Making deceptive statements concerning the use of opioids to treat chronic non-cancer 
pain to New Mexico prescribers through in-person detailing; 

b. Creating and disseminating advertisements that contained deceptive statements that 
opioids are safe and effective for the long-term treatment of chronic non-cancer pain 
and that opioids improve quality of life; 

c. Creating and disseminating advertisements that concealed the risk of addiction in the 
long-term treatment of chronic, non-cancer pain; and 

d. Developing and disseminating scientific studies that deceptively concluded opioids are 
safe and effective for the long-term treatment of chronic non-cancer pain and that 
opioids improve quality of life while concealing contrary data. 

269. Defendants’ unfair, deceptive, and unconscionable representations, concealments, 

and omissions were reasonably calculated to deceive the State, the New Mexico Board of 

Pharmacy and New Mexico consumers, were made with the intent to deceive the State, New 

Mexico Board of Pharmacy and New Mexico consumers, and did in fact deceive the State, the 

Board of Pharmacy, and New Mexico consumers, who paid for prescription opioids for chronic 

pain. 
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270. As described more specifically above, Defendants’ representations, concealments, 

and omissions constitute a willful course of conduct which continues to this day. Unless enjoined 

from doing so, the Manufacturer and Distributor Defendants will continue to violate the New 

Mexico Unfair Practices Act. 

271. But for these deceptive representations and concealments of material fact and 

material omissions, New Mexico consumers would not have incurred millions of dollars in 

damages, including without limitation the costs of harmful drugs. 

272. As a direct and proximate cause of the Manufacturer and Distributor Defendants’ 

unfair or deceptive and/or unconscionable trade practices, New Mexico and New Mexico 

consumers have been injured in an amount to be determined at trial. 

273. Defendants’ unfair, deceptive and unconscionable trade practices are willful and 

subject to $5,000 civil penalty for each and every violation per each Defendant. NMSA 1978, § 

57-12-11. 

274. Each exposure of a New Mexico resident to opioids resulting from the 

aforementioned conduct of each and all Defendants constitutes a separate violation of the Unfair 

Trade Practices Act. 

275. Each and every prescription written in New Mexico without an adequate warning 

constitutes a separate violation of the Unfair Trade Practices Act on the part of the Manufacturer 

Defendants. 

276. Each and every prescription filled by the Distributor Defendants constitutes a 

separate violation of the Unfair Trade Practices Act on the part of the Distributer Defendants. 

277. Each exposure of a state employee or contractor, New Mexico health care 

professional or New Mexico patient to the Manufacturer Defendants’ misleading and deceptive 
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information regarding opioids, including inter alia through print information, brochures, 

packaging constitutes a separate violation pursuant to the Unfair Trade Practices Act.  

278. Plaintiff, State of New Mexico, seeks all legal and equitable relief as allowed by 

law, including inter alia injunctive relief, abatement, reimbursement of all monies paid for 

prescription opioids by the State of New Mexico, restitution for all monies paid for opioids in 

connection with State of New Mexico programs and/or by state agencies and/or departments, 

damages as allowed by law, all recoverable penalties under Section 57-12-11 including a civil 

penalty of $5,000 per each violation per each Defendant named in this Count, attorney fees and 

costs, and pre- and post-judgment interest. 

COUNT III 
VIOLATION OF NEW MEXICO 

MEDICAID FRAUD ACT 
NMSA 1978, §§ 30-44-1 to -8. 

(Against All Defendants) 

279. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein.  

280. Pursuant to NMSA 1978, Section 30-44-7(A), Medicaid fraud consists, of, inter 

alia:  

(3) presenting or causing to be presented for allowance or payment with intent that 
a claim be relied upon for the expenditure of public money any false, fraudulent, 
excessive, multiple or incomplete claim for furnishing treatment, services or goods; 
or 

(4) executing or conspiring to execute a plan or action to: 

(a) defraud a state … funded or mandated managed health care plan in 
connection with the delivery of or payment for health care benefits, including 
engaging in any intentionally deceptive marketing practice in connection with 
proposing, offering, selling, soliciting or providing any health care service in a 
state or federally funded or mandated managed health care plan; or 

(b) obtain by means of false or fraudulent representation or promise anything 
of value in connection with the delivery of or payment for health care benefits 

Chapter 4 
113 of 197



 

that are in whole or in part paid for or reimbursed or subsidized by a state or 
federally funded or mandated managed health care plan. This includes 
representations or statements of financial information, enrollment claims, 
demographic statistics, encounter data, health services available or rendered 
and the qualifications of persons rendering health care or ancillary services. 

281. Manufacturer Defendants, through their deceptive marketing of opioids for chronic 

pain, presented or caused to be presented for payment false or fraudulent claims, with  intent that 

the claims be relied upon for the expenditure of funds from the New Mexico Human Services 

Department, Medical Assistance Division. 

282. Manufacturer Defendants defrauded New Mexico health care plans by engaging in 

intentionally deceptive marketing practices in connection with the sale of opioid prescription pills. 

283. Manufacturer Defendants knew, at the time of making or disseminating the 

deceptive statements discussed herein, or causing these statements to be made or disseminated, 

that such statements were untrue, false, or misleading and were made for the purpose of selling 

increasing amounts of opioids to be paid for by the New Mexico Human Services Department, 

Medical Assistance Division. In addition, Defendants knew that their marketing and promotional 

efforts created an untrue, false, and misleading impression about the risks, benefits, and superiority 

of opioids for chronic pain.  Defendants also knew that their deceptive marketing practices would 

result in the New Mexico Human Services Department, Medical Assistance Division paying for 

prescription opioid pills that were used for illegitimate, unnecessary, non-medical purposes. 

284. The Manufacturer Defendants’ scheme caused doctors to write prescriptions for 

opioids that were paid for by the New Mexico Human Services Department, Medical Assistance 

Division. 

285. As described above and expressly incorporated herein, the Distributor Defendants 

misrepresented their compliance with their legal obligations to maintain a closed system.  The 
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Distributor Defendants failed to maintain effective controls against diversion of opioids and failed 

to monitor, detect and report suspicious orders of prescription opioids.  

286. The Distributor Defendants periodically and systematically misrepresented – either 

affirmatively or through half-truths and omissions – to the general public, the State, and the New 

Mexico Board of Pharmacy – that they were fulfilling the requirements of their New Mexico 

wholesale distributor licenses when, in fact, they were neglecting their duty to prevent the 

diversion of opioids for non-medical purposes in pursuit of ever-increasing profits. The Distributor 

Defendants obtained, by means of these false and fraudulent representations, payment for opioid 

drugs prescribed to New Mexico Medicaid recipients. 

287. As a result of the Manufacturer Defendants’ intentionally deceptive marketing of 

opioids, and the Distributor Defendants unlawfully and fraudulently lax distribution of opioids, 

the New Mexico Medicaid program has paid millions of dollars for these pills. As a result, 

Defendants have been illegally enriched at the expense of the New Mexico Medicaid program. 

Further, the New Mexico Medicaid program has been required and will be required to pay the 

costs of treatment for Medicaid recipients actively harmed by Defendants’ actions. 

288. The Manufacturer Defendants’ aggressive, illegal promotions have induced a 

misallocation of State Medicaid funds through a pattern of fraudulent conduct. Defendants made 

or caused false or fraudulent claims, statements and representations of material fact to be made in 

connection with the New Mexico Medicaid program. The Manufacturing Defendants’ scheme 

included the implementation of intentionally deceptive marketing practices. Defendants intended 

that their fraudulent promotion be relied upon or result in the expenditure of public money, and 

lead to the reimbursement of prescriptions by the New Mexico Medicaid program. 
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289. The Manufacturer and Distributor Defendants’ wrongful conduct resulted in 

charges to the New Mexico Medicaid program for goods or services that were illegitimate, illicit 

and not medically necessary, and which would not have been approved for payment by the New 

Mexico Medicaid program had these facts been known.  

290. Each claim submitted for opioid prescriptions for payment by the New Mexico 

Medicaid program constitutes a separate violation pursuant to NMSA 1978, Section 30-44-8. 

291. Each exposure of a state employee or contractor, New Mexico health care 

professional or New Mexico patient to misleading and deceptive information regarding opioids, 

including inter alia through print information, websites, presentations, brochures, or packaging 

constitutes a separate violation pursuant to NMSA 1978, Section 30-44-8. 

292. As a direct and proximate result of Defendants’ wrongful conduct, the State of New 

Mexico and its citizens have suffered and will continue to suffer substantial damage and injury as 

a result of Defendants’ violations of the New Mexico Medicaid Fraud Act. 

293. Plaintiff, State of New Mexico, seeks all legal and equitable relief as allowed by 

law, including inter alia injunctive relief, abatement and damages as allowed by law, 

reimbursement of all monies paid for opioids in connection with the New Mexico Medicaid 

Program, a civil penalty of three times the amount of excess payments, a civil penalty of ten 

thousand dollars ($10,000) for each false or fraudulent claim submitted or representation made, 

attorney fees and all other costs of investigation and enforcement of civil remedies, and pre- and 

post-judgment interest. 
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COUNT IV 
RACKETEERING ACT 

NMSA 1978, §§ 30-42-1 to -6 
(Against Manufacturer Defendants Purdue, Janssen, Cephalon, and Endo) 

294. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein.  

295. The State, both as a “person” who has sustained injury and on behalf of New 

Mexico citizens who have been injured, brings this claim for civil remedies under the Racketeering 

Act, Sections 30-42-1 to -6, against Defendants Purdue, Janssen, Cephalon and Endo. The 

Attorney General has the specific statutory authority to bring this action pursuant to NMSA 1978, 

Sections 30-42-5, 30-42-6. Defendants are persons subject to the Racketeering Act. NMSA 1978, 

§ 30-42-3(B).  

A. The Opioids Marketing Enterprise. 

296. Defendants formed an association-in-fact enterprise (occ. “Opioids Marketing 

Enterprise”), and participated in the affairs of this enterprise when distributing highly dangerous, 

addictive opioid drugs in New Mexico. The Opioids Marketing Enterprise consists of (a) 

Defendants, including their employees and agents; and (b) the Front Groups, including their 

employees and agents; and (c) the KOLs. 

297. Defendants, the Front Groups, and the KOLs participated in the conduct of the 

Opioids Marketing Enterprise, sharing the common purpose of profiting from the sale of opioids, 

through a pattern of racketeering activity.  

298. Defendants conducted the Opioids Marketing Enterprise, and participated in the 

enterprise, by engaging in a pattern of racketeering activity. 

299. Defendants received proceeds derived from a pattern of racketeering activity in 

which Defendants participated, and used or invested at least a part of the proceeds or the proceeds 
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derived from the investment or use, in the acquisition of an interest in, or the establishment or 

operation of, the Opioids Marketing Enterprise. 

300. Defendants engaged in a pattern of racketeering activity to acquire or maintain an 

interest in or control of the Opioids Marketing Enterprise. 

301. The Opioids Marketing Enterprise is an ongoing and continuing business 

organization that created and maintained systemic links for a common purpose: to ensure the 

prescription of opioids for chronic pain.  

302. To accomplish this purpose, the Opioids Marketing Enterprise periodically and 

systematically misrepresented – either affirmatively or through half-truths and omissions – to the 

general public, the State, and New Mexico consumers, the risks and benefits of using opioids for 

chronic pain. The Opioids Marketing Enterprise concealed from the public, the State, and New 

Mexico consumers, the serious risks and lack of corresponding benefits of using opioids for 

chronic pain. By making those representations, the Opioids Marketing Enterprise ensured that a 

larger number of opioid prescriptions would be written and filled for chronic pain. This translated 

into higher sales (and therefore profits) for Defendants. 

303. The persons engaged in the Opioids Marketing Enterprise are systematically linked 

through contractual relationships, financial ties, and continuing coordination of activities, as 

spearheaded by Defendants. There is regular communication between Defendants, Front Groups 

and KOLs, in which information is shared. Typically, this communication occurred, and continues 

to occur, through the use of the wires and the mail in which Defendants, Front Groups and KOLs 

share information regarding overcoming objections to the use of opioids for chronic pain. 

Defendants, the Front Groups and KOLs functioned as a continuing unit for the purposes of 
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implementing the Opioids Marketing Scheme and, when issues arise during the scheme, each 

agreed to take actions to hide the scheme and continue its existence.  

304. At all relevant times, KOLs were aware of Defendants’ conduct, were knowing and 

willing participants in that conduct, and reaped profits from that conduct. Defendants selected 

KOLs solely because they favored the aggressive treatment of chronic pain with opioids. 

Defendants’ support helped these doctors become respected industry experts. And, as they rose to 

prominence, these doctors touted the benefits of opioids to treat chronic pain, repaying Defendants 

by advancing their marketing goals. The KOLs also knew, but did not disclose, that the other KOLs 

and Front Groups were engaged in the same scheme, to the detriment of consumers and the State. 

But for the Opioids Marketing Enterprise’s unlawful fraud, KOLs would have been incentivized 

to disclose the deceit, and to protect their patients and the patients of other physicians. By failing 

to disclose this information, KOLs perpetuated the Opioids Marketing Enterprise’s scheme, and 

reaped substantial benefits. 

305. Furthermore, as public scrutiny and media coverage have focused on how opioids 

have ravaged communities in New Mexico and throughout the United States, the Front Groups 

and KOLs did not challenge Defendants’ misrepresentations, seek to correct their previous 

misrepresentations, terminate their role in the Opioids Marketing Enterprise, nor disclose publicly 

that the risks of using opioids for chronic pain outweighed their benefits. 

306. The Front Groups and KOLs participated in the conduct of the Opioids Marketing 

Enterprise, sharing the common purpose of marketing opioids for chronic pain and, through a 

pattern of racketeering activity including multiple instances of fraud, they knowingly made 

material misstatements or omissions to New Mexico physicians, consumers, the State and the 

general public in furtherance of the fraudulent scheme, including that: 
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a. it was rare, or there was a low risk, that Defendants’ opioids could lead to addiction;129 

b. the signs of addiction were actually signs of undertreated pain that should be treated by 
more opioids;130 

c. opioid dependence could be easily addressed by tapering and that opioid withdrawal is 
not difficult;131 

d. doctors could increase opioid dosages indefinitely without added risk;132 

e. long-term opioid use improved patients’ function and quality of life;133 and 

f. Purdue’s OxyContin provided 12 hours of continuous pain relief.134  

307. Defendants alone could not have accomplished the purpose of the Opioids 

Marketing Enterprise without the assistance of the Front Groups and KOLs, who were perceived 

as “neutral” and more “scientific” than Defendants themselves. Without these misrepresentations, 

the Opioids Marketing Enterprise could not have achieved its common purpose. 

308. The impacts of the Opioids Marketing Enterprise’s scheme are still in place – i.e., 

the opioids continue to be prescribed and used for chronic pain throughout the State of New 

Mexico, and the epidemic continues to consume the resources of New Mexico’s health care and 

law enforcement systems. 

                                                 
129 APF, Treatment Options, supra note 47 (sponsored by Cephalon and Purdue); APF, 
Policymaker’s Guide, supra note 48 (sponsored by Purdue). 
130 See, e.g., Mark S. Wallace, M.D., Dir., Ctr. For Pain Medicine, Univ. of Cal. San Diego, Nat’l 
Initiative on Pain Control, Opioid Analgesic Slide Module (n.d.) (sponsored by Endo),  
http://www.acmt.net/_Library/2012_Prescription_Opioid_Syllabus/1_4_3BW_Wallace_ppt.pdf.  
131  APF, Policymaker’s Guide, supra note 48 (sponsored by Purdue). 
132  Id.; APF, Treatment Options, supra note 47 (sponsored by Cephalon and Purdue); McCaffery 
& Pasero, supra note 60 (editor is a key opinion leader for Endo Pharmaceuticals). 
133 Fishman, supra note 54 ( (sponsored by Endo, Cephalon, and Purdue); APF, Treatment 
Options, supra note 47 (sponsored by Cephalon and Purdue); NIPC, supra note 73. 
134  Press Release, Purdue Pharma L.P., New Hope for Millions of Americans Suffering from 
Persistent Pain (May 31, 1996) (“OxyContin Tablets are taken every 12 hours, providing smooth 
and sustained pain control all day and all night.”), http://documents.latimes.com/oxycontin-
press-release-1996/. 
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309. The foregoing evidences that Defendants, the Front Groups and the KOLs were 

each willing participants in the Opioids Marketing Enterprise, had a common purpose and interest 

in the object of the scheme, and functioned within a structure designed to effectuate the 

Enterprise’s purpose. 

B. Conduct of the Opioids Marketing Enterprise 

310. During the time period described in this Complaint, from approximately 2006 to 

the present, Defendants exerted control over the Opioids Marketing Enterprise and participated in 

the operation and management of the affairs of the Opioids Marketing Enterprise, directly or 

indirectly, in the following ways: 

a. Defendants created a body of deceptive and unsupported medical and popular literature 
about opioids that (a) understated the risks and overstated the benefits of long-term use; 
(b) appeared to be the result of independent, objective research; and (c) was thus more 
likely to be relied upon by physicians, patients, and payors; 

b. Defendants selected, cultivated, promoted and paid the KOLs based solely on their 
willingness to communicate and distribute Defendants’ messages about the use of 
opioids for chronic pain; 

c. Defendants provided substantial opportunities for KOLs to participate in research 
studies on topics Defendants suggested or chose, with the predictable effect of ensuring 
that many favorable studies appeared in the academic literature; 

d. Defendants paid KOLs to serve as consultants or on their advisory boards and to give 
talks or present CMEs, typically over meals or at conferences; 

e. Defendants disseminated many of their false, misleading, imbalanced, and unsupported 
statements through unbranded materials that appeared to be independent publications 
from Front Groups; 

f. Defendants sponsored CME programs put on by Front Groups that focused exclusively 
on the use of opioids for chronic pain; 

g. Defendants developed and disseminated pro-opioid treatment guidelines; 

h. Defendants encouraged Front Groups to disseminate their pro-opioid messages to 
groups targeted by Defendants, such as veterans and the elderly, and then funded that 
distribution; 
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i. Defendants concealed their relationship to and control of Front Groups and KOLs from 
the State and the public at large; and 

j. Defendants intended that Front Groups and KOLs would distribute through the U.S. 
mail and interstate wire facilities, promotional and other materials that claimed opioids 
could be safely used for chronic pain. 

311. The scheme had a hierarchical decision-making structure that was headed by 

Defendants. Defendants controlled representations made about their drugs, and doled out funds to 

Front Groups and payments to KOLs to ensure that their representations were consistent with 

Defendants’ messaging nationwide and throughout the State of New Mexico. Front Groups were 

dependent on Defendants for their financial support, and KOLs were professionally dependent on 

Defendants for the development and promotion of their careers. 

312. The Front Groups also participated in the conduct of the Opioids Marketing 

Enterprise, directly or indirectly, in the following ways: 

a. The Front Groups promised to, and did, make representations regarding  Defendants’ 
opioids that were consistent with Defendants’ messages; 

b. The Front Groups distribute promotional and other materials claiming that opioids 
could be safely used for chronic pain, and the benefits of using opioids for chronic pain 
outweighed the risks; and 

c. The Front Groups concealed their connections to Defendants. 

313. The KOLs also participated in the conduct of the Opioids Marketing Enterprise, 

directly or indirectly, in the following ways: 

a. The KOLs promised to, and did, make representations regarding Defendants’ opioids 
that were consistent with Defendants’ messages; 

b. The KOLs distributed promotional and other materials which claimed that opioids 
could be safely used for chronic pain, and the benefits of using opioids for chronic pain 
outweighed the risks; and 

c. The KOLs concealed their connections to and sponsorship by Defendants. 
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314.  The scheme devised and implemented by Defendants, as well as other members of 

the Opioids Marketing Enterprise, amounted to a common course of conduct intended to encourage 

the prescribing and use of opioids for chronic pain and thereby secure payment for prescriptions 

of Defendants’ opioids by New Mexico patients and the State, including the New Mexico Human 

Services Department, Medical Assistance Division. The Scheme was a continuing course of 

conduct, and many aspects of it continue through to the present. 

C. Pattern of Racketeering Activity  

315. Defendants conducted and participated in the conduct of the affairs of the Opioids 

Marketing Enterprise through a pattern of racketeering as defined in NMSA 1978, Section 30-42-

3. Defendants’ conduct as described above constitutes fraud chargeable or indictable under the 

laws of New Mexico and punishable by imprisonment for more than one year, which is defined as 

racketeering. NMSA 1978, § 30-42-3(A)(6). 

316. “Fraud consists of the intentional misappropriation or taking of anything of value 

that belongs to another by means of fraudulent conduct, practices or representations.” NMSA 

1978, § 30-16-6. Here, Defendants intended to and did by means of fraudulent misrepresentations 

regarding the benefits of opioid prescriptions for treating chronic pain, succeed in misappropriating 

State funds, including, for example: 

a. Costs of prescriptions provided under New Mexico’s Medicaid Program; 

b. Public employees’ health insurance prescription coverage costs pursuant to the Group 
Benefits Act, NMSA 1978, § 10-7B-6 (2006); 

c. Retired public employees’ group insurance costs from the Retiree Health Care Fund, 
pursuant to the Retiree Health Care Act, NMSA 1978, § 10-7C-8 (1990); and, 

d. Public employees and school board retirees’ group health insurance costs from the 
Public School Insurance Fund, pursuant to the Public School Insurance Authority Act, 
NMSA 1978, §§ 22-29-1 to -12 (2003, as amended through 2011). 
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317. Defendants made the misrepresentations regarding the opioids’ benefits with actual 

fraudulent intent to deceive prescribers in New Mexico, New Mexico government payor programs 

(inter alia Medicaid), and New Mexico patients. Defendants’ deception was massively successful. 

318. Defendants’ racketeering activities also included violations of the New Mexico 

Controlled Substances Act, Section 30-31-20 to -22, and each act is chargeable or indictable under 

the laws of New Mexico and punishable by imprisonment for more than one year. See NMSA 

1978, § 30-42-3(A)(13) (defining controlled substance trafficking as racketeering); § 30-42-

3(A)(19) (defining controlled substance distribution as racketeering).  The Manufacturer 

Defendants did not act in accordance with the New Mexico Controlled Substances Act because 

they did not act in accordance with registration requirements as provided in that Act. See NMSA 

1978, §§ 30-31-12(B), 30-31-13(C), 30-31-16(A); 30-31-24(A)(2, 3), 30-31-25(A)(4). Among 

other infractions, Defendants did not comply with 21 U.S.C. § 823 and its attendant regulations 

(e.g., 21 C.F.R. § 1301.74),135 which are incorporated into New Mexico state law, or the New 

Mexico Pharmacy Board regulations. The Defendants failed to furnish notifications required under 

the Substances Control Act. NMSA 1978, § 30-31-24(A)(3). Relatedly, the Defendants omitted 

required reports. NMSA 1978, § 30-31-25)(A)(4). Trafficking in controlled substances in violation 

of Section 30-31-20 is defined as “racketeering.” § 30-42-3(A)(13).  Distribution of controlled 

substances in violation of Sections 30-31-21 and 30-31-22 is defined as “racketeering.” § 30-42-

3(A)(19). 

                                                 
135  Once again, Plaintiff cites federal statutes and federal regulations in this complaint to state 
the duty owed under New Mexico tort law, not to allege an independent federal cause of action 
or substantial federal question. See, e.g., Herrera, 2003-NMSC-018,  ¶7. 
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319. The pattern of racketeering activity alleged herein and the Opioids Marketing 

Enterprise are separate and distinct from each other. Likewise, Defendants are distinct from the 

Opioids Marketing Enterprise.  

320. The pattern of racketeering activity alleged herein is continuing as of the date of 

this Complaint and, upon information and belief, will continue into the future unless enjoined by 

this Court. 

321. Many of the precise dates of the Defendants’ criminal actions at issue here have 

been hidden and cannot be alleged without access to Defendants’, the Front Groups’ and the KOLs’ 

books and records. Indeed, an essential part of the successful operation of the Opioids Marketing 

Enterprise alleged herein depended upon secrecy.   

322. Each instance of racketeering activity alleged herein was related, had similar 

purposes, involved the same or similar participants and methods of commission, and had similar 

results affecting similar victims, including the New Mexico consumers and the State.   Defendants, 

the Front Groups and the KOLs calculated and intentionally crafted the opioids marketing scheme 

to increase and maintain their increased profits, without regard to the effect such behavior had on 

New Mexico consumers and the State. In designing and implementing the scheme, at all times 

Defendants were cognizant of the fact that those in the distribution chain rely on the integrity of 

the pharmaceutical companies and ostensibly neutral third parties to provide objective and 

scientific evidence regarding Defendants’ products. 

323. By intentionally misrepresenting the risks and benefits of using opioids for chronic 

pain, and then subsequently failing to disclose such practices to New Mexico consumers or the 

State, Defendants, the Front Groups and the KOLs engaged in a fraudulent and unlawful course of 

conduct constituting a pattern of racketeering activity. 
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324. It was foreseeable to Defendants that the Front Groups and the KOLs would 

distribute publications and otherwise misrepresent that the benefits of using opioids for chronic 

pain outweighed the risks of doing so. 

325. The last racketeering incident occurred within five years of the commission of a 

prior incident of racketeering. 

D. Damages 

326. Defendants’ violations of law and their pattern of racketeering activity have directly 

and proximately caused the State, as well as consumers within New Mexico, to be injured in their 

business or property because they paid for opioid prescription for chronic pain for which they 

would not otherwise have paid. 

327. The State’s injuries, and those of New Mexico consumers, were proximately caused 

by Defendants’ racketeering activities. But for the misstatements made by Defendants, the Front 

Groups and the KOLs and the scheme employed by the Opioids Marketing Enterprise, the State 

and New Mexico consumers would not have paid for opioid prescriptions for chronic pain. 

328. The State’s injuries were directly caused by Defendants’ racketeering activities. 

Although the misstatements made by the Front Groups and the KOLs in furtherance of the Opioids 

Marketing Enterprise were directed primarily to health care providers, those providers did not have 

to make payments for opioids prescribed for chronic pain. Therefore, New Mexico health care 

providers did not suffer the same injuries alleged in this Complaint.  

329. The State and its citizens were most directly harmed, and there is no other Plaintiff 

better situated to seek a remedy for the economic harms at issue here.  

330. Plaintiff, State of New Mexico seeks all legal and equitable relief as allowed by 

law, including inter alia actual damages, treble damages, equitable relief, forfeiture as deemed 
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proper by the Court, attorney fees and all costs and expenses of suit (N.M. Rev. Stat. § 30-42-6), 

and pre- and post-judgment interest. 

COUNT V 
RACKETEERING ACT 

NMSA 1978, §§ 30-42-1  to -6. 
(Against Distributor Defendants Cardinal Health, Inc., McKesson Corporation, and 

AmerisourceBergen Drug Corporation) 

331. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein.  

332. The State, both as a “person” who has sustained injury and on behalf of New 

Mexico citizens who have been injured, brings this claim for civil remedies under the Racketeering 

Act, Sections 30-42-1 to -6, against Defendants Cardinal Health, Inc., McKesson Corporation, and 

AmerisourceBergen Drug Corporation. The Attorney General has the specific statutory authority 

to bring this action pursuant to Sections 30-42-5, 30-42-6. Defendants are persons subject to the 

Racketeering Act. § 30-42-3(B).  

A. The Opioids Diversion Enterprise. 

333. Defendants formed an association-in-fact enterprise (occ. “Opioids Diversion 

Enterprise”), and participated in the affairs of this enterprise when distributing highly dangerous, 

addictive opioid drugs in New Mexico. The Opioids Diversion Enterprise consist of (a) 

Defendants, including their employees and agents; and (b) each Defendants’ retail pharmacies136 

which placed orders for vast quantities of opioids. Indeed, the Defendants could not have diverted 

opioids without the participation of retail pharmacies. The events described herein required retail 

pharmacies to place orders for these vast quantities of opioids. 

                                                 
136  As used in Count V herein, the words “pharmacies” and “pharmacy” exclude any pharmacy 
owned or directly controlled by the State. 
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334. The Defendants and their pharmacy customers participated in the conduct of the 

Opioids Diversion Enterprise, sharing the common purpose of profiting from the sale of opioids, 

through a pattern of racketeering activity, which includes multiple violations of New Mexico state 

criminal law. 

335. Defendants conducted the Opioids Diversion Enterprise, and participated in the 

enterprise, by engaging in a pattern of racketeering activity. 

336. Defendants received proceeds derived from a pattern of racketeering activity in 

which Defendants participated, and used or invested at least a part of the proceeds or the proceeds 

derived from the investment or use, in the acquisition of an interest in, or the establishment or 

operation of, the Opioid Diversion Enterprise. 

337. Defendants engaged in a pattern of racketeering activity to acquire or maintain an 

interest in or control of the Opioids Diversion Enterprise. 

338. The Opioids Diversion Enterprise is an ongoing and continuing business 

organization that created and maintained systemic links for a common purpose: to profit from the 

sale of opioid prescription pills. Defendants conducted this enterprise notwithstanding that their 

failure to abide by mandatory controls constituted unlawful diversion of a dangerous controlled 

substance.  

339. The system is structured such that wholesalers and pharmacies see greater profits 

at higher volumes.  As a result, Distributor Defendants are financially discouraged from 

undertaking efforts to combat opioid abuse. Wholesale drug distributors acquire pharmaceuticals, 

including opioids, from manufacturers at an established wholesale acquisition cost (“WAC”).  

Discounts and rebates may be offered by the manufacturers based on, inter alia, market share and 

volume.  Thus, the Distributor Defendants are incentivized to order greater amounts so that they 
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can decrease the cost per pill.  The Distributor Defendants used the decreased cost per pill to 

increase their market share (and thus, profits), by offering more competitive prices, or they 

maintained their prices and pocketed the difference as additional profit.  Either way, increased 

sales volumes result in increased profits. At every turn, each Defendant maximized its profits 

through discounts and rebates by ordering and selling more opioids.137 

340.  As described above and expressly incorporated herein, the Distributor Defendants: 

A) were placed on notice by the DEA, and were the subject of repeated DEA enforcement actions; 

and B) misrepresented their compliance with their legal obligations to maintain a closed system.  

341. The Opioid Diversion Enterprise has caused opioids to be abused throughout New 

Mexico, with an ongoing cascade of human suffering and death that continues to consume the 

resources of the State’s health and human services, health care, and law enforcement systems. 

342. Defendants and their retail pharmacy customers were each willing participants in 

the Opioids Diversion Enterprise, had a common purpose and interest in the object of the scheme, 

and functioned within a structure designed to effectuate the Enterprise’s purpose. 

B. Conduct of the Opioids Diversion Enterprise 

343. To accomplish the common purpose of profiting from the sale of opioid 

prescription pills, the Opioids Diversion Enterprise periodically and systematically misrepresented 

– either affirmatively or through half-truths and omissions – to the general public, the State, New 

Mexico consumers, and the New Mexico Board of Pharmacy, that the Distributor Defendants were 

fulfilling the requirements of their New Mexico wholesale distributor licenses when, in fact, the 

                                                 
137 The Kaiser Family Found., Follow the Pill: Understanding the U.S. Commercial 
Pharmaceutical Supply Chain, (2005),  
https://kaiserfamilyfoundation.files.wordpress.com/2013/01/follow-the-pill-understanding-the-u-
s-commercial-pharmaceutical-supply-chain-report.pdf. 
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duty to abate diversion for non-medical purposes was being ignored in pursuit of ever increasing 

profits. 

344. The persons engaged in the Opioids Diversion Enterprise are systematically linked 

through contractual relationships, financial ties, and continuing coordination of activities.  

345. The Opioids Diversion Enterprise functions as a continuing unit for the purposes of 

profiting from the sale of opioid prescription drugs. Defendants conduct, participate in, maintain 

an interest in, and control the Opioids Diversion Enterprise and use proceeds from the sale of 

opioids to further conduct the enterprise. 

346. At all relevant times, the retail pharmacy customers were aware of Defendants’ 

conduct, were a knowing and willing participant in that conduct, and reaped benefits from that 

conduct.  

347. The sheer volume of prescription opioids flooding out of the doors of the 

Distributor Defendants and into communities across the country, including New Mexico, shocks 

the conscience and required the Distributor Defendants to take appropriate action, such as 

investigating and reporting the orders as suspicious.  Given their place in the supply chain, the 

Distributor Defendants are uniquely situated to identify suspicious transactions.  However, 

determined to increase their revenues, each of the Distributor Defendants willfully ignored obvious 

warning signs concerning suspicious orders.  It would be virtually impossible for all of the orders 

to be legitimate, as there was no medical-need correlation justifying the skyrocketing orders for 

these addictive drugs.  

348. During the time period described in this Complaint, from approximately 2006 to 

the present, Defendants exerted control over the Opioids Diversion Enterprise and participated in 
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the operation and management of the affairs of the Opioids Diversion Enterprise, directly or 

indirectly, in the following ways: 

a. Defendants obtained a license from the New Mexico Board of Pharmacy but, contrary 
to the requirements of state law, including federal laws incorporated by reference into 
state law, Defendants failed to take necessary action to prevent the diversion of 
dangerously addictive prescription opioids, and in dereliction of non-delegable duties, 
sold opioid pills to their retail pharmacy customers notwithstanding that the increase 
and quantum of addictive drug orders raised serious red flags regarding the drugs’ 
unlawful, non-medical use; 

b. Defendants misrepresented their compliance with their legal obligations, making false 
assurances that their distribution complied with the law, including without limitation 
the requirements of a New Mexico distributor license, when, in truth, Defendants sold 
all the opioids they could, for profit, and in violation of their legal duties to guard 
against diversion of the pills for illicit purposes; 

c. Defendants refused to heed the DEA’s warnings and continued to sell diverted opioids; 

d. Defendants refused to abide by the terms of DEA enforcement actions and settlements, 
continuing to sell diverted opioids; 

e. Defendants did not monitor, detect, investigate, refuse and report suspicious orders to 
the New Mexico Board of Pharmacy as required under the terms of their licenses and 
applicable law; and, 

f. Defendants intentionally sold the opioids unlawfully, purely for profit and without 
regard to the opioid plague, notwithstanding Defendants’ knowledge that substantial 
foreseeable harm would occur. 

349. The scheme devised and implemented by Defendants, as well as other members of 

the Opioids Diversion Enterprise, amounted to a common course of conduct intended to profit 

from Opioid sales.  

C. Pattern of Racketeering Activity  

350. Defendants conducted and participated in the conduct of the affairs of the Opioids 

Marketing Enterprise through a pattern of racketeering as defined in Section 30-42-3. Defendants’ 

conduct as described above constitutes fraud, which is defined as racketeering. § 30-42-3(A)(6). 

Defendants’ conduct as described above constitutes fraud chargeable or indictable under the laws 
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of New Mexico and punishable by imprisonment for more than one year, which is defined as 

racketeering. NMSA 1978, § 30-42-3(A)(6). “Fraud consists of the intentional misappropriation 

or taking of anything of value that belongs to another by means of fraudulent conduct, practices or 

representations.” NMSA 1978, § 30-16-6. 

351. Defendants intended to and did succeed in misappropriating State funds, as for 

example: 

a. Costs of prescriptions provided under New Mexico’s Medicaid Program; 

b. Public employees’ health insurance prescription coverage costs pursuant to the Group 
Benefits Act, § 10-7B-6; 

c. Retired public employees’ group insurance costs from the Retiree Health Care Fund, 
pursuant to the Retiree Health Care Act, § 10-7C-8; and, 

d. Public employees and school board retirees’ group health insurance costs from the 
Public School Insurance Fund, pursuant to the Public School Insurance Authority Act, 
§§ 22-29-1 to -12. 

352. Defendants’ racketeering activities also included violations of the New Mexico 

Controlled Substances Act, Section 30-31-20 to -22, and each act is chargeable or indictable under 

the laws of New Mexico and punishable by imprisonment for more than one year. See NMSA 

1978, § 30-42-3(A)(13) (defining controlled substance trafficking as racketeering); § 30-42-

3(A)(19) (defining controlled substance distribution as racketeering).  Distributor Defendants did 

not act in accordance with the New Mexico Controlled Substances Act because they did not act in 

accordance with registration requirements as provided in that Act. See NMSA 1978, §§ 30-31-

12(B), 30-31-13(C), 30-31-16(A); 30-31-24(A)(2, 3), 30-31-25(A)(4). Among other infractions, 

Distributor Defendants did not comply with 21 U.S.C. § 823 and its attendant regulations (e.g., 21 
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C.F.R. § 1301.74),138 which are incorporated into New Mexico state law, or the New Mexico 

Pharmacy Board regulations. The Distributor Defendants failed to furnish notifications required 

under the Substances Control Act. NMSA 1978, § 30-31-24(A)(3). Relatedly, the Distributor 

Defendants omitted required reports. NMSA 1978, § 30-31-25)(A)(4). 

353. Regardless of any licenses or registrations held by Defendants to distribute 

dangerous and harmful drugs, their conduct was not lawful. Defendants engaged in a fraudulent 

and unlawful course of conduct constituting a pattern of racketeering activity. 

354. The pattern of racketeering activity alleged herein and the Opioids Diversion 

Enterprise are separate and distinct from each other. Likewise, Defendants are distinct from the 

Opioids Diversion Enterprise.  

355. The pattern of racketeering activity alleged herein is continuing as of the date of 

this Complaint and, upon information and belief, will continue into the future unless enjoined by 

this Court. 

356. Many of the precise dates of the Defendants’ criminal actions at issue here have 

been hidden and cannot be alleged without access to Defendants’ books and records. Indeed, 

Defendants’ misrepresentations to the public, the New Mexico Board of Pharmacy, and the DEA, 

depended on secrecy.  

357. Each instance of racketeering activity alleged herein was related, had similar 

purposes, involved the same or similar participants and methods of commission, and had similar 

results affecting similar victims, including the State and its citizens.  Defendants crafted the 

scheme to increase and maintain their increased profits, without regard to the effect such behavior 

                                                 
138  Once again, Plaintiff cites federal statutes and federal regulations in this complaint to state 
the duty owed under New Mexico tort law, not to allege an independent federal cause of action 
or substantial federal question. See, e.g., Herrera, 2003-NMSC-018,  ¶7. 
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had on the State and its citizens. In designing and implementing the scheme, at all times Defendants 

were cognizant of the fact that those in the distribution chain and the New Mexico Board of 

Pharmacy, inter alia,  rely on the integrity of the wholesale distributors to maintain a closed system 

and to protect against the non-medical uses of these dangerously addictive opioid drugs. 

358. Defendants have knowingly engaged in, attempted to engage in, conspired to 

engage in, or solicited another person to engage in racketeering activity, including the distribution 

of dangerous and harmful drugs to persons, in violation of the New Mexico Controlled Substances 

Act and distributor regulations promulgated thereto, at retail pharmacies, hospitals, and other 

health care facilities throughout the State of New Mexico. 

359. Defendants’ actions were criminal and in violation of New Mexico Statutes Chapter 

30, and more specifically Section 30-31-20 to -22, which forbids the distribution of controlled 

substances. Defendants’ conduct was not in accordance with Chapter 30, including NMSA 1978, 

Sections 30-31-7, 30-31-12(B), 30-31-13(A)(1), 30-31-13(C), 30-31-16(A), 30-31-20, 30-31-21, 

30-31-22, 30-31-24(A), 30-31-25(A), and the mandatory control requirements incorporated by 

reference therein (e.g., 16.19.8 NMAC, 16.19.20 NMAC).  Trafficking in controlled substances in 

violation of Section 30-31-20 is defined as “racketeering.” § 30-42-3(A)(13).  Distribution of 

controlled substances in violation of Sections 30-31-21 and 30-31-22 is defined as “racketeering.” 

§ 30-42-3(A)(19). 

360. The last racketeering incident occurred within five years of the commission of a 

prior incident of racketeering. 

D.  Damages 

361. Defendants’ violations of law and their pattern of racketeering activity have directly 

and proximately caused the State and its citizens to be injured in their business or property because 
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the State has paid for costs associated with the opioid epidemic, as described above in language 

expressly incorporated herein by reference. 

362. The State’s injuries, and those of her citizens, were proximately caused by 

Defendants’ racketeering activities. But for Defendants’ conduct, the State would not have paid 

the health services and law enforcement services and expenditures required as a result of the plague 

of drug-addicted residents. 

363. The State’s injuries, and those of her citizens, were directly caused by Defendants’ 

racketeering activities. 

364. The State was most directly harmed, and there is no other Plaintiff better situated 

to seek a remedy for the economic harms at issue here.  

365. Plaintiff, the State of New Mexico, seeks all legal and equitable relief as allowed 

by law, including inter alia actual damages, treble damages, equitable relief, forfeiture as deemed 

proper by the Court, attorney fees and all costs and expenses of suit (N.M. Rev. Stat. § 30-42-6), 

and pre- and post-judgment interest. 

COUNT VI 
VIOLATION OF NEW MEXICO 

FRAUD AGAINST TAXPAYERS ACT 
NMSA 1978, §§ 44-9-1 -14 
(Against All Defendants) 

366. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein.  

367. Defendants’ willful and repeated conduct related to opioid sales, as described 

above, violates the New Mexico Fraud Against Taxpayers Act, NMSA 1978, Section 44-9-3. 

368. As detailed above, the Manufacturer Defendants willfully misrepresented opioids 

as an appropriate, beneficial, and non-addictive treatment for chronic pain, and Defendants’ course 
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of conduct caused the State of Mexico to pay for drugs that were worthless in that they had no 

beneficial value, and in fact, were harmful to patients.  

369. The Distributor Defendants secured and renewed licenses from inter alia the New 

Mexico Board of Pharmacy under false pretenses when, in fact, the Distributor Defendants were 

not abiding by their non-delegable legal duties. As further described above, the Distributor 

Defendants made false public statements representing that they were operating a closed system 

safeguarding against diversion of dangerous opioids into illicit channels when, in truth, the 

Distributor Defendants were ignoring their legal duties for profit. 

370. Each Defendant knowingly presented, or caused to be presented, to the State false 

or fraudulent claims for payment or approval, in violation of NMSA 1978, § 44-9-33A(1). 

371. Each Defendant knowingly made, used, or caused to be made or used, false, 

misleading or fraudulent statements or records to obtain or support the approval of, or the payment 

on, false or fraudulent claims, in violation of NMSA 1978, § 44-9-33A(2).   

372. By engaging in the wrongful conduct described herein, Defendants conspired to 

defraud the State by obtaining approval or payment on false or fraudulent claims. 

373. As a result of the Manufacturer Defendants’ fraudulent marketing of opioids, and 

the Distributor Defendants’ abdication of non-delegable duties to prevent opioids from being 

diverted into illicit channels, the State of New Mexico paid millions of dollars for opioids. As a 

result, Defendants were illegally enriched at the expense of the State of New Mexico. Further, the 

State of New Mexico was required and will be required to pay the costs of treatment for State of 

New Mexico participants actively harmed by the Defendants’ actions. 
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374. Each claim for opioid prescriptions presented to the State of New Mexico or to a 

contractor, grantee or other recipient of state funds constitutes a separate violation pursuant to 

NMSA 1978, Section 44-9-3. 

375. In addition to, or in the alternative, each exposure of a state employee or contractor, 

New Mexico health care professional or State of New Mexico participant to Defendants’ 

misleading and deceptive information, communicated in any manner by Defendants, constitutes a 

separate violation pursuant to NMSA 1978, Section 44-9-3. 

376. In addition to, or in the alternative, each opioid prescription written in New Mexico 

in connection with State of New Mexico programs constitutes a separate and distinct violation 

pursuant to NMSA 1978, Section 44-9-3. 

377. Plaintiff, State of New Mexico seeks all legal and equitable relief as allowed by 

law, including inter alia actual damages, treble damages, civil penalties of not less than $5,000 

and up to $10,000 for each violation, attorney fees and all costs and expenses of suit, and pre- and 

post-judgment interest. 

COUNT VII 
NEGLIGENCE 

NEW MEXICO COMMON LAW 
(Against All Defendants) 

378. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein. 

379. A negligence claim requires the existence of a duty from a defendant to a plaintiff, 

breach of that duty, which is typically based upon a standard of reasonable care, and the breach 

being a proximate cause and cause in fact of the plaintiff’s damages. Herrera, 2003-NMSC-018, 

¶7.  
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380. Each Defendant had an obligation to exercise reasonable care in manufacturing and 

distributing highly dangerous opioid drugs in the State of New Mexico. 

381. Integral to duty and proximate causation is foreseeability. Id. at 186. Each 

Defendant owed a duty to the State, and to the public health and safety in New Mexico, because 

the injury was foreseeable, and in fact foreseen, by the Defendants.  

382. Reasonably prudent wholesale drug distributors would have anticipated that the 

scourge of opioid addiction would wreak havoc on communities. As explained above, the system 

whereby wholesale distributors are the gatekeepers between manufacturers and pharmacies exists 

for the purpose of controlling dangerous substances such as opioids. Moreover, Defendants were 

repeatedly warned by law enforcement.  

383. Reasonably prudent manufacturers of pharmaceutical products would know that 

aggressively pushing highly addictive opioids for chronic pain would result in the severe harm of 

addiction, foreseeably causing patients to seek increasing levels of opioids, frequently turning to 

the illegal drug market as a result of a drug addiction that was foreseeable to the Manufacturer 

Defendants. 

384. The escalating amounts of addictive drugs flowing through Defendants’ business, 

and the sheer volume of these pills, further alerted all of the Defendants that addiction was fueling 

increased consumption and that legitimate medical purposes were not being served. 

385. As described above in language expressly incorporated herein, Distributor 

Defendants breached their duties to exercise due care in the business of wholesale distribution of 

dangerous opioids, which are Schedule II Controlled Substances, by filling highly suspicious 

orders time and again. Because the very purpose of these duties was to prevent the resulting harm 
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– diversion of highly addictive drugs for non-medical purposes – the causal connection between 

Defendants’ breach of duties and the ensuing harm was entirely foreseeable. 

386. As described above in language expressly incorporated herein, Manufacturer 

Defendants breached their duties to exercise due care in the business of pharmaceutical 

manufacturers of dangerous opioids, which are Schedule II Controlled Substances, by 

misrepresenting the nature of the drugs and aggressively promoting them for chronic pain. The 

causal connection between Defendants’ breach of duties and ensuing harm was entirely 

foreseeable. 

387. As described above in language expressly incorporated herein, Defendants’ breach 

of duty caused, bears a causal connection with, and/or proximately resulted in, harm and damages 

to the State.  

388. Defendants’ conduct was willful, wanton, malicious, reckless, oppressive, and/or 

fraudulent. Here, Defendants were selling dangerous drugs statutorily categorized as posing a high 

potential for abuse and severe dependence. NMSA 1978, § 30-31-5(B). Thus, Defendants’ 

knowingly traded in drugs that presented a high degree of danger if prescribed incorrectly or 

diverted to other than medical, scientific, or industrial channels.  

389. Plaintiff, the State of New Mexico, seeks all legal and equitable relief as allowed 

by law, including inter alia injunctive relief, restitution, disgorgement of profits, compensatory 

and punitive damages, and all damages allowed by law to be paid by the Defendants, attorney fees 

and costs, and pre- and post-judgment interest. 
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COUNT VIII 
NEGLIGENCE PER SE 

NEW MEXICO COMMON LAW 
(Against Distributor Defendants) 

390. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein. 

391. NMSA 1978, Section 26-1-18, 16.19.8.13 NMAC, and 16.19.20.48 NMAC, are 

public safety laws. As such, these laws were intended to protect the public welfare and safety, and 

the State is the proper Plaintiff to enforce these laws. Each Distributor Defendant had a duty under 

inter alia these laws to prevent diversion of prescription opioids for non-medical and non-scientific 

purposes and to guard against, prevent, and report suspicious orders of opioids.  

392. The Distributor Defendants’ violations of the law constitute negligence per se.  

393. It was foreseeable that the breach of duty described herein would result in the 

damages sustained by the State.  

394. Defendants’ conduct was willful, wanton, malicious, reckless, oppressive, and/or 

fraudulent, as described above. 

395. As described above in language expressly incorporated herein, The Distributor 

Defendants breached their duties to prevent diversion of dangerously addictive opioids, including 

violating public safety statutes requiring that as wholesale drug distributors, Defendants could only 

distribute these dangerous drugs under a closed system – a system Defendants were responsible 

for guarding.  

396. As described above in language expressly incorporated herein, the Distributor 

Defendants’ breach of statutory and regulatory duties caused, bears a causal connection with, and 

proximately resulted in, harm and damages to the State. The harm at issue is the type of  harm that 

the legislature sought to prevent in promulgating the public safety statutes at issue. 
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397. Plaintiff, the State of New Mexico, seeks all legal and equitable relief as allowed 

by law, including inter alia injunctive relief, restitution, disgorgement of profits, compensatory 

and punitive damages, and all damages allowed by law to be paid by the Distributor Defendants, 

attorney fees and costs, and pre- and post-judgment interest. 

PUNITIVE DAMAGES 

398. The State re-alleges all prior paragraphs of this Complaint as if set forth fully 

herein. 

399. By engaging in the above-described unfair acts or practices, Defendants acted 

wantonly or oppressively or with such malice as implies a spirit of mischief or criminal 

indifference to civil obligations. Defendants’ conduct also was willful, reckless, and/or fraudulent. 

See Clay v. Ferrellgas, Inc., 1994-NMSC-080, ¶ 12, 118 N.M. 266, 881 P.2d 11 (“To be liable for 

punitive damages, a wrongdoer must have some culpable mental state, . . . and the wrongdoer’s 

conduct must rise to a willful, wanton, malicious, reckless, oppressive, or fraudulent level, . . . .”) 

(citations omitted). 

400. Here, Defendants were selling dangerous drugs statutorily categorized as posing a 

high potential for abuse and severe dependence. NMSA 1978, § 30-31-5(B). Thus, Defendants 

knowingly traded in drugs that presented a high degree of danger if prescribed incorrectly or 

diverted to other than legitimate medical, scientific, or industrial channels. Because of the severe 

level of danger posed by, and indeed visited upon the State by, these dangerous drugs, Defendants 

owed a high duty of care to ensure that these drugs were only used for proper medical purposes. 

Defendants chose profit over patients, and the safety of the community, and an award of punitive 

damages is appropriate, as punishment and a deterrence.  
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401. By engaging in the above-described wrongful conduct, Defendants also engaged in 

willful misconduct and exhibited an entire want of care that would raise the presumption of a 

conscious indifference to consequences. 

RELIEF 

WHEREFORE, the State of New Mexico, by and through its Attorney General, 

respectfully prays that this Court grant the following relief:  

1. Entering Judgment in favor of the State in a final order against each of the 

Defendants; 

2. Enjoining the Defendants and their employees, officers, directors, agents, 

successors, assignees, merged or acquired predecessors, parent or controlling entities, subsidiaries, 

and all other persons acting in concert or participation with it, from engaging in unfair or deceptive 

practices in violation of New Mexico law and ordering temporary, preliminary or permanent 

injunction; 

3. Order that Defendants compensate the State for its past and future costs to abate the 

ongoing public nuisance caused by the opioid epidemic; 

4. Declaring that each act and omission of each of the Defendants described in this 

Complaint constitute multiple, separate violations of the Unfair Practices Act;  

5. Imposing civil penalties of up to $5,000, per Defendant, for each repeated and 

willful violation of the Unfair Practices Act; 

6. Awarding actual damages, treble damages, injunctive and equitable relief, 

forfeiture as deemed proper by the Court, and attorney fees and all costs and expenses of suit 

pursuant to the Racketeering Act; 
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7. Imposing civil penalties of not less than $10,000 per Defendant under the Medicaid 

Fraud Act, for each false or fraudulent claim submitted or representation made, plus three times 

the amount of damages that the State has sustained as a result of the act of Defendants;  

8. Awarding actual damages, treble damages, and civil penalties of not less than 

$5,000 and up to $10,000 for each violation of the Fraud Against Taxpayers Act; 

9. Awarding the State its damages caused by the opioid epidemic, including (A) 

money wrongfully paid for opioids through government-funded insurance; (B) costs for providing 

medical care, additional therapeutic and prescription drug purchases, and other treatments for 

patients suffering from opioid-related addiction or disease, including overdoses and deaths; (C) 

costs for providing treatment, counseling, and rehabilitation services; (D) costs for providing 

treatment of infants born with opioid-related medical conditions; (E) costs for providing welfare 

for children whose parents suffer from opioid-related disability or incapacitation; and (F) costs 

associated with law enforcement and public safety relating to the opioid epidemic. 

10. Awarding judgment against the Defendants requiring Defendants to pay punitive 

damages; 

11. Granting the State: 

a. The cost of investigation, reasonable attorneys’ fees, and all costs and expenses;  

b. Pre-judgment and post-judgment interest; and, 

c. All other relief as provided by law and/or as the Court deems appropriate and just.  

Plaintiff asserts claims herein in excess of the minimum jurisdictional requirements of this 

Court. 
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Date: September 7, 2017   Respectfully Submitted, 
 
ATTORNEY GENERAL OF NEW MEXICO 
HECTOR H. BALDERAS 
 

 
 

 
       
P.O. Drawer 1508 
Santa Fe, New Mexico 87504-1508 
Phone: (505) 490-4060 
Fax: (505) 490-4883 
hbalderas@nmag.gov 
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Introduction 

More than $56 billion has been recovered under the civil False Claims Act (“FCA”) 
since 1986,1 the year that far-reaching amendments to this Civil War-era statute were 
passed.  Although the FCA was enacted in 1863 in response to allegations of fraud in the 
context of Civil War procurements, the FCA became a significant enforcement tool only 
after Congress enacted watershed amendments in 1986, including the provision of stiffer 
penalties and damages and the expansion of the rights of private citizens, known as qui 
tam relators, to bring such suits.  The potential for sharing as much as 30 percent of the 
FCA’s treble damages and mandatory penalties award makes qui tam enforcement of the 
statute attractive to these whistleblowers or qui tam relators.  More than $3.4 billion of 
the total FCA recovery of more than $3.7 billion in 2017 was in cases brought by qui tam 
relators, whose combined “relator’s share” was $393 million that year. These recoveries 
are obtained almost exclusively through settlements, not judgments.   

 
The Justice Department announced that 2017 recoveries in the health care 

industry (broadly defined to include pharmaceutical and medical device companies) were 
nearly $2.5 billion.  And, following the issuance in September 2015 of the “Yates Memo,”2 
the government’s new enforcement initiative that requires government prosecutors to 
focus on holding individuals responsible for corporate wrongdoing, the Justice 
Department implemented this policy in FCA investigations and settlements.  Although 
the Yates Memo is under review by the Trump administration, the Justice Department 
has continued these enforcement policies.3  

 

Of course, the government also initiates and litigates a substantial number of 
FCA cases without the assistance of a qui tam relator.  FCA cases prosecuted solely by 
the government are initiated by the investigative branch of a government agency, or are 
referred to the Civil Division of the Department of Justice by state or federal criminal 
prosecutors.  Now that 29 states plus the District of Columbia have state false claims 
laws similar to the federal statute, false claims litigation often takes place at the federal, 
state, and multi-state levels.4 The considerable resources of the government—both 

                                                 
1  See Press Release, Dep’t of Justice, Justice Department Recovers Over $3.7 Billion From False Claims Act 
Cases in Fiscal Year 2017 (Dec. 21, 2017), https://www.justice.gov/opa/pr/justice-department-recovers-over-37-
billion-false-claims-act-cases-fiscal-year-2017.    
2 See Memorandum from Deputy Att’y Gen. Sally Quillian Yates, Individual Accountability for Corporate 
Wrongdoing (Sept. 9, 2015), https://www.justice.gov/dag/file/769036/download.   
 
3  See, e.g., Press Release, Dept. of Justice, Medicare Advantage Organization and Former Chief Operating 
Officer to Pay $32.5 Million to Settle False Claims Act Allegations (May 30, 2017), available at 
https://www.justice.gov/opa/pr/medicare-advantage-organization-and-former-chief-operating-officer-pay-325-
million-settle;  Law 360, Fla. Medical Group’s Ex-CFO Settles FCA Charges For $100K (Sept. 14, 2017), 
https://www.law360.com/governmentcontracts/articles/964178/fla-medical-group-s-ex-cfo-settles-fca-charges-for-
100k?nl_pk=68d0f0c3-b32d-42ae-8ec6-.   
 
4  The states that have state FCAs with qui tam enforcement are:  California, Colorado, Connecticut, 
Delaware, Florida, Georgia, Hawaii, Illinois, Indiana, Iowa, Louisiana, Maryland, Massachusetts, Michigan, 
Minnesota, Montana, Nevada, New Hampshire, New Jersey, New Mexico, New York, North Carolina, Oklahoma, 
Rhode Island, Tennessee, Texas, Vermont, Virginia, and Washington.  Wisconsin repealed its False Claims for 
Medical Assistance Act in 2015.   
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federal and state—coupled with the seemingly limitless supply of whistleblowers willing 
to litigate FCA claims on the government’s behalf, virtually assure that the FCA will 
remain one of the government’s most powerful weapons in fighting fraud.   

 

Sweeping substantive and procedural amendments to the FCA—in 2009 under the 
Fraud Enforcement and Recovery Act of 2009 (“FERA”), and in 2010 under the 
Affordable Care Act (“ACA”) and the Dodd-Frank Wall Street Reform and Consumer 
Protection Act (“Dodd-Frank”)—make it easier for the government and qui tam relators 
to conduct investigations and win recoveries. Provisions linking the FCA to government 
health care program requirements have increased the FCA’s role in health care fraud 
enforcement.  A redlined version of the current FCA showing these amendments is 
attached as Appendix 1.  

 
The Supreme Court’s recent decision in Universal Health Services v. United States 

ex rel. Escobar—which validated applying the “implied false certification” theory in 
certain FCA cases, but limited its reach by requiring rigorous enforcement of a 
“demanding” materiality standard—is dramatically reshaping the law in implied false 
certification cases.  The Court’s rigorous enforcement of the materiality requirement has 
been applied to other statutory requirements and extended outside the “implied 
certification” arena.5   It is important to note that by requiring false certification cases to 
focus on government knowledge, the Escobar decision has made discovery into the 
government’s payment decisions essential, which is changing the landscape for discovery 
in these cases.    

 
These materials discuss FCA fundamentals, including key provisions in the 1986 

law and important statutory changes under FERA, the ACA, and Dodd-Frank to provide 
context for understanding current FCA issues.  Recent developments and case law on 
liability, qui tam enforcement, damages, and penalties also are discussed.  For a full 
discussion of the statute and decisional law under the FCA, however, please refer to John 
T. Boese, Civil False Claims and Qui Tam Actions (Wolters Kluwer Law & Business) (4th 
ed. 2011 & Supp. 2018-2) (“BOESE”).   

I.  FCA Fundamentals 

Some important features that are present in both versions of the FCA before and 
after FERA should be noted at the outset:  

 Violations of the FCA give rise to potentially enormous economic liability.  The 
law provides that all damages are trebled.  For decades, each false claim 
submitted was subject to a mandatory penalty ranging from $5,500 to $11,000.  
Due to a 2016 budget law inflation “catch-up” provision, FCA penalties nearly 
doubled for violations occurring after November 1, 2015, and are subject to 

                                                 
5  See, e.g., United States ex rel. Harman v. Trinity Industries, Inc., 872 F.3d 645 (5th Cir. 2017) (overturning 
verdict, entering judgment for defendant as a matter of law, and ruling that factual falsity-type allegation—
guardrails failed to meet specifications—failed because government’s awareness of allegations and continuing 
eligibility of guardrails satisfied Escobar’s “very strong evidence” of immateriality test);  United States v. Luce, 873 
F.3d 999 (7th Cir. 2017) (overruling precedent and adopting proximate cause standard of causation in an FCA case, 
based on statutory construction, Escobar, and the common law).    
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adjustment annually.  In 2018, the range for FCA penalties is from $11,181 to 
$22,363.   

 The FCA can be enforced not only by the powerful resources of the federal 
government, but also through the use of private plaintiffs, referred to as qui 
tam relators.  The term “qui tam” is derived from a Latin phrase, “qui tam pro 
domino rege quam pro se ipso,” or “who pursues this action on our Lord the 
King’s behalf as well as his own.” As this phrase indicates, the qui tam action 
arose in early English common law as a device for permitting private 
individuals to litigate claims on the sovereign’s behalf.  Like relators in modern 
FCA actions, early qui tam litigants not only gained standing they otherwise 
would lack, but also a share of any recovery obtained on the sovereign’s behalf 
as a result of the qui tam action.  Significant amendments to the False Claims 
Act in 1986 strengthened the rights of relators, and increased the bounties that 
may be awarded to successful relators, thus dramatically increasing the 
incentives to filing suit.  There are unique procedural steps involved when a qui 
tam relator initiates FCA litigation, including the requirement that the 
complaint must be filed under seal, and the United States may intervene and 
take over the action. 

 Whether an FCA suit is initiated by the government or by a qui tam relator, the 
liability, damages and penalties provisions remain the same.  Defendants are 
also liable for the attorneys’ fees and costs of relators. 

 A number of state and local governments have adopted their own versions of 
false claims acts, with qui tam enforcement.  Although in the past these laws 
have varied considerably from the federal FCA, most of them no longer do 
because they must follow the federal model in order to receive an economic 
incentive under the Deficit Reduction Act of 2005.6 

It is also important to note what the False Claims Act does not cover. Although 
false tax returns are almost certainly the most common false claim filed with the federal 
government, the False Claims Act expressly excludes such claims from the scope of its 
coverage.7  This FCA “tax bar” has been held to apply broadly whenever a false claim is 
made or a benefit is procured under the Internal Revenue Code, and is not limited to false 
income tax claims.8   

                                                 
6   Pub. L. No. 109-171, §§ 6031-6033, 120 Stat. 4, 72-74 (2006) (to be codified at 42 U.S.C. §§ 1396a(a), 
1396b(i), 1396h(a)).   
7  31 U.S.C. § 3729(e) provides that “This section does not apply to claims, records, or statements made under 
the Internal Revenue Code of 1954.”   
8  United States ex rel. Lissack v. Sakura Global Capital Mkts., Inc., 377 F.3d 145 (2d Cir. 2004).  Congress 
has enacted a “tax whistleblower” statute which provides a bounty to anyone who brings tax underpayments by certain 
corporations and high-income individuals to the attention of the IRS.  See Tax Relief and Health Care Act of 2006, 
Pub. L. No. 109-432, §406, 120 Stat. 2922, 2958 (2006).  For a more extensive discussion of this statute, see BOESE, 
§1.07[A][1] 
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II.  The 1986 Amendments 

Prior to 2009, liability under the civil False Claims Act arose under 31 U.S.C. 
§§ 3729(a)(1) - (7).  The four most commonly-invoked liability provisions of the 1986 FCA 
are:   

 Section 3729(a)(1), which establishes liability for so-called “direct” false claims to 
the government;  

 Section 3729(a)(2), which imposes liability for making or using false records or 
statements to get a false claim paid or approved; 

 Section 3729(a)(3), which bases liability on conspiracy to get a false claim paid; 
and  

 Section 3729(a)(7), the so-called “reverse false claims provision,” which imposes 
liability for false records or statements made to reduce or avoid an obligation to 
pay the government. 

The remaining three subsections of Section 3729(a), subsections (a)(4), (a)(5) and (a)(6), 
tend to be either redundant or to apply to situations that occur infrequently under modern 
government benefit, grant, and contracting procedures.  These sections of the FCA are 
seldom invoked, and therefore have not been the subject of significant case law analysis.9  
The government (or the qui tam relator) bears the burden of proving each element of a 
False Claims Act violation, including damages.10 

Under the 1986 amendments, the intent needed for an FCA violation was lowered 
to the “recklessness” standard, and the burden of proof was established as the 
preponderance of the evidence.  In addition, the qui tam enforcement mechanism was 
expanded by: 

 increasing the relators’ share to up to 30 % of the government’s recovery; 
 removing the government knowledge bar and replacing it with public 

disclosure/original source provisions; 
 adding a retaliation provision; 
 allowing qui tam participation after U.S. intervention; and  
 encouraging qui tam enforcement if the U.S. declined to intervene.   

III.  The 2009 Amendments 

Congress’s stated purpose in enacting Section 4 of FERA was to expand the FCA’s 
liability provisions to reach frauds by financial institutions and other recipients of TARP 
and economic stimulus funds, even though the existing FCA already covered most, if not 
all, of these financial frauds, recipients, and funds.  The FERA’s FCA amendments are not 
directed specifically at financial markets, nor are they limited to mortgage and financial 

                                                 
9  For a review of the limited case law arising under subsections (a)(4), (a)(5), and (a)(6), see BOESE, §§ 2.01[D] 
- [F]. 
10  31 U.S.C. § 3731(c). 
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fraud.  These amendments are significant, and they apply across the board to all recipients 
and payers of government money or property.    

Congress described these FCA amendments as “[c]larifications to the False Claims 
Act to reflect the original intent of the law,” but that is simply not correct.  The 
amendments overturned a number of significant decisions, including the Supreme 
Court’s unanimous decision in Allison Engine Co. v. United States ex rel. Sanders that 
limited FCA liability based on a false statement supporting a false claim.11  Indeed, far 
from mere “clarifications,” the amendments revised and renumbered all seven liability 
provisions of the FCA, redefined key terms such as “claim” and “obligation,” and defined 
the term “material” for the first time—in order to expand FCA liability beyond previous 
limits.   

As amended by FERA, the FCA’s key liability provisions remain those addressing 
false claims, false statements supporting false claims, conspiracy, and reverse false 
claims, but the new provisions cover additional conduct.  New Sections 3729(a)(1)(A), 
(a)(1)(B), (a)(1)(C), and (a)(1)(G) extend liability to 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; 

(C) conspires to commit a violation of subparagraph (A), (B), (D), (E), 
(F), or (G); 

[ . . . ] or  

(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 Government, or knowingly conceals or knowingly 
and improperly avoids or decreases an obligation to pay or transmit 
money or property to the Government.   

A red-line version of the False Claims Act is attached as Appendix 1, and use of this red-
line is critical to understanding the revisions.  Many of the important details of the 2009 
amendments are discussed in a contemporaneously issued FraudMail Alert.12  A few key 
illustrations of the expansion in FCA liability under FERA include the following:   

 Section 3729(a)(1)(A) amends Section 3729(a)(1) so that “presentment” of a false 
claim to the federal government is no longer required.  

 Section 3729(a)(1)(B) amends Section 3729(a)(2) to remove the language which 
the unanimous Supreme Court relied on in Allison Engine Co. v. United States ex 

                                                 
11   128 S. Ct. 2123 (2008).   
12          See FraudMail Alert No. 09-05-21, The False Claims Act is Amended for the First Time in More Than 
Twenty Years as the President Signs the Fraud Enforcement and Recovery Act of 2009 (May 21, 2009), 
http://www.friedfrank.com/siteFiles/Publications/96C624E1C1C818605ABF4C050E2677B9.pdf.   
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rel. Sanders to limit FCA liability to false statements or claims made by defendants 
“to get” that is, for the purpose of getting the government to pay the claim.  

 The language in Section 3729(a)(3) has been properly interpreted to limit liability 
for conspiracy to violations of Section 3729(a)(1).  Section 3729(a)(1)(C) amends 
this provision so that liability extends to a conspiracy to commit a violation of any 
other substantive liability provision of the FCA.   

 Section 3729(a)(1)(G) expands the scope of reverse false claim liability to include 
retention of an overpayment.  Under this provision, there is no need for a person 
to take an affirmative act—such as making or using a false record or statement—to 
knowingly conceal or improperly avoid an obligation to pay the government.   

Many of FERA’s key changes are in the statutory definitions of “claim,” 
“obligation,” and “material” in Section 3729(b).  FERA’s definitions of “claim” and 
“obligation” are discussed immediately below.  FERA’s statutory definition of “material” 
is discussed later in the recent developments section.      

A.  The Definition of “Claim” 

Prior to FERA, liability under Section 3729(a)(2)—for  making or using a false 
record or statement to support a false claim submitted to the government—had been 
limited to money or property that the government “provides” or “will reimburse” under 
the definition of “claim.”  While some courts interpreted this to require the claim to be 
subjected to a government payment or approval process, the circuits were divided on that 
issue as well as on the underlying question of whether “presentment” of the false claim to 
the government was required under Section 3729(a)(2).  The Supreme Court resolved this 
question in Allison Engine Co. v. United States ex rel. Sanders,13 unanimously holding 
that presentment was not required under Section 3729(a)(2), but that liability for false 
statements supporting false claims was limited to fraudulent statements that were 
designed “to get” false claims paid or approved “by the Government.”  The Court found it 
necessary to impose this limitation because, without a clear link between a false claim and 
payment or approval by the government, the FCA would become an “all-purpose 
antifraud statute” and liability under it would be “boundless.”   

Under FERA, however, both the “to get” language and the “by the Government” 
limitations in Section 3729(a)(2)—as well as comparable language in Sections 3729(a)(3) 
and (a)(7)—were eliminated.   FERA’s amendments limit FCA liability by a nexus to the 
government requirement in the new definition of “claim” in Section 3729(b)(2)  that 
covers requests for funds to a contractor, grantee, or other recipient, if the money or 
property requested “is to be spent or used on the Government’s behalf or to advance a 
Government program or interest.”  FERA does not define the key terms in these phrases, 
leaving their meaning to the courts to determine on a case-by-case basis.14   

                                                 
13  128 S. Ct. 2123 (2008).   
14  See, e.g., United States ex rel. Garg v. Covanta Holding Corp., No. 11-3174, 2012 WL 1609003 (3d Cir. May 
8, 2012) (unpublished decision) (relying on a pre-FERA decision, Hutchins v. Wilentz, Goldman & Spitzer, 253 F.3d 
176, 179 (3d Cir. 2001), and interpreting the statutory definition of “claim” in Section 3729(b)(2)(ii) to require that 
“the specific money or property claimed” must be intended to be spent on the government’s behalf, and to further 
require the federal government to provide or reimburse at least a portion of the specific money or property requested);  
United States v. Countrywide Fin. Corp., No. 12CV 1422 (JSR), 2013 WL 4427232 (S.D.N.Y. Aug. 16, 2013) (noting 
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B.  The Definition of “Obligation” under FERA and the ACA 

Liability based upon a “reverse false claim” is triggered under Section 
3729(a)(1)(G) when a person makes, uses, or causes to be made or used, a false record or 
statement material to an “obligation” to pay money to the government, or when the 
person simply conceals or avoids an “obligation” to pay the government.  The term 
“obligation” is defined in FERA as an “established duty, whether or not fixed,” arising 
from a contract, grant, license, fee-based, or similar relationship, or from retention of an 
overpayment. One circuit court has noted that, under this new definition of “obligation,” 
FCA liability for an overpayment could apparently be established without a fraudulent act 
or falsehood.15  The phrase “whether or not fixed” has been interpreted to cover cases 
where an established duty to pay the government is owed, but the amount owed is 
unfixed.16 

FERA’s statutory language is not clear as to precisely how a duty arises from 
retention of an overpayment and when it becomes “established.”  Courts have properly 
ruled that failure to comply with the very duty “necessary to create the obligation that the 
defendant allegedly avoided or concealed” is not a basis for reverse false claim liability.17  
But while a considerable body of case law supports the view that the government’s ability 
to pursue reimbursement for overpayments does not “establish” an “obligation” to repay 
the government,18 extension of Section 3729(a)(1)(G) liability to breaches of contract is 
still in flux.19  

FERA imposed liability for retention of an overpayment under the FCA in general 
terms.  The Affordable Care Act (“ACA”) went further, directly linking retention of an 
overpayment under Medicare or Medicaid to FCA liability.20  Under the ACA, an 
“overpayment” is any Medicare or Medicaid funds “that a person receives or retains . . . 
                                                 
that after FERA expanded the definition of “claim” to encompass requests for money to be spent or used to advance 
a government program or interest, the FCA arguably extended to false claims submitted to Fannie Mae and Freddie 
Mac after May 20, 2009, but because the amendment had no retroactive effect, claims submitted to those entities 
before that date were not actionable under the FCA).   
15  United States ex rel. Yannacopoulos v. General Dynamics, 652 F.3d 818, 836 & n.16 (7th Cir. 2011) (noting 
that Section 3729(a)(1)(G) makes it unlawful to conceal, avoid, or decrease an obligation to pay the government, 
“apparently regardless of whether such actions involve . . . a falsehood”).   
16  See, e.g., United States ex rel. Simoneaux v. E.I. DuPont de Nemours & Co., 843 F.3d 1033, 1036 (5th Cir. 
2016).   
17  See United States ex rel. Booker v. Pfizer, Inc., 9 F. Supp. 3d 34, 50 (D. Mass. 2014) (corporate integrity 
agreement providing that failure to comply “may lead to imposition” of stipulated penalties found insufficient to 
establish an “obligation” because it was a potential fine). 
18  See, e.g., United States ex rel. Guth v. Roedel Parsons Koch Blache Balhoff & McCollister, No. 15-30043, 
2015 WL 5693302 (5th Cir. Sept. 29, 2015) (approving district court’s reasoning in dismissing claim that was 
predicated on potential or contingent obligation to pay amounts not levied or assessed) (per curiam) (unpublished 
op.);  United States ex rel. Mason v. State Farm Aut. Ins. Co., 398 F. App’x 233, 235 (9th Cir. 2010); United States 
ex rel. Landis v. Tailwind Sports Corp., No. 1:10-cv-00976 (CRC), 2016 WL 141615 (D.D.C. Jan. 12, 2016); 
United States ex rel. Branch Consultants, LLC v. Allstate Ins. Co., 668 F. Supp. 2d 780, 811-12 (E.D. La. 2009).   
19  See, e.g., United States ex rel. Ruscher v. Omnicare, Inc., No. 4:08-cv-3396, 2014 WL 43388726 (S.D. 
Tex. Sept. 5, 2014) (ruling that a fine under a corporate integrity agreement could be an “obligation” under the 
FCA);  Ruscher, 2015 WL 517807 (S.D. Tex. Sept. 3, 2015) (on summary judgment, finding no evidence of a 
reportable event under Omnicare’s corporate integrity agreement and dismissing reverse false claim);  United States 
ex rel. Boise v. Cephalon, Inc., No. 08-287, 2015 WL 4461793 (E.D. Pa. July 21, 2015) (agreeing with relators that 
Cephalon’s contractual obligation to pay the government upon breach of its corporate integrity agreement was an 
“established duty”).     
20  ACA, Pub. L. No. 111-148, § 6402, 124 Stat. 119 (2010).   
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to which the person, after applicable reconciliation, is not entitled,” and an overpayment 
retained after reconciliation is an “obligation” under Section 3729(b)(3) of the FCA.21  The 
ACA established the deadline for reporting and returning an overpayment as the later of 
either 60 days after an overpayment has been “identified,” or the date of a corresponding 
cost report, and required health care entities to state the reason for the overpayment in 
this report.   

The ACA’s 60-day rule for reporting and returning “identified” overpayments and 
the link to FCA liability raised a plethora of questions from health care providers.22  CMS 
addressed the ACA’s overpayment requirements for Medicare Parts C and D in a 2014 
final rule.  In 2016, CMS issued a final rule on the overpayment requirements for 
Medicare Parts A and B.23     

 
Recently, in UnitedHealthCare Insurance Co. v. Azar, the district court vacated 

CMS’s 2014 Medicare Part C final rule based on finding that the regulation applied a “no 
error” standard in recoveries from Medicare Advantage (“MA”) insurers using risk 
adjustment validation audits (“RADV audits”), but failed to account for error in 
payments to traditional fee for service Medicare providers.24  The court concluded that 
the regulation failed to comply with the statutory requirement that payments to 
Medicare Advantage insurers must be “actuarially equivalent” to payments to fee for 
service insurers.  Following the court’s decision, however, CMS issued a proposed rule 
(1) to establish extrapolation as a method to use in RADV audits, and (2) to not make 
any adjustment for error in fee for service data used to determine MA recoveries.  
Comments on the proposed rule are due December 31, 2018.  The proposal to use 
extrapolation in RADV audits has enormous implications, and CMS’s proposal not to 
use a fee for service adjustment immediately after the district court ruled against the 
government on that issue in UnitedHealthCare will face strong criticism.     

 
In vacating CMS’s 2014 rule, the district court in UnitedHealthCare also agreed 

with the rule’s challengers that CMS’s standard for identifying and reporting 
overpayments was more stringent than the FCA’s scienter standards, and the court 
found no authority for CMS’s application of FCA consequences based on this more 
stringent standard.25  While these findings were made in the context of the court’s 
invalidation of CMS’s rulemaking, attempts to apply a more stringent standard than the 

                                                 
21  ACA, Pub. L. No. 111-148, § 6402, 124 Stat. 119, 753 (“Any overpayment retained by a person after the 
deadline for reporting and returning the overpayment under paragraph (2) is an obligation (as defined in section 
3729(b)(3) of title 31, United States Code) for purposes of section 3729”). 
22  The ACA established the deadline for reporting and returning an overpayment as the later of either 60 days 
after an overpayment has been “identified” or the date of a corresponding cost report, without defining the term 
“identified,” for example.   
23  See Medicare Program:  Contract Year 2015 Policy and Technical Changes to the Medicare Advantage and 
the Medicare Prescription Drug Benefit Programs, 79 Fed. Reg. 29,844 (May 23, 2014); Medicare Program:  
Reporting and Returning of Overpayments, 81 Fed. Reg. 7654-7684 (Feb. 12, 2016) (to be codified at 421 C.F.R. 
pts. 401, 405).    
24  No. 16-157 (RMC), 2018 WL 4275991 (D.D.C. Sept. 7, 2018).   
25  UnitedHealthCare Ins. Co. v. Azar, No. 16-157 (RMC), 2018 WL 4275991 (D.D.C. Sept. 7, 2018).  The 
court also ruled that CMS’s final rule violated the APA because its definition of “identified” significantly departed 
from the definition in the proposed rule and imposed a more burdensome definition than originally proposed without 
adequate notice to the regulated entities.   
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FCA’s scienter standards in adjudications brought to recover overpayments under the 
FCA should be rejected for the same reasons as the court rejected this rule.26   

 
C.  Other FCA Amendments under FERA 

FERA revised the FCA’s retaliation provision so that it protects contractors and 
agents in addition to employees. This means that an independent contractor is covered 
by the retaliation provision, and the courts are determining how far this provision’s 
protections extend.27  FERA’s FCA retaliation amendment was itself amended in 2010. 
These amendments are discussed in the Dodd-Frank section of these materials.   

FERA also included a provision that expands the Department of Justice’s power to 
issue civil investigative demands (“CIDs”) and to use the information received in response 
to CIDs for an “official use.”28  Under this expanded authority, the Attorney General 
delegated his authority to issue CIDs to the Assistant Attorney General for the Civil 
Division,29 who redelegated this authority to U.S. Attorneys in certain cases.30  This 
streamlined the process of approving CIDs at DOJ, and it has led to the issuance of more 
CIDs by both DOJ and U.S. Attorneys’ Offices:  in FY 2011, DOJ attorneys requested 
authority to issue over 888 CIDs, which is more than ten times the number requested in 
the two years before re-delegation combined.31 

In addition, FERA allows the government’s complaint in intervention and 
amendments to the complaint to relate back to the original qui tam complaint for statute 
of limitations purposes,32 which greatly affects the measure of damages and penalties in 
health care cases.  Finally, FERA provides that the FCA’s seal does not prevent the 
government or relator from serving the written disclosure, qui tam complaint, or other 
pleading on states and local law enforcement authorities.33 

                                                 
26  See United States ex rel. Kane v. Healthfirst, Inc., 120 F. Supp. 3d 370 (S.D.N.Y. 2015) (defining 
“identified” as when a provider is put on notice of a potential overpayment);  United States ex rel. Ortiz v. Mount 
Sinai Hosp., No. 13 Civ. 47335 (RMB), slip op. (S.D.N.Y. Nov. 9, 2015) (finding that relators sufficiently pled 
wrongful overpayment retention with illustrative examples). 
27  See, e.g., United States ex rel. Burdike v. PECO Energy, No. 07-4147, 2012 WL 4108910 (E.D. Pa. Sept. 14, 
2012) (dismissing retaliation claim based on the findings that conduct alleged in relator’s complaint predated the 
effective date of the 2009 amendments to Section 3730(h), and that relator and AVE were hired as independent 
contractors and therefore were not “employees” of the defendants); Cestra v. Mylan, Inc., No. 14-825, 2015 WL 
2455420 (W.D. Pa. May 22, 2015) (ruling that retaliation provision applies to employer that fired employee after 
discovering he was a whistleblower in a qui tam action against his former employer). 
28  See FraudMail Alert No. 09-05-21, The False Claims Act is Amended for the First Time in More Than 
Twenty Years as the President Signs the Fraud Enforcement and Recovery Act of 2009 (May 21, 2009), 
http://www.friedfrank.com/siteFiles/Publications/96C624E1C1C818605ABF4C050E2677B9.pdf.   
29  See Order No. 3134-2010 (Jan. 15, 2010).   
30  Effective March 8, 2010, the Assistant Attorney General for the Civil Division, Tony West, redelegated his 
delegated authority to issue CIDs, “in monitored and delegated cases,” to US Attorneys, with a notice and reporting 
requirement.  See Directive No. 1-10, Redelegation of Authority of Assistant Attorney General, Civil Division, to 
Branch Directors, Heads of Offices and United States Attorneys in Civil Division Cases, 75 Fed. Reg. 14070 (Mar. 
24, 2010) (to be codified at 28 C.F.R. Part 0). 
31  See Statement of Acting Assistant Attorney General for the Civil Division, Stuart Delery (June 7, 2012), 
http://www.justice.gov/iso/opa/civil/speeches/2012/civ-speech-1206071.html.   
32  See FraudMail Alert No. 09-05-21 (discussing relation-back amendment).  
33  See id. 
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Key provisions of the FCA that remained unchanged by FERA included:  (1) the 
FCA’s “reckless disregard” standard of intent, (2) the FCA’s definition of damages, and 
(3) the first-to-file and public disclosure/original source jurisdictional bar provisions.  (As 
discussed below, however, the ACA amended the FCA’s public disclosure bar.)  In 
addition, FERA made no change in the law on the question of whether government 
employee can be qui tam relators, and on the application of Rule 9(b)’s pleading 
requirements to FCA complaints.  Even so, disputes continue to arise in these areas.34   

IV.  The 2010 Amendments 

Less than a year after FERA’s comprehensive amendments to the FCA’s liability 
provisions were enacted, new amendments to the FCA’s public disclosure and original 
source provisions were enacted under the ACA.  Four months after the ACA, the FCA’s 
whistleblower retaliation provision, which had been amended in FERA, was amended 
again under Dodd-Frank.  While the 2010 FCA amendments are not as comprehensive 
or far-reaching as FERA’s amendments, they are significant revisions of the law, 
particularly for healthcare providers. 

A.  Public Disclosure/Original Source 

Congress added a public disclosure jurisdictional bar to the FCA in 1986.  Its goal 
was to balance two competing interests:  the interest in encouraging true whistleblowers 
with inside information about fraud to come forward, and the interest in discouraging 
“parasitic” qui tam suits in which plaintiffs merely echoed allegations that were already 
public knowledge or otherwise publicly available.  The 1986 jurisdictional bar in Section 
3730(e)(4) provided: 

(4)(A) No court shall have jurisdiction over an action under this 
section based upon the public disclosure of allegations or transactions in a 
criminal, civil or administrative hearing, in a congressional, administrative, 
or Government Accounting Office report, hearing, audit, or investigation, or 
from the news media, unless the action is brought by the Attorney General 
or the person bringing the action is an original source of the information. 

(B) For purposes of this paragraph, “original source” means an 
individual who has direct and independent knowledge of the information 
on which the allegations are based and has voluntarily provided the 
information to the Government before filing an action under this section, 
which is based on the information. 

Under this bar, relators bore the burden of demonstrating subject matter jurisdiction, and 
doubts were resolved against federal jurisdiction.35  The bar allowed true whistleblowers 
to maintain qui tam suits if they had direct and independent knowledge of the fraud 
alleged in their suit, even if the fraud allegations were publicly disclosed.  The complex 

                                                 
34  See, e.g., Kellogg Brown & Root Servs., Inc., v. United States ex rel. Carter, 135 S. Ct. 1970 (U.S. 2015) 
(defining “pending action” to resolve first-to-file issue);  United States ex rel. Purcell v. MWI Corp., No. 98-2088 
(GK), 2014 WL 521524 (D.D.C. Feb. 10, 2014) (ruling that loan repayments should be subtracted from trebled 
damages). 
35  United States ex rel. Precision Co. v. Koch Indus., Inc., 971 F.2d 548, 552 (10th Cir. 1992), cert. denied, 507 
U.S. 951 (1993). 
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public disclosure jurisdictional bar produced numerous circuit court splits, and it was 
criticized for its less than careful drafting.36   

In 2007, after more than 20 years of conflicting interpretations of Sections 
3730(e)(4)(A) and (B), in Rockwell International Corp. v. United States ex rel. Stone,37 
the Supreme Court clarified key issues raised under the original source exception to the 
public disclosure bar.  Among the Court’s conclusions in Rockwell were the following:  
that the public disclosure and original source provisions were jurisdictional and must be 
satisfied at every stage of the proceeding; that the relator must have knowledge of the 
information on which the allegations in the complaint—as amended—are based; and that 
the relator’s original source status must be established claim by claim.  Other issues 
remained in dispute after Rockwell, including the sources of disclosure to which the 
public disclosure provision referred, the meaning of “based upon,” and the nature and 
extent of knowledge required to be an original source. 

One of these questions was answered by the Supreme Court in Graham County 
Soil & Water Conservation District v. United States ex rel. Wilson, (“Graham County 
II”).38  Specifically, the Supreme Court held that an audit and investigation performed by 
a state or its political subdivision was an “administrative report” that qualified as a public 
disclosure within the meaning of Section 3730(e)(4)(A), and that the sources of disclosure 
were not limited to “federal” sources under this section.   

One week before the Court issued its decision in Graham County II, Congress 
negated the prospective effect of that decision by specifically limiting certain sources of 
public disclosure to federal sources effectively overruling the Court.  As part of the 
comprehensive health care reform initiative in the Affordable Care Act (“ACA”),39 
Congress amended the FCA’s public disclosure bar, adding new limitations to the public 
disclosure provision in Section 3730(e)(4)(A) and expanding the original source 
exception in Section 3730(e)(4)(B).  Section 3730(e)(4) now provides: 

(A) The court shall dismiss an action or claim under this section, unless opposed 
by the Government, if substantially the same allegations or transactions as alleged 
in the action or claim were publicly disclosed  

(i) in a Federal criminal, civil, or administrative hearing in which the 
Government or its agent is a party;   

(ii) in a congressional, Government Accountability Office, or other 
Federal report, hearing, audit, or investigation; or  

                                                 
36  See United States ex rel. Mistick PBT v. Housing Auth. of Pittsburgh, 186 F.3d 376, 387 (3d Cir. 1999) 
(“Section 3730(e)(4)(A) does not reflect careful drafting or a precise use of language.  To begin with a small example, 
this section refers to the General Accounting Office as the ‘Government Accounting Office’ and thus misnames an 
instrumentality that Congress has consistently viewed as its own”). 
37  549 U.S. 457 (2007).   
38  130 S. Ct. 1396 (U.S. 2010).  The reader should note that the author filed an amicus brief on behalf of the 
Washington Legal Foundation and the Allied Educational foundation in support of Petitioners in Graham County II.  
39  ACA, Pub. L. No. 111- 148, 124 Stat. 119, 901-02 (2010) (amending 31 U.S.C. § 3730(e)(4)).  See FraudMail 
Alert No. 10-03-24, Here They Go Again―Newly Enacted Comprehensive Health Care Reform Law Contains More 
FCA Amendments (Mar. 24, 2010), 
http://www.friedfrank.com/siteFiles/Publications/774D87395C8E15E59B979BCB2E52F5C0.pdf.     
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(iii) from the news media,  

unless the action is brought by the Attorney General or the person bringing the 
action is an original source of the information. 

(B) For purposes of this paragraph, “original source” means an individual who 
has either (i) prior to a public disclosure under subsection (e)(4)(A), has 
voluntarily disclosed to the Government the information on which allegations or 
transactions in a claim are based, or (ii) who has knowledge that is independent of 
and materially adds to the publicly disclosed allegations or transactions, and who 
has voluntarily provided the information to the Government before filing an action 
under this section. 

Under the 2010 bar, if “substantially the same” allegations or transactions were publicly 
disclosed, then the qui tam relator must be an “original source,” unless the government 
opposes dismissal.40  While the 1986 public disclosure bar was considered a threshold 
jurisdictional determination,41 the 2010 amendments eliminated the word “jurisdiction,” 
and replaced it with the requirement that “the court shall dismiss . . . an action or claim” 
if the relator is not an original source of allegations that were publicly disclosed, unless 
the government opposes dismissal.  While it is not clear what action the government must 
take in order to oppose dismissal under this new provision,42 courts have recognized the 
government’s exercise of this “veto” power in several cases.43 

As already noted, the amendments narrow the definition of public disclosures to 
disclosures in federal sources that is, disclosures in federal criminal, civil, or 
administrative hearings under Section 3730(e)(4)(A)(i), and in federal hearings, reports, 
audits, or investigations under Section 3730(e)(4)(A)(ii).  These revisions effectively 
overrule the Supreme Court’s ruling in Graham County II that qui tam allegations could 
be publicly disclosed by state and local sources, and eliminate defenses based on 
disclosures from state and local government sources unless the information is also 
disclosed in the news media or otherwise publicly disclosed.  The defense to public 
disclosures in federal hearings is further narrowed to hearings in which the government 
or its agent is a party, thus excluding disclosures made in purely private litigation such as 
retaliation or negligence actions.     

The amendments also revise the original source exception.  Rather than requiring 
the original source to have both “direct” and “independent” knowledge of the alleged 
                                                 
40  The 2010 terminology, “substantially the same,” appears to adopt the majority interpretation of the prior 
requirement, “based upon.”  See United States ex rel. Black v. Health & Hosp. Corp., No. RDB–08–0390, 2011 WL 
1161737, at *6 (D. Md. Mar. 28, 2011) (finding that the “substantially the same” language in the amendments adopted 
the broader majority view).  Cf. United States ex rel. Sanchez v. Abuabara, No. 10-61673-CIV, 2012 WL 1999527 
(S.D. Fla. June 4, 2012) (finding that the “substantially the same” language imposed a further limit, and ruling that 
Army officer’s letter refuting relator’s claim did not contain substantially the same allegations as relator’s complaint). 
41  See Rockwell Int’l Corp. v. United States ex rel. Stone, 127 S. Ct. 1397, 1406 (U.S. 2007). 
42  Cf. 31 U.S.C. § 3730(b)(4)(B) (clearly setting forth procedures for the government to notify the court of its 
decision not to take over a qui tam action). 
43  See, e.g., United States ex rel. Szymoniak v. Am. Home Mortg. Serv., Inc., No. 0:10-cv-01465-JFA, 2014 
WL 1910845 (D.S.C. May 12, 2014) (noting government’s opposition to dismissal on public disclosure grounds); 
United States ex rel. Baker v. Community Health Sys., Inc., No. 05-279 WJ/ACT, slip op. (D.N.M. May 14, 2014) 
(finding summary judgment unwarranted on claims that were based on post-March 23, 2010 conduct after government 
opposed dismissal under amended language in Section 3730(e)(4)). 
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fraud, the original source exception is met by knowledge that is “independent” of and 
“materially adds” to the publicly disclosed allegations, which must be voluntarily 
disclosed to the government before filing suit.  The “materially adds” requirement is not 
specifically defined in the statute, but has been interpreted to require more than providing 
unnecessary additional details, vague generalities, or inaccurate information.44  To the 
extent that it can be met by someone other than an insider, it represents a significant 
change in the law.   The first prong of the exception is met by voluntarily disclosing the 
information underlying the allegations to the government prior to the public disclosure.     

Because of the ACA’s silence on the issue of an effective date for these qui tam 
amendments, the Supreme Court applied the presumption against retroactivity in 
Graham County II, ruling that the ACA’s public disclosure amendments did not apply to 
prior conduct in a case that was pending at the time of enactment, and leaving open the 
question of whether the amendments apply retroactively to prior conduct where no qui 
tam case was pending.45  

In 2011, the Supreme Court decided another dispute under the public disclosure 
bar in Schindler Elevator Corp. v. United States ex rel. Kirk.46  A majority of the Court 
found that a federal agency’s written response to a Freedom of Information Act request is 
a “report” within the meaning of the FCA’s Act public disclosure bar based on the plain 
meaning of that term.  The Court’s decision on this question resolves a longstanding 
circuit split on this issue, and it represents the third time that the Court has decided an 
issue involving the interpretation of the FCA’s public disclosure bar.  It also illustrates the 
extent to which the 1986 public disclosure bar continues to be important in FCA cases 
even after the revisions to this bar.   

Among the issues that the Court did not decide in Schindler Elevator are whether 
records released under FOIA but not attached to a written FOIA response fall within the 
public disclosure bar, and whether an agency’s search in response to a FOIA request also 
qualifies as an “investigation.”  In addition, the Court left open the question of whether a 
relator who obtains information contained in a FOIA response from another source is an 
original source because the relator’s knowledge is not “based upon” the FOIA response.  
Other questions that the courts are grappling with include the level of disclosure that is 
needed to be considered “public,” and whether the alleged perpetrator’s voluntary 
disclosure to the government is a public disclosure.47   

                                                 
44  See, e.g., United States ex rel. Bogina v. Medline Indus., Inc., 809 F.3d 365 (7th Cir. 2016) (concluding that 
new allegations of defendant’s kickbacks to hospitals did not “materially add” to kickback allegations involving 
defendant’s sales to nursing homes); United States v. Antoon v. Cleveland Clinic Found., 788 F.3d 605 (6th Cir. June 
11, 2015) (finding “mere suspicion” insufficient); United States ex rel. Osheroff v. Humana, Inc., No. 13-15278, 2015 
WL 223705 (11th Cir. Jan. 16, 2015) (finding additional “background information and details relating to the value of 
the services offered” insufficient); United States ex rel. Paulos v. Stryker Corp., 762 F.3d 688 (8th Cir. 2014) (finding 
“materially adds” standard unmet by “early discoveries or suspicions” of link between device and disease).    
45  See Graham County II, 130 S. Ct. 1396, 1400 n.1 (2010).  To the extent that it is not effectively foreclosed 
under Schumer, this will be a disputed issue, with defendants arguing, as they did in Schumer, that the qui tam 
amendments should not be given retroactive effect because they would enlarge liability and eliminate defenses in qui 
tam suits, and relators arguing in favor of retroactivity.  See Hughes Aircraft Co. v. United States ex rel. Schumer, 520 
U.S. 939, 948 (1997).   
46  131 S. Ct. 1885 (2011).   
47  See United States ex rel. Mathews v. Bank of Farmington, 166 F.3d 853, 861 (7th Cir. 1999) (disclosure to a 
public official sufficed to trigger the bar).  Accord United States ex rel. Fowler v. Caremark RX, L.L.C., 496 F.3d 730, 
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B.  Whistleblower Retaliation 

The 1986 FCA amendments added a whistleblower’s cause of action for retaliation 
which provided that an employee who was discharged or otherwise discriminated against 
in the terms or conditions of employment by an “employer” because of lawful acts done 
by the “employee” in furtherance of an action under Section 3730 “shall be entitled to all 
relief necessary to make the employee whole.”  FERA revised the definition of both 
protected persons and protected conduct in Section 3730(h). It removed the specific 
reference to the “employer” (and thus the requirement of an employee-employer 
relationship) so that independent contractors could bring retaliation actions under 
Section 3730(h).48  However, FERA’s revised definition of protected conduct—under 
which lawful acts “in furtherance of an action under this section” was replaced by the 
phrase “in furtherance of other efforts to stop 1 or more violations”—seemed to require 
the person to actually try to stop the fraud itself rather than simply to investigate the fraud 
in order to file a qui tam suit. 

The year after FERA’s FCA amendments were enacted, Congress once again 
revised the definition of “protected conduct” under Section 3730(h) in the Dodd-Frank 
Wall Street Reform and Consumer Protection Act.    Section 3730(h) now provides:  

Any employee, contractor, or agent shall be entitled to all relief necessary to 
make that employee, contractor, or agent whole if that employee, 
contractor, or agent is discharged, demoted, suspended, threatened, 
harassed, or in any other manner discriminated against in the terms and 
conditions of employment because of lawful acts done by the employee, 
contractor, or agent on behalf of the employee, contractor or agent, or 
associated others in furtherance of an action under this section or other 
efforts to stop 1 or more violations of this subchapter. 

This revision restores the original definition of protected conduct to cover lawful acts in 
furtherance of a qui tam suit, and it also includes FERA’s “other efforts to stop 1 or more 
violations” as a second category of protected conduct.  This second category has been 
interpreted to extend to “reporting suspected misconduct to internal supervisors,”49 but 
not merely silently refusing to participate in violations.50 In addition, Dodd-Frank 
amended Section 3730(h) to provide, for the first time, a statute of limitations for 
retaliation, requiring the action to be brought within three years of the retaliatory act.  

                                                 
736–37 (7th Cir. 2007).  Cf. United States ex rel. Whipple v. Chattanooga-Hamilton County Hosp. Auth., 782 F.3d 
260 (6th Cir. 2015) (ruling that defendant’s disclosure of information to the government in an administrative audit and 
investigation did not constitute a public disclosure because some disclosure outside the government was required); 
United States ex rel. Wilson v. Graham County Soil & Water Conservation Dist., 777 F.3d 691, 698 (4th Cir. 2015) 
(same).   
48  See BOESE, § 4.11[B][2][b] (discussing the term “employer” and the independent contractor issue). See also 
Terry v. Ogden, No. 1:12CV01645-GK (complaint filed Nov. 7, 2012 D.D.C.) (contending that a supervisor working 
for plaintiff’s employer, the ABA, was subject to suit in her individual capacity under the 2009 amendments). 
49  Halasa v. ITT Educ. Servs., Inc., 690 F.3d 844, 847–48 (7th Cir. 2012). 
50  United States ex rel. Fabula v. Am. Med. Response, Inc., No. 3:12-cv-921 (MPS), 2015 U.S. Dist. LEXIS 
25796 (D. Conn. Mar. 4, 2015) (ruling that relator’s mere refusal to complete a form required by CMS for 
reimbursement, without other affirmative acts to stop the alleged fraud, was not protected activity). 
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V.  Recent Developments in FCA Liability, Damages, and Penalties 

Recent developments in FCA liability, damages, and enforcement are too 
numerous to be covered adequately in this short paper.  Certainly the most important 
recent FCA development—perhaps the most important development in more than 30 
years—is the Supreme Court’s unanimous watershed decision in Universal Health 
Services, Inc. v. United States ex rel. Escobar, issued on June 16, 2016.51  The Court 
wasted little time in upholding application of the false certification theory of liability in 
FCA cases, but more important were the critical limits the Court imposed on that theory’s 
scope for all false certification cases—express and implied.  The Escobar decision changed 
the landscape for evaluating these cases by imposing additional “demanding” materiality 
and scienter requirements that keep the FCA from being used as an “all-purpose antifraud 
statute.”  Interpreting and applying these limits will be the subject of FCA cases for years 
to come.   

Other recent developments include decisions as to whether objective falsity can be 
based on conflicting medical expert opinions in medical necessity cases, and the vast 
increase in FCA penalties after August 1, 2016.  Given the number of important 
developments this year, only a few of the most significant can be briefly touched upon in 
these pages.  For a more exhaustive analysis of recent FCA developments, see John T. 
Boese, Civil False Claims and Qui Tam Actions (Wolters Kluwer Law & Business) (4th 
ed. 2011 & Supp. 2018-2).   

A.  Falsity and False Certification  

A claim must actually be “false” to be a source of liability under the FCA.  Since the 
terms “false” and “fraudulent” are not specifically defined  in the statute, they have been 
construed and interpreted by the courts with reference to other contexts, most notably 
criminal cases brought under 18 U.S.C. §§ 287 and 1001.  Establishing falsity under both 
the FCA and the criminal False Claims or False Statements Act requires proof of “actual 
falsity.”52   The standard to apply in making this determination in implied false 
certification cases was the subject of considerable dispute for many years until the 
Supreme Court in Escobar decided that a demanding materiality requirement applies, as 
discussed in the materiality section below.  Whether falsity can be established in medical 
necessity cases where there are conflicting medical expert opinions is a hotly contested 
issue.   

Under the FCA, a false statement or claim is one that is known to be false rather 
than simply erroneous.  When an objective standard is violated—such as billing for 
treatment when none was provided or at a higher rate than the code assigned to the 
treatment—the inference of falsity may be relatively easy to draw.  More is required to 
determine falsity when the violation of a subjective standard is the basis for the FCA claim, 
however.  Recently, this issue has become a battle ground, particularly in cases brought 
against healthcare providers—with hospices and nursing homes as the primary targets—
where the allegations are that they submitted false claims to government healthcare 

                                                 
51  136 S. Ct. 1989 (2016).  See FraudMail Alert No. 16-06-17, Supreme Court Rejects DOJ’s Expansive 
Theory for FCA Falsity and Requires Rigorous Materiality, Scienter Standards in All False Certification Cases (June 
17, 2016) (attached as Appendix 3).     
52  See United States v. Diogo, 320 F.2d 898 (2d Cir. 1963); United States v. Lange, 528 F.2d 1280 (5th Cir. 
1976).   
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programs for services that lacked “medical necessity.”53  The “medical necessity” decision 
is based on the certifying physician or medical director’s clinical judgment with reference 
to the individual patient’s circumstances and medical records.  The legal standard for 
these cases is not well established.     

For example, in United States ex rel. Plaintiffs v. AseraCare Inc.,54 the 
government contended that the hospice services AseraCare provided were not medically 
necessary because patients were ineligible for them.  Eligibility for hospice services is 
based on a prognosis of “a life expectancy of 6 months or less if the terminal illness runs 
its normal course,” and the certification of terminal illness is based on the physician’s or 
medical director’s “clinical judgment regarding the normal course of the patient’s 
illness.”  In the trial of the issue of FCA falsity in phase one of a bifurcated trial, the 
government’s expert testified that he would not have found the patients at issue eligible 
for hospice care.  AseraCare offered expert testimony as well as testimony by three 
referring doctors that contradicted the government’s expert.  In answers to special 
interrogatories at the end of phase one, the jury found falsity in the majority of the 
claims in the sample.  After the jury’s findings, however, the trial judge concluded that 
she had committed reversible error by failing to instruct the jury that (1) the FCA 
requires proof of an objective falsehood, and (2) a mere difference of opinion is not 
enough to show falsity. The judge subsequently granted AseraCare’s motion for a new 
trial based on her conclusions.  After granting the new trial, the judge granted summary 
judgment in AseraCare’s favor, ruling that, because the government presented no 
evidence of an objective falsehood for any of the patients at issue, and the evidence 
presented was nothing more than a difference of opinion among the experts, the 
government could not prove the claims were false.55   

 
The judge’s overriding concern was that allowing a mere difference of opinion 

among physicians alone to prove falsity would “totally eradicate the clinical judgment 
required of the certifying physicians,” and noted that adopting such an approach would 
fly in the face of CMS guidance that stresses the importance of a physician’s “clinical 
judgment in the hospice certification process” and CMS’s recognition that “making 
medical prognostications of life expectancy is not always exact.”  The judge concluded:    
 

If the court were to find that all the Government needed to prove falsity in 
a hospice provider case was one medical expert who reviewed the medical 
records and disagreed with the certifying physician, hospice providers 
would be subject to potential FCA liability any time the Government could 

                                                 
53  See, e.g., United States ex rel. Fowler v. Evercare, No. 11CV00642-PAB-NYW, 2015 WL 5568614 (D. 
Colo. Sept. 21, 2015) (denying motion to dismiss allegations that physicians relied on oral reports of nurses and 
issued orders admitting hospice patients without examining them);  United States ex rel. Martin v. Life Care Ctrs. of 
Am., Inc., No. 1:08CV251, 2014 WL 10937088 (E.D. Tenn. Sept. 29, 2014) (denying summary judgment to large 
nursing home alleged to have billed at higher RUG levels and for longer stays than necessary); United States ex rel. 
Geschrey v. Generations Healthcare, LLC, 922 F. Supp. 2d 695 (N.D. Ill. 2012) (dismissing hospice ineligibility 
allegations where relators did not show that “the certifying physician did not or could not have believed, based on 
his clinical judgment, that the patient was eligible”).       
54  176 F. Supp. 3d 1282 (N.D. Ala. 2016).   
55  Id. A similar result occurred in United States ex rel. Ribik v. HCR ManorCare, Inc., No. 01:09-cv-00013, 
slip op. (E.D. Va. Nov. 6, 2017).  The district court judge ruled, on a motion in limine, that the government’s expert 
could not testify on lack of medical necessity because, among other problems, “she did not personally examine any 
of the ManorCare patients.”  Order at 2.  The Justice Department announced shortly thereafter that it would dismiss 
the case with prejudice.   
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find a medical expert who disagreed with the certifying physician’s clinical 
judgment. The court refuses to go down that road  

 
 
This decision is now on appeal in the Eleventh Circuit.   The case was argued to the 
Eleventh Circuit on in March 2016, but no decision has been issued by that circuit yet.   

    

False certification liability.  Two types of false claims have been recognized as 
actionable under the False Claims Act—”factually false” and “legally false” claims.  
Proving falsity in a run-of-the-mill “factually false” claim case is a relatively straight 
forward matter of showing that the defendant submitted “an incorrect description of 
goods or services provided or a request for reimbursement for goods or services never 
provided.”56  For example, a hospital that bills Medicare for a “phantom” patient it has 
never treated, or a doctor who treats a Medicare patient and codes the treatment at a 
higher reimbursement level, may be liable under the FCA—without the need to determine 
“materiality” or false certification issues.  In cases where the defendant has billed the 
government for a service that it has not provided, the falsity of the claim is obvious and 
materiality is assumed.  In run-of-the-mill “factually false” cases, proving falsity is a 
relatively straightforward matter of showing that the request for reimbursement 
described the goods or services provided incorrectly or demanded payment for goods or 
services that were not provided.  

Liability for “legally false” claims—predicated on an express or implied “false 
certification” of compliance with a regulation, statute or contract term—is more 
complicated.  In contrast to a case where liability is based on factually false claims, in a 
legally false claim or false certification case, the defendant has provided the goods or 
services to the government or government beneficiary for the agreed upon price.  For 
example, a hospital has provided medically necessary services to a Medicare eligible 
beneficiary and billed the government the proper amount, but the hospital has not 
complied with some other regulation, statute, or contract term in the course of delivering 
those services.  The hospital may have violated one or more of Medicare’s “conditions of 
participation” in the course of delivering the necessary services to the eligible beneficiary.  
These cases are based not on facially false or improper claims, but rather on allegedly false 
certifications of compliance with a law, regulation or contract provision, and resolving 
disputed questions of falsity in this context involves interpreting those provisions.  
Plaintiffs have used the FCA in these cases to litigate alleged regulatory and statutory 
violations, most of which lack a private right of action.57  

                                                 
56   United States ex rel. Mikes v. Straus, 274 F.3d 687, 697 (2d Cir. 2001).  See also United States ex rel. Foglia 
v. Renal Ventures Mgmt., LLC, 754 F.3d 153 (3d Cir. 2014) (finding that relator’s allegation that Renal’s overfill 
claim misrepresented goods provided and overcharged the government was a “factually false claim”); United States 
ex rel. Conner v. Salina Reg’l Health Ctr., Inc., 543 F.3d 1211, 1217 (10th Cir. 2008) at 1217 (distinguishing factually 
false from legally false claims);  United States ex rel. Sanchez-Smith v. AHS Tulsa Reg’l Med. Ctr., 754 F. Supp. 2d 
1270, 1288 (N.D. Okla. 2010) (finding no evidence that services were so deficient that claims were factually false and 
rejecting relators’ allegations that “would stretch FCA ‘factual’ falsity liability too far beyond its intended purpose of 
preventing misrepresentations of fact on claim forms”). 
57  See, e.g., United States ex rel. Kirk v. Schindler Elevator, 601 F.3d 94 (2d Cir. 2010) (FCA  claim based on 
violation of Vietnam Era Veterans Readjustment Assistance Act), rev’d on other grounds and remanded, 131 S. Ct. 
1885 (2011); United States ex rel. Thompson v. Columbia/HCA Healthcare Corp., 125 F.3d 899, 902–03 (5th Cir. 
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Prerequisite to payment analysis.  False certification liability, particularly 
when it is based on implied rather than express false certifications, has been criticized 
and subjected to significant limitations because it has the effect of imposing enormous 
liability under the FCA’s reckless disregard standard based on conduct that is tangential 
to the claim.  With FERA’s adoption of the more lenient test for materiality, under which 
a false statement only has to “be capable of influencing” the government’s payment 
decision, courts began to rely more heavily on a “prerequisite to payment” analysis of 
falsity to limit the scope of false certification liability.  As one court explained, the FCA 
should not be used to “enforce compliance with all medical regulations” such as those that 
require resolving medical issues that are not requirements for reimbursement.58  Under 
the “prerequisite to payment” analysis, technical or minor violations of laws or 
regulations that are conditions of participation but not conditions of payment do not 
render a claims “false” under the FCA.   

Prior to the Supreme Court’s decision in Universal Health Services, Inc. v. United 
States ex rel. Escobar, most circuit courts held that FCA liability turned on falsity, and 
that the determining factor in that analysis was the prerequisite to payment 
requirement.59  Some courts further limited liability to situations in which the 
government explicitly conditioned its payment on compliance with the laws or regulations 
violated,60 but this “express condition of payment” is not dispositive after Escobar, as 
explained in the materiality section below.   

   
B.   Materiality under the FCA 

The Supreme Court’s validation of the implied false certification theory and its 
establishment of limits for this potentially expansive theory in Universal Health 

                                                 
1997) (FCA claims based on requesting and receiving Medicare payments on claims for patients referred in violation 
of the Medicare Antikickback and self-referral laws).     
58  United States ex rel. Chesbrough v. Visiting Physicians Ass’n, 655 F.3d 461, 468 (6th Cir. 2011) (quoting 
Mikes v. Straus with added emphasis).   
59  See, e.g., United States ex rel. Rostholder v. Omnicare, Inc., 745 F.3d 694 (4th Cir.), cert. denied, 135 S. 
Ct. 85 (2014) (holding that claims for drugs re-packaged in violation of FDA processing regulations were not 
“false”);  United States ex rel. Steury v. Cardinal Health, Inc., 625 F.3d 262 (5th Cir. 2010) (ruling that an 
“underlying claim for payment is not ‘false’ within the meaning of the FCA if the contractor was not required to 
certify compliance in order to receive payment”); United States ex rel. Hobbs v. MedQuest Assocs., Inc., 711 F.3d 
707 (6th Cir. 2013) (holding that “approved physician” and updating enrollment information requirements were not 
conditions of Medicare payment);  United States ex rel. Hill v. City of Chicago, 772 F.3d 455 (7th Cir. 2014) 
(affirming dismissal of relator’s false certification allegation that program as implemented differed from the City’s 
grant application for lack of falsity);  United States ex rel. Ketroser v. Mayo Found., 729 F.3d 825 (8th Cir. 2013) 
(“[t]he absence of a clear requirement that a written report must underlie or support each claim for surgical 
pathology services means that Relators pleaded a claim of regulatory noncompliance, not a plausible claim that 
Mayo submitted false or fraudulent claims for Medicare payment.”).  See also FraudMail Alert No. 10-11-03, Fifth 
Circuit Holds “Prerequisite to Payment” is a Fundamental Requirement in Establishing “Falsity” in a False 
Certification Case (Nov. 3, 2010), 
http://www.friedfrank.com/siteFiles%2FPublications%2FFried%20Frank%20FraudMail%20Alert%20No.%2010-
11-03.pdf.;  FraudMail Alert No. 11-08-31, Sixth Circuit Joins Second and Fifth Circuits in Holding That FCA 
Claims Based on Implied False Certifications Must Allege and Prove That the Alleged Violation Was a Prerequisite 
to Payment (Aug. 31, 2011), 
http://www.friedfrank.com/siteFiles%2FPublications%2FFried%20Frank%20FraudMail%20Alert%C2%AE%20No.
%2011-08-31.pdf.           
 
60   274 F.3d 687, 697 (emphasis added).   
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Services, Inc. v. United States ex rel. Escobar61 affects all cases that are premised on the 
false certification theory of liability, whether express or implied.   The Escobar decision 
also is affecting other FCA issues that have common law underpinnings even though 
those issues were not the subject of the Court’s specific focus on materiality and implied 
false certification liability.   
 

Background.  Three different concepts of materiality are reflected in FCA case 
law—a pre-FERA concept, a post-FERA concept, and the separate “rigorous materiality 
requirement” that the Supreme Court adopted in Escobar.  The first concept developed 
as a necessary, although implicit, element that was applied to prevent FCA liability from 
extending to noncompliance with a multitude of regulatory requirements.  Under FERA, 
the statutory definition of “material” as “having a natural tendency to influence, or be 
capable of influencing, the payment or receipt of money or property”62 was adopted on 
the Justice Department’s recommendation based on DOJ’s statement that it was 
consistent with the interpretation of the majority of courts in the FCA context.  In 
adopting this materiality standard, FERA made explicit a previously implicit 
requirement under the prior law.  The standard itself was not new.  Many courts 
interpreted it as strongly limiting FCA liability to false statements that directly affected 
the government’s payment decision, and several courts held that violations of 
“conditions of participation” in a federal healthcare program did not result in FCA 
violations.  For example, in United States ex rel. Conner v. Salina Regional Health 
Center,63 the Tenth Circuit ruled that sweeping, general certifications were not specific 
conditions of payment.  Similarly, in United States ex rel. Landers v. Baptist Memorial 
Health Care Corp.,64 the court found that there was no evidence showing that 
noncompliance with Medicare's conditions of participation would make the defendants 
ineligible for Medicare payments or lead to nonpayment of the claims.  
 

Many government and relator lawyers hoped that FERA’s definition of “material” 
as “having a natural tendency to influence or be capable of influencing” the 
government’s payment would undermine the interpretations in Conner and Landers, or 
dictate a different interpretation.  While that has not happened, a recurring problem 
with the natural tendency test of materiality was that, in determining whether the 
government could have refused to pay or approve a claim, it rarely was deemed 
necessary under that standard to consider the government’s actual responses to the 
alleged false claims.65  That approach left out the key interest of the government officials 
involved in the transaction, who have the public interest in mind when deciding whether 
or not to pay the claim.  For this reason, the author proposed that courts would find a 
legal way to reinstate the “prerequisite to payment” requirement,66 which is precisely 
what happened in the line of cases discussed above in the prerequisite to payment 
analysis of falsity.  In Escobar, however, instead of relying on the prerequisite to 
payment analysis to determine falsity, the Supreme Court opted to apply stringent new, 
                                                 
61  136 S. Ct. 1989 (2016).   
62  See 31 U.S.C. § 3729(b)(4). 
63  543 F.3d 1211 (10th Cir. 2008). 
64  525 F. Supp. 2d 972 (W.D. Tenn. 2007).   The reader should note that the author was one of the attorneys 
representing the defendants in this case.   
65  See, e.g., United States v. Rogan, 517 F.3d 449 (7th Cir.  2008) (applying the "capable of influencing" test 
of materiality and finding that testimony of a government official showing that it would not have paid was not a 
required component of materiality). 
66  See John T. Boese, The Past, Present, and Future of “Materiality” Under the False Claims Act, 3 ST. LOUIS 
U.J. OF HEALTH L. & POL’Y 291 (2010).   
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additional materiality and scienter requirements that focus on the government’s actual 
payment decisions.  

 
Escobar’s Materiality and Scienter Requirements.    In Escobar, the 

Supreme Court unanimously validated the implied false certification theory’s 
application in appropriate cases, and drew the contours of the analysis required to apply 
it.  The Supreme Court explained that the failure to disclose noncompliance with certain 
statutory, regulatory, or contractual requirements can render an otherwise accurate 
claim misleading, and therefore “false or fraudulent” under the FCA, while other 
noncompliance—which does not meet Escobar’s demanding materiality standard—does 
not.67  This demanding materiality—some call it “Escobar materiality”—is the third 
materiality concept that now operates to limit the scope of false certification liability in 
FCA cases.   

 
The relators in Escobar—parents of a teenage girl who suffered a fatal reaction to 

medication after receiving treatment at defendants’ mental health facility—alleged that 
the facility’s noncompliance with state staffing and licensing requirements rendered  the 
defendant’s claims for payment to Medicaid false.  Observing that the statutory terms 
“false or fraudulent” referred to the common law meaning of “fraud”—and that common 
law fraud has long been understood to encompass misrepresentation by certain 
misleading omissions—the Court accepted the implied false certification theory to the 
extent that it is supported by this long established basis for fraud.  Instead of narrowly 
circumscribing the meaning of a “false or fraudulent claim” under a prerequisite to 
payment analysis in implied false certification cases, the Court opted to apply a 
“demanding” materiality standard, defined as under its “common-law antecedents” in 
fraudulent misrepresentation.  The Escobar decision is a game changer in the analysis 
of false certification claims—both express and implied—and its impact pervades every 
phase of the litigation in a false certification case.    

 
First, the Supreme Court validated applying the implied false certification theory 

as a basis for FCA liability where:  
 

at least where two conditions are satisfied:  first, the claim does not 
merely request payment, but also makes specific representations 
about the goods or services provided;  and second, the defendant’s 
failure to disclose noncompliance with material statutory, 
regulatory, or contractual requirements makes those 
representations misleading half-truths.68 

 
Many courts are interpreting this two-part test as a threshold requirement for a valid 
false certification theory,69 including a recent Ninth Circuit decision in United States ex 
rel. Rose v. Stephens Institute that went on to deny summary judgment to the defendant 

                                                 
67  Escobar, 136 S. Ct. 1989, 1995, 1999.   
68  Id. at 2001.   
69  See United States ex rel. Smith v. Wallace, 723 F. App’x 254, 255 (5th Cir. 2018) (per curiam); United 
States ex rel. Kelly v. Serco, Inc., 846 F.3d 325 (9th Cir. 2017); United States ex rel. Campie v Gilead Scis., Inc., 
862 F.3d 890, 901 (9th Cir. 2017), petition for cert. filed, 86 U.S.L.W. 3519 (U.S. Dec. 26, 2017) (No. 17-936); 
United States ex rel. Whatley v. Eastwick Coll., 657 F. App’x 89 (3d Cir. 2016); United States ex rel. Schimelpfenig 
v. Dr. Reddy’s Labs. Ltd., No. 11-4607, 2017 WL 1133956 (E.D. Pa. Mar. 27, 2017); United States ex rel. Tessler v. 
City of New York, No. 14CV6455 (JMF), 2016 WL 7335654 (S.D.N.Y. Dec. 16, 2016).  
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on whether noncompliance with the statutory ban on incentive compensation was 
material. 70  Others have applied this two-part test less restrictively on the theory that it 
was not intended to define the “outer reaches of FCA liability.71   

 
Second, the Court noted that, as under its antecedents in common law fraudulent 

misrepresentation actions, Escobar materiality looks to “the effect on the likely or actual 
behavior of the recipient of the alleged misrepresentation.”  The Court emphasized that, 
if the government “pays a particular claim in full despite its actual knowledge that 
certain requirements were violated, that is very strong evidence that those requirements 
are not material.”72  This focus means that both government knowledge of the 
allegations and the government’s payment practices play key roles in determining 
materiality.  Indeed, once the government is aware of the allegations, its decisions—to 
renew (or not renew) a contract, continued approval of a drug or device, continued 
payment of claims, and even the decision not to intervene in the qui tam case—have 
been considered relevant to determining materiality.73  For example, in D’Agostino v. 
ev3, Inc., the First Circuit affirmed dismissal of a complaint alleging that 
misrepresentations about safety and training relating to a medical device “could have” 
influenced the FDA to approve the device, leading to later false claims to CMS.74  The 
First Circuit examined the evidence of the government’s conduct and concluded that 
because the FDA did not withdraw its approval and CMS continued to pay for the device 
after these agencies were made aware of the allegations, Escobar’s demanding 
materiality standard was not satisfied.  This focus on the government’s knowledge, 

                                                 
70  No. 17-1511, 2018 WL 4038194 (9th Cir. Aug. 24, 2018).  See also FraudMail Alert No. 18-08-29, Ninth 
Circuit Confirms Escobar Two-Part Test for “Falsity” while Third Circuit Rejects Scienter Allegations Predicated 
on Ambiguous Requirements (Aug. 29, 2018) (attached as Appendix 4).  
71  United States ex rel. Brown v. Celgene Corp., No. 10-03165-GHK (SSx), 2016 WL 7626222, at *8 (C.D. 
Cal. Dec. 28, 2016).  See United States ex rel. Wood v. Allergan, Inc., No. 10CV5645 (JMF), 2017 WL 1233991 
(S.D.N.Y. Mar. 31, 2017); United States ex rel. Landis v. Tailwind Sports Corp., No. 1:10CV0976 (CRC), 2017 WL 
573470 (D.D.C. Feb. 13, 2017).   
72  136 S. Ct. at 2003.   
73  See, e.g., United States ex rel. Spay v. CVS Caremark Corp., 875 F.3d 746 (3d Cir. 2017) (finding 

defendants’ minor, insubstantial misstatements that allowed patients to get their medications immaterial where 
government employees knew dummy identifiers were being used and the reason for them, and the government 
nevertheless paid the prescription claims); United States ex rel. Nargol v. DePuy Orthopaedics, Inc., 2017 WL 
3167622 (1st Cir. July 26, 2017) (affirming dismissal of fraud on the FDA claim because, after relators informed 
the FDA of alleged substandard design, the FDA allowed device to remain on the market until DePuy 
discontinued it);  United States ex rel. Petratos v. Genentech Inc., 855 F.3d 481, 490 (3d Cir. 2017) (affirming 
dismissal because relator disclosed the allegations to the FDA, the FDA continued approval and even added 
indications, CMS consistently reimbursed, and DOJ declined to intervene in the suit);  United States ex rel. Kelly 
v. Serco, Inc., 846 F.3d 325 (9th Cir. 2017) (affirming dismissal because government accepted noncompliance 
with reporting guideline and continued to pay for work performed); United States ex rel. Ruckh v. Salus Rehab., 
LLC, No. 8:11-cv-1303-T-23TBM, 2018 WL 375720 (M.D. Fla. Jan. 11, 2018) (finding the record’s silence on 
whether the government “would refuse to pay [major statewide] provider because of a dispute about the method or 
accuracy of payment after the government has permitted a practice to remain in place for years without complaint 
or inquiry” insufficient proof of materiality under Escobar); United States ex rel. Worthy v. E. Maine Healthcare 
Sys., No. 2:14CV00184-JAW, 2017 WL 211609 (D. Me. Jan. 18, 2017) (citing CMS’s previous actions as 
evidence that government would not have paid claims involving unbundling and double-billing).  Cf. United 
States ex rel. Prather v. Brookdale Senior Living Communities, 892 F.3d 822 (8th Cir. 2018) (concluding that the 
government’s response to defendants’ claims had no bearing on the materiality analysis in this case); United 
States v. Luce, 873 F.3d 999 (7th Cir. 2017) (noting that “the Government . . . began debarment proceedings, 
culminating in actual debarment” of Luce’s mortgage company, and “[t]here was no prolonged period of 
acquiescence”).   

74  845 F.3d 1 (1st Cir. 2016).   
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payment decisions, and payment practices is making it essential to take discovery from 
the government on these matters.75 

 
Third, the Court described the Escobar materiality requirement as 

“demanding,”76 and explained that it does not encompass “minor or insubstantial” 
noncompliance.77  The Court’s specific examples of fraudulent misrepresentation by 
omission—including a seller’s misleading misrepresentation that two new roads may be 
near the land he offered for sale, without disclosing that a third road might bisect the 
property—illustrate that the material facts are those critical facts that go “to the very 
essence of the bargain.”  The Court also clearly signaled that pleading facts supporting 
allegations of materiality was part of its rigorous materiality standard.78   

 
Fourth, the Court held that plaintiffs cannot prove an implied certification claim 

without showing that the defendant knew that compliance with the obligation 
underlying the certification was material to the government’s payment.79  This 
requirement adds a significant hurdle to pleading and proving a false certification claim.   

 
The Justice Department’s post-Escobar positions have included that Escobar did 

not establish an absolute requirement that implied certification liability can attach only 
when both conditions in the two-part test are met, that continued payment by the 
government has little if any legal import, and the suggestion that nothing really has 
changed.80  Despite the government’s efforts to influence expansive application of the 
false certification theory, given the fact-specific nature of the materiality inquiry, it is 
not surprising that the Escobar materiality inquiry has resulted in decisions that find 

                                                 
75  See United States ex rel. Dean v. Paramedics Plus LLC, No. 4:14-CV-00203, 2018 WL 620776 (E.D. Tex. 
Jan. 30, 2018) (holding that Escobar affords FCA defendants the ability to broadly discover how the government 
actually has handled the disputed issue both in this case and others).  Compare United States ex rel. Prather v. 
Brookdale Senior Living Communities, Inc., No. 3:12-cv-0764, 2017 WL 3034336, at *12 (M.D. Tenn. June 22, 
2017) (noting that the government’s argument at the motion to dismiss stage that discovery was required to permit 
the relator to obtain information “concerning the government’s ‘actual knowledge’ and the resulting pattern of 
action (or inaction) with respect to the types of violations alleged,” without providing any of these omitted facts, 
ignored Escobar’s finding that materiality is not too fact intensive for determination on a motion to dismiss), with 
United States ex rel. Williams v. Renal Care Group Inc., 696 F.3d 518 (6th Cir. 2012) (upholding government’s 
assertion of deliberative process privilege and allowing it to withhold evidence as to CMS's interpretation of relevant 
Medicare provisions and knowledge of industry practice).   
76  136 S. Ct. at 2003.   
77  Id. at 2002, 2003.   
78  Id. at 2004 n.6.    
79  136 S. Ct. at 1996 (“What matters is not the label the Government attaches to a requirement, but whether 
the defendant knowingly violated a requirement that the defendant knows is material to the Government’s payment 
decision”).  Cf. United States ex rel. Spay v. CVS Caremark Corp., 875 F.3d 746 (3d Cir. 2017) (recognizing  
government knowledge defense to scienter and finding ample evidence that CMS knew about the industry practice 
of submitting dummy prescriber identifiers to avoid rejection of valid claims, but finding insufficient evidence that 
Caremark knew that CMS knew this).      
80  See Douglas W. Baruch & Jennifer M. Wollenberg, FCA Implied Certification Claims—Justice 
Department’s Aggressive Post-Escobar Briefing Signals Its Concern Over the Decision’s Potential Impact, 58 THE 
GOV’T CONTRACTOR 40 (Oct. 26, 2016).   
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noncompliance material81 as well as that dismiss complaints for not satisfying this 
materiality standard.82 

C.    The Causation Standard   

Section 3729(a)(1)(A) imposes liability on any person who “knowingly presents, or 
causes to be presented, a false or fraudulent claim for payment or approval.”  (Emphasis 
added) Section 3729(a)(1)(B) imposes liability on any person who “knowingly makes, 
uses, or causes to be made or used, a false record or statement material to a false of 
fraudulent claim.” (Emphasis added).  Both provisions specifically require a causal link 
between the defendant’s false actions or statements and the submission of a false claim to 
the government.  Additionally, FCA damages are limited to those sustained by the 
government “because of” the person’s actions.  While causation is clearly an element of 
both liability and damages, the Act does not include a definition of causation.  Courts have 
applied principles of causation from tort law to define the causal requirement for FCA 
claims,83 with the majority holding that proximate cause is the requisite standard.  After 
the Escobar decision established that the FCA incorporates the common law meaning of 

                                                 
81  See, e.g., United States ex rel. Prather v. Brookdale Senior Living Communities, 892 F.3d 822 (8th Cir. 
2018) (finding materiality of timing requirement for physician’s certification sufficiently alleged); United States ex 
rel. Rose v. Stephens Inst., No. 17-1511, 2018 WL 4038194 (9th Cir. Aug. 24, 2018) (denying summary judgment 
for defendant based on finding sufficient evidence that noncompliance with incentive compensation ban was 
material); United States v. Luce, 873 F.3d 999 (7th Cir. 2017) (finding false criminal history certification in annual 
verification forms material); United States ex rel. Badr v. Triple Canopy, Inc., 857 F.3d 174 (4th Cir. 2017) (finding 
guards’ inability to “shoot straight” material to government’s payment);  United States ex rel. Escobar v. Universal 
Health Servs., Inc., 842 F.3d 102 (1st Cir. Nov. 22, 2016) (“Escobar II”); United States ex rel. Presser v. Acacia 
Mental Health Clinic, LLC, No. 14-2804, 2016 WL 4555648 (7th Cir. Sept. 1, 2016) (finding unqualified 
employees’ use of inapplicable billing code material).   
82  See, e.g., D’Agostino, 835 F.3d 1 (1st Cir. 2016); United States ex rel. Winter v. Gardens Reg’l Hosp. & 
Med. Ctr., No. CV 14-08850-JFW (Ex), 2017 U.S. Dist. LEXIS 221356 (C.D. Cal. Dec. 29, 2017) (industry 
standards for inpatient admission not material under Medicare); United States ex rel. Swoben v. Scan Health Plan, 
No. 09-5013-JFW (JEMx), 2017 WL 4564722 (C.D. Cal. Oc.t 5, 2017) (dismissing government’s affirmative 
Medicare Advantage claims for insufficiently pleading materiality and scienter).  Cf. United States ex rel. Salters v. 
Am. Family Care, Inc., No. 5:10CV2843-LSC, 2017 WL 1384381 (N.D. Ala. Apr. 18, 2017) (ruling in favor of 
relator on improper coding claim, but against relator on improper ear popper billing claim where government had 
never questioned, investigated, or requested a refund); United States ex rel. Quartararo v. Catholic Health Sys. of 
Long Island Inc., No. 12CV4425 (MKB), 2017 WL 1239589 (E.D.N.Y. Mar. 31, 2017) (finding alleged use of old 
nursing home operator’s reimbursement rate not material, but alleged misuse of mitigation payment material).     
83  See, e.g., United States ex rel. Freedman v. Suarez-Hoyos, MD, No. 8:04CV933-T-24 EAJ, 2012 WL 
4344199 (M.D. Fla. Sept. 21, 2012) (citing Parke-Davis and ruling that liability could attach to a kickback 
arrangement that was a substantial factor in causing presentment of a false claim);  United States ex rel. Carpenter v. 
Abbott Labs., Inc., 723 F. Supp. 2d 395 (D. Mass. 2010) (finding allegations that defendant’s literature compared its 
drug favorably with other drugs approved for off-label outpatient use and failed to reflect unfavorable information 
about the drug were sufficient to pass the “substantial factor” test for causation of claims to Medicare for off-label 
use);  United States ex rel. DeCesare v. Americare In Home Nursing, No. 1:05CV696, 2010 WL 5313315, at *13 
(E.D. Va. Dec. 16, 2010) (finding that it was a “necessary, foreseeable, and obvious consequence of VNSN's 
referrals that Medicare and Medicaid claims would be filed,” and therefore that the complaint alleged that VNSN 
caused false claims to be submitted under the “substantial factor” test);  United States ex rel. Strom v. Scios, Inc., 
676 F. Supp. 2d 884, 891 (N.D. Cal. 2009) (finding that the causation requirement of Rule 9(b) had been met by the 
allegation that “Defendants' marketing activities created the market for the outpatient use of [the drug], and . . . 
encouraged such a use even though they had no credible evidence that [the drug] was effective in that context”); 
United States ex rel. Drescher v. Highmark, Inc., 305 F. Supp. 2d 451 (E.D. Pa. 2004) (requiring evidence of 
direction and control by medical insurers in order to base causation on incorrect denials/payments by secondary 
insurers); United States ex rel. Franklin v. Parke-Davis, No. Civ. A. 96-11651PBS, 2003 WL 22048255, at *4 (D. 
Mass. Aug. 22, 2003) (applying causation requiring the conduct to be a “substantial factor” in producing the harm, 
which was foreseeable).   
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fraud, the trend is toward applying common law standards in FCA cases when the statute 
itself is silent on the issue, including the proximate cause standard.    

In a post-Escobar case, United States v. Luce, the Seventh Circuit overruled its 
own precedent (which had endorsed “but for” causation in FCA cases) and joined every 
other circuit to decide this issue in holding that proximate cause is the proper standard.  
The defendant, Luce, submitted false certifications that he had no criminal history, which 
were required in order that his company could participate in the FHA mortgage insurance 
program.  Luce’s company originated and refinanced 237 FHA loans, and the government 
suffered a net loss on the loans.  The district court granted summary judgment in the 
government’s favor, rejecting the defendant’s argument that Escobar implicitly overruled 
the circuit’s precedent requiring a broad but for causation standard in FCA cases.  The 
heart of Luce’s argument in the appeal was that the district court’s application of the but 
for standard to the claims permitted liability for defaults that were unrelated to the false 
statements regarding his criminal history.  The Seventh Circuit agreed with the defendant, 
reversed, and remanded.  

While the court found nothing in Escobar that directly addressed the causation 
standard, it noted that the Escobar Court explicitly stated that “absent other indication, 
Congress intends to incorporate the well-settled meaning of the common-law terms it 
uses,” and that the term “fraudulent” incorporates the common-law meaning of fraud.  
The court further noted that the common law of fraudulent misrepresentation is a legal 
cause of loss resulting from action or inaction in reliance upon the misrepresentation “if, 
but only if, the loss might reasonably be expected to result from the reliance,” and the loss 
is “within the foreseeable risk of harm” created by the misrepresentation.  Both of these 
requirements must be satisfied under the common law of fraudulent misrepresentation’s 
proximate cause standard.   In adopting proximate cause as the FCA standard, the court 
agreed with other circuits that have held that the FCA does not contemplate liability for 
all damages that would not have arisen “but for” the false statement.        

 D.   The FCA’s Knowledge and Intent Standards 

Under Section 3729(b)(1) of the FCA, “knowing” and “knowingly” are defined as: 

(1) has actual knowledge of the information; 
(2) acts in deliberate ignorance of the truth or falsity of the 

information; or 
(3) acts in reckless disregard of the truth or falsity of the 

information; and  
. . . require no proof of specific intent to defraud.   

FERA made no substantive change in this definition.  Actual knowledge and deliberate 
ignorance are rarely used by the government to prove intent under the FCA because the 
defendant’s specific state of mind is the determining factor under them.  Reckless 
disregard, on the other hand, has been described as aggravated gross negligence, gross 
negligence-plus, or conduct that runs an unjustifiable risk of harm.84   

1. The Reckless Disregard Standard 

                                                 
84  See United States v. Krizek, 859 F. Supp. 5 (D.D.C. 1994), aff’d, 111 F.3d 934 (D.C. Cir. 1997).   
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In Safeco Insurance Co. of America v. Burr, the Supreme Court held that the  
reckless disregard standard was an objective one in a case interpreting a similar standard 
in the Fair Credit Reporting Act (“FCRA”).85  Under this objective standard, the Court 
found that a defendant’s incorrect interpretation of an ambiguous statutory provision, if 
reasonable, does not provide a basis for liability unless there was an unjustifiably high 
risk of violating the statute.  The D.C. Circuit applied the definition of reckless disregard 
from the Supreme Court’s Safeco decision to an FCA case in United States ex rel. K & R 
Ltd.  Partnership v. Massachusetts Housing Finance Agency. 86   This rule makes 
examination of subjective intent unnecessary in FCA cases involving reasonable 
interpretations of ambiguous requirements where the government has not provided 
guidance.87   

This rule was modified slightly by the Eleventh Circuit’s holding in United States 
ex rel. Phalp v. Lincare Holdings, Inc. that an ambiguity, while relevant to the analysis of 
scienter, does not foreclose a finding of scienter.88  The Eleventh Circuit pointed out that 
scienter can exist even if the defendant’s interpretation is reasonable, and in that case the 
court must determine whether the defendant “actually knew or should have known that 
its conduct violated a regulation in light of any ambiguity at the time of the alleged 
violation.”89 

2. Collective Knowledge 

The government has argued that corporate “collective knowledge” is appropriate 
under the False Claims Act based on the contention that the Act is remedial rather than 
penal in nature. This contention fundamentally misconstrues the nature of the statute, 
particularly in light of rulings characterizing FCA damages and penalties as punitive.90  
Moreover, in United States v. Science Applications International Corp., the D.C. Circuit 
forcefully and definitively rejected the government’s argument that collective knowledge 

                                                 
85  551 U.S. 47 (2007).   
86  530 F. 3d 980 (D.C. Cir. 2008).  See also United States ex rel. Farmer v. City of Houston, 523 F.3d 333 (5th 
Cir. 2008) (finding that relator could not show that the defendants “knew” of the falsity of the claims because the 
regulations governing the program were unclear);  United States ex rel. Walker v. R & F Props., Inc., 433 F.3d 1349 
(11th Cir. 2005), cert. denied, 549 U.S. 1027 (2006) (finding that the regulation was ambiguous, but ruling that the 
question of falsity was improperly decided on summary judgment by the court below).  The reader should note that 
the author’s firm represented the defendant in the R & F Properties case.  
87  See, e.g., United States ex rel. Streck v. Allergan, Inc., No. 17-1014, 2018 WL 3949031 (3d Cir. Aug. 16, 
2018)  (applying the “objectively reasonable interpretation” test and finding no FCA scienter); United States ex rel. 
Purcell v. MWI Corp., 807 F.3d 281 (D.C. Cir. 2015) (same); United States ex rel. Ketroser v. Mayo Found., 729 F.3d 
825 (8th Cir. 2013) (“Mayo’s reasonable interpretation of any ambiguity inherent in the regulations belies the scienter 
necessary to establish a claim of fraud under the FCA”);  United States ex rel. Farmer v. City of Houston, 523 F.3d 
332 (5th Cir. 2008) (finding that relator could not show that the defendants “knew” of the falsity of the claims because 
the regulations governing the program were unclear); United States ex rel. Hixson v. Health Mgmt. Sys., Inc., 613 
F.3d 1186 (8th Cir. 2010) (summary dismissal based on ruling that defendant’s “reasonable interpretation of a statute 
cannot support a claim under the FCA if there is no authoritative contrary interpretation of that statute”);  United States 
United States ex rel. Lockyer v. Hawaii Pacific Health Group Plan, 343 F. App’x 279 (9th Cir. 2009) (good faith 
interpretation of “incident to” regulations foreclosed FCA liability).  See also FraudMail Alert No. 18-08-29, Ninth 
Circuit Confirms Escobar Two-Part Test for “Falsity” while Third Circuit Rejects Scienter Allegations Predicated on 
Ambiguous Requirements (Aug. 29, 2018) (attached as Appendix 4).       
88  No. 16-10532, 2017 WL 2296878 (11th Cir. May 26, 2017).   
89  Id. at *4.   
90  See Vermont Agency of Natural Res. v. United States ex rel. Stevens, 529 U.S. 765, 784 (2000) (finding that 
FCA damages are “essentially punitive in nature”).  
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can be used to prove intent under the False Claims Act.91  Exhibiting a clear grasp of the 
high stakes involved in FCA liability, the panel unanimously held that collective 
knowledge was “an inappropriate basis for [FCA] scienter” because 

it effectively imposes liability, complete with treble damage and 
substantial civil penalties, for a type of loose constructive knowledge 
that is inconsistent with the Act’s language, structure, and purpose.92 

As a result, the court found that the FCA’s scienter standard must be strictly enforced, 
and it interpreted this standard to allow liability based on constructive knowledge only 
when defendants act with “reckless disregard” or “deliberate ignorance,” noting that 
innocent mistakes or negligence remain defenses to liability.  Collective knowledge 
conflicts with this statutory standard, the court concluded, because it lacks balance and 
precision, and would allow 

“a plaintiff to prove scienter by piecing together scraps of ‘innocent’ 
knowledge held by various corporate officials, even if those officials never 
had contact with each other or knew what others were doing in connection 
with a claim seeking government funds.”  United States ex rel. Harrison v. 
Westinghouse Savannah River Co., 452 F.2d 908, 918 n.9 (4th Cir. 2003).  
In other words, even absent proof that corporate officials acted with 
deliberate ignorance or reckless disregard for the truth by submitting a false 
claim as the result of, for instance, a communication failure, the fact-finder 
could determine that the corporation knowingly submitted a false claim.93 

The court held that the proper standard for knowledge under the FCA excludes collective 
knowledge.  And, because the district court’s instruction to the jury allowed it to find that 
SAIC submitted false claims “knowingly” where no individual at SAIC had all of the 
knowledge necessary for FCA liability, the court found that the district court’s instruction 
was erroneous and prejudicial, and ordered a new trial.  Subsequently, this case was 
settled.94   

At the preliminary stages of a case, however, some courts have not looked closely 
at this issue in assessing scienter allegations.  For example, in United States ex rel. Bilotta 
v. Novartis Pharmaceuticals Corp., the district court ruled that violations of internal 
policies could constitute proof of intent to violate the Anti-Kickback Statute: 

Novartis’s conduct—as alleged in the pleadings—violates each of these 
policies, raising a strong inference that Novartis acted knowingly and 
willfully in using the speaker events to induce prescription-writing in 
violation of the anti-kickback laws.95 

                                                 
91  626 F.3d 1257 (D.C. Cir. 2010). 
92  Id. at 1274.   
93   Id. at 1275.   
94  See Press Release, Dep’t of Justice, Science Applications International Corporation Agrees to Pay $1.5 
Million to Resolve Alleged False Claims Act Violations for Undisclosed Organizational Conflicts of Interest (Oct. 21, 
2014), http://www.justice.gov/opa/pr/science-applications-international-corporation-agrees-pay-15-million-resolve-
alleged-false.   
95   No. 11 Civ 0071 (PGG), 2014 WL 4922291 (S.D.N.Y. Sept. 30, 2014).   
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The court preliminarily drew this inference without requiring particularized allegations 
that specific employees engaged in the conduct and determining whether their knowledge 
could be imputed to the company.   

On the other hand, on summary judgment, the Seventh Circuit concluded in 
United States ex rel. Hill v. City of Chicago96 that there was no knowledge that the City’s 
program differed from the proposed plan, either on the part of those who wrote grant 
proposals for the City or the department that implemented the program, and therefore 
there could be no FCA liability.  The court looked beyond technical discrepancies between 
the plan and the program, and grounded its ruling firmly in common sense:  

Departing from the formal documents in order to get things done more 
quickly or accurately is common, and some flexibility is essential when 
administrators encounter circumstances that plan-writers did not 
anticipate.  Chicago has a huge bureaucracy; what works in one bureau may 
not work in another, and slavishly following a single plan could be 
counterproductive. . . .  Practical accommodations are a relief. . . .  [A]s long 
as it has a plan, and does get the job done, the City is in compliance with the 
representations made to obtain the grants.   

3. Escobar Scienter   

In holding that what matters is not the label the government attaches to a 
requirement, but “whether the defendant knowingly violated a requirement that the 
defendant knows is material to the Government’s payment decision,” the Supreme Court 
in Escobar adopted an additional scienter requirement in false certification cases—that 
the defendant knew that compliance with the requirements was material to the 
government’s payment. 97    This requirement is a critical limit on the false certification 
theory because without it, the theory reached defendants who lacked fair notice as to what 
conduct is actionable under the FCA.  It also means that the government or the relator 
must prove the defendant knew that the government’s paying agent considered the 
violation to be material.  In addition, in emphasizing that the government’s payment of a 
particular claim despite its actual knowledge that certain requirements were violated 
would be strong evidence that those requirements are not material,98 Escobar has 
changed the focus of the government knowledge defense from scienter to materiality.99   

                                                 
96  No. 14-1317, 2014 WL 6065418 (7th Cir. Nov. 14, 2014). 
97  Escobar, 136 S. Ct. 1989, 1996.  See also United States v. Sci. Applications Int’l Corp., 626 F. 3d 1257, 1271 
(D.C. Cir. 2010) (“Establishing knowledge . . . on the basis of implied certification requires the plaintiff to prove that 
the defendant knows (1) that it violated a contractual obligation, and (2) that its compliance with that obligation was 
material to the government’s decision to pay.”).     
98  Escobar, 136 S. Ct. 1989, 2003. 
99  Compare Wang v. FMC Corp., 975 F.2d 1412 (9th Cir. 1992) (finding FCA scienter standard was not met 
because “[t]he fact that the government knew of FMC's mistakes and limitations, and that FMC was open with the 
government about them, suggests that while FMC might have been groping for solutions, it was not cheating the 
government”), with United States ex rel. Thomas v. Black & Veatch Special Projects Corp., 820 F.3d 1162 (10th 
Cir. Apr. 22, 2016) (ruling that false certification of compliance with requirements for obtaining visas and work 
permits from Afghan government was not material to USAID’s payment under the contract to increase supply and 
distribution of electric power in Kandahar).    
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E.   Damages and Penalties 

FCA violations result in liability for: 

a civil penalty. . . plus 3 times the amount of damages which the Government 
sustains because of the [person’s] act.”100 

The measure of damages in a False Claims Act case is dependent on the nature of the 
alleged fraud, but the test is always the same: the difference between what the government 
actually paid and what it should have paid absent the FCA violation.  In false certification 
cases, courts of appeals appear to be divided regarding whether a broad “but for” test or 
an actual loss test of causation is the proper measure of damages.     

In United States v. Science Applications International Corp.,101 the D.C. Circuit 
vacated the damages portion of the decision below because of a flawed jury instruction 
that required the jury to assume that SAIC’s services had no value.  That assumption was 
particularly egregious in this case because the jury had already decided that the 
government’s actual breach of contract were $78, yet the district court imposed FCA 
damages of $6.49 million.  Reversing the damages portion of the lower court’s decision, 
the D.C. Circuit held that there is no irrebuttable presumption that expert services and 
advice are worthless if an organizational conflict of interest provision has been violated, 
and ruled that the damages must take into account the value of the goods and services.  
The panel pointed out that, under the benefit of the bargain framework that applied in 
this case, damages should be calculated by determining the amount the government paid 
minus the value of the goods or services provided, which is the standard measure under 
the FCA. Because the jury instruction erroneously removed this calculation from the case, 
the appellate court vacated and remanded the damages issue for a new trial.    

 In United States v. Rogan,102 on the other hand, the district court did not apply a 
benefit of the bargain analysis in evaluating damages in the context of Stark Act and AKS 
violations. The court noted that the violations were “myriad” and “overwhelming,” and 
found that the government would not have paid anything for the claims of patients 
referred by physicians that had prohibited financial relationships with the hospital, citing 
the Stark Act.  The physicians involved in the alleged kickbacks had already pled guilty to 
the scheme in criminal proceedings.  The court measured the FCA damages as the entire 
federal share of the claims to Medicare and Medicaid.103  After trebling, the damages were 
more than $50 million.  Under Stark, Rogan might have argued that the $16.8 million 
overpayments should be disallowed and repaid rather than trebled under the FCA.  
Rogan, a healthcare and hospital administrator, however, argued that he could not be 
liable under the Stark Act because he was not a physician.  The court rejected that 
argument, finding that the issue was Rogan’s violation of the FCA rather than the Stark 
Act.  It also applied a particularly harsh damages calculation under the FCA rather than 
engaging in a benefit analysis, and trebled the entire overpayment amount without 
considering the value of the services provided.  In addition, the court found that there 
                                                 
100  31 U.S.C. §3729(a)(1) (emphasis supplied). 
101  626 F. 3d 1257 (D.C. Cir. 2010).   
102  459 F. Supp. 2d 692 (N.D. Ill. 2006), aff’d, 517 F.3d 449 (7th Cir. 2008). 
103  Id. at 726-27.  See United States ex rel. Drakeford v. Tuomey Healthcare Sys., Inc., No. 13-2219, 2015 WL 
4036166 (4th Cir. July 2, 2015) (measuring damages from failure to comply with Stark as the entire amount of claims 
submitted to Medicare, and affirming award of $237.5 million in damages and penalties).    
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were 18,000 penalties, bringing the total damages and penalties to over $64 million.  The 
Seventh Circuit affirmed the damages award in Rogan, adopting the lower court’s 
decision that placed no value on the medical services provided during the period of the 
unlawful payments for referrals and agreeing that “when the conditions [of the 
government’s payment] are not satisfied, nothing is due.”   

More recently, in United States ex rel. Wall v. Circle C Construction, LLC, the 
Sixth Circuit rejected the government’s claim that its entire payment for electrical work 
on dozens of warehouses was “tainted” by a subcontractor’s underpayment of some of 
the electricians who worked on the project (a Davis-Bacon Act violation). 104   The court 
applied the benefit of the bargain analysis and emphasized that FCA damages are 
focused on actual damages, not the “hypothetical scenario” advanced by the 
government.105 Exposing the incongruity between the government’s theory and its actual 
losses, the court observed that, in all of those warehouses, “the government turns on the 
lights every day.”106  Applying the concrete question of whether the government “in fact 
got less value than it bargained for,” the court readily determined that the government 
received all of the value of the electrical work on all of the warehouses minus the wage 
shortfall.  

 

As the decisions above reflect, a key feature of FCA liability is its treble damages 
provision.  An important decision on the application of this multiplier is the Seventh 
Circuit’s revisitation of the question of whether net or gross damages are trebled when 
deducting the value of goods or services received by the government.  Historically, the 
Justice Department advocated and employed the “gross trebling” method—which trebles 
the claim amount first and afterward deducts the value of goods and services provided—
but that method distorts the government’s actual damages by severely diminishing the 
value of any benefit it received.  In United States v. Anchor Mortgage Corp.,107 the 
Seventh Circuit held that the proper approach was “net trebling”—which subtracts the 
value of goods or services provided before multiplying the damages and thus accounts for 
the actual benefit that the government received.  The Seventh Circuit based its holding on 
the finding that no FCA language or policy supported departure from the norm in civil 
litigation, where damages are based on net loss, and it rejected the Justice Department’s 
misreading of the Supreme Court’s decision in United States v. Bornstein.108  There is an 
emerging circuit split on this issue, given the Ninth Circuit’s decision in United States v. 
Eghbal.109   

                                                 
104 No. 14-6150, 2016 WL 423750 (6th Cir. Feb. 4, 2016).  See also FraudMail Alert No. 16-02-10, Sixth Circuit 

Rejects Government’s “Fairyland” FCA Damages Theory (Feb. 10, 2016), 
http://www.friedfrank.com/siteFiles%2FPublications%2F021016-FINALVERSION-FRAUDMAIL-
Civil%20False%20Claims%20Act%20Sixth%20Circuit.pdf.      

 
105 Id. at *2.   
 
106 Id. at *1.   
 
107  711 F.3d 745 (7th Cir. 2013).   
108  423 U.S. 303 (1976).  In Bornstein, the Court supported using the traditional market value approach to 
measure actual damages—and thus net trebling—but found that this approach did not apply to a third party’s 
settlement payments to the government, which were deducted after damages were multiplied.  423 U.S. at 317 n.13.   
109  548 F.3d 1281 (9th Cir. 2008).   
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Increased FCA penalties.  One of the most feared remedies under the False 
Claims Act has been its per claim penalty.110  In 2016, pursuant to a provision in the 
Bipartisan Budget Act of 2015 to account for inflation, DOJ increased the FCA penalty 
range from $5,500 - $11,000 to $10,781 - $21,563 as a “catch up adjustment” applied to 
violations occurring after November 2, 2015 and assessed on or after August 1, 2016.  The 
law provides that these penalties are subject to further adjustment annually.111    In 2017 
FCA penalties increased again ($10,957 - $21,916).  The current range in 2018 is $11,181 
- $22,363.   

FCA penalties are assessed on a per-claim basis regardless of the amount of the 
damages, except when the court finds that the result is an excessive civil penalty.112  The 
full impact of the increases in FCA penalties remains to be seen, but there is cause for 
concern as the risk of abuse is great.  And, where these increases result in penalties that 
are grossly disproportionate to the proven government loss, they make it far more likely 
that they will face constitutional challenge under the Eighth Amendment’s Excessive 
Fines Clause.   

In United States ex rel. Bunk v. Gosselin World Wide Moving, N.V., the Fourth 
Circuit adopted an unprecedented and unsettling approach to FCA damages in a qui 
tam case.113 The Fourth Circuit ordered the trial court to impose $24 million in FCA 
penalties against the defendants following a trial at which the relator pointedly sought 
no FCA damages and no proof of economic harm to the United States was established.  
This result is squarely at odds with a number of constitutional protections, particularly 
the Eighth Amendment’s Excessive Fines Clause, as well as decisions applying that 
constitutional provision to FCA penalty awards.114  The Fourth Circuit’s reliance solely 
on intangible and non-economic factors such as “deterrent effects” and public policy 
considerations to override the traditional excessive fines analysis lacks precedent and it 
should not be followed outside that circuit.  The Supreme Court declined to review this 
decision, however, and on remand, the trial court imposed the $24 million qui tam 
award that it previously found excessive.    

 

                                                 
110  Under the 1986 amendments, FCA penalties ranged from $5,000 to $10,000 per violation.  However, on 
August 30, 1999, the Justice Department published a final rule that increased these penalties to a minimum of $5,500 
and a maximum of $11,000 for violations occurring after September 29, 1999. See 28 C.F.R. § 85.3 (a)(9) (2002). 
111  See Civil Monetary Penalties Inflation Adjustment, 81 Fed. Reg. 42,491, 42,494 (June 30, 2016).  See also 
FraudMail Alert No. 15-10-30, Budget Bill “Catch Up” Provision Will Vault FCA, FIRREA, and PFCRA Civil Fraud 
Penalties to New Heights (Oct. 30, 2015), 
http://www.friedfrank.com/siteFiles%2FPublications%2FFINAL%206%20-%2010-30-2015%20-
%20FF%20FraudMail%20Alert%20-
%20Civil%20False%20Claims%20Act%20Budget%20Bill%20Catch%20Up.pdf.   
112  See, e.g., United States v. Cabrera-Diaz, 106 F. Supp.2d 234 (D.P.R. 2000) (refusing to impose any penalties 
at all, because they would be excessive).  See also United States v. Mackby, 261 F.3d 821 (9th Cir. 2001) (holding 
that FCA damages and penalties are subject to Eighth Amendment limitations).   
113  741 F.3d 390 (4th Cir. 2013), cert. denied, 83 U.S.L.W. 3184 (U.S. 2014).   
114  See FraudMail Alert No. 13-12-20, Fourth Circuit Holds That a $24 Million FCA Penalty is Not an 
“Excessive Fine” Even Where the Relator Fails to Prove That the United States Suffered Any Economic Harm (Dec. 
12, 2013), http://www.friedfrank.com/siteFiles%2FPublications%2FFINAL%20-%20FraudMail%20Alert%20-
%2012-20-13%20-
%20Fourth%20Circuit%20Holds%20That%20a%20%2424%20M%20FCA%20Penalty%20is%20Not%20an%20%
E2%80%9CExcessive%20Fine%E2%80%9D.pdf.     
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F.   Pleading and Proving Scheme Allegations   

Rule 9(b).  Courts universally apply Rule 9(b)’s heightened pleading requirement 
to FCA complaints because the allegations sound in fraud, and there is no conflict between 
the FCA’s lower intent requirements and Rule 9(b), which provides that intent may be 
averred generally.  Rule 9(b) provides:   
 

In all averments of fraud or mistake, the circumstances 
constituting fraud or mistake shall be stated with 
particularity.  Malice, intent, knowledge, and other condition 
of mind may be averred generally.     

(Emphasis added).  Courts have explained that the purposes of this “heightened” 
requirement to plead the circumstances of the fraud with particularity are to deter 
meritless claims of fraud, to protect defendants’ reputations, to give particularized notice 
to defendants of plaintiffs’ claims, and to prevent fraud suits in which the dispositive facts 
are learned through discovery.115  To satisfy this requirement, the complaint must set forth 
specifics as to who, what, when, where, and how regarding the fraud alleged.116  Courts 
have used a case-by-case approach in applying Rule 9(b) to substantive claims that have 
various proof requirements—an approach that helps to define the contours of FCA 
liability.  However, some erosion in the heightened standard has occurred in certain qui 
tam cases where the details of a fraudulent scheme have been alleged with particularity 
but no actual false claim was pled.      

As the Escobar decision reflects, the False Claims Act was not designed to punish 
every type of fraud committed upon the government.  Because liability under the FCA 
attaches only to a claim actually presented to the government for payment, not to the 
underlying fraudulent scheme, “the critical question is whether the defendant caused a 
false claim to be presented to the government.”117  Despite this key requirement for FCA 
liability, a circuit split has developed over whether Rule 9(b) requires FCA complaints to 
allege the details of a false claim that actually was submitted.  Recent decisions from the 
First, Second, Third, Fifth, Sixth, Seventh, Eighth, Ninth, and Eleventh Circuits have 
found that detailed allegations of a particular fraudulent scheme that produce a strong 
inference that false claims were submitted may meet Rule 9(b)’s requirement for 
specificity,118 although within those circuits there is some confusion over the proper 
standard. 

                                                 
115 See, e.g., United States ex rel. Karvelas v. Melrose-Wakefield Hosp., 360 F. 3d 220, 226 (1st Cir. 2004);  United 

States ex rel. Clausen v. Lab. Corp. of Am. 290 F.3d 1301, 1313, 1316-17 (11th Cir. 2002);  United States v. Rogan, 
No. 02-C-3310, 2002 WL 31433390, at *3 (N.D. Ill. 2002). 

 
116 See, e.g., United States ex rel. Cafasso v. General Dynamics C4 Sys., 637 F.3d 1047, 1057 (9th Cir. 2011);  

United States ex rel. Lacy v. New Horizons, Inc., 348 F. App’x 421 (10th Cir. 2009);  Corsello v. Lincare, Inc. 
428 F.3d 1008, 1014 (5th Cir. 2005).   

 
117 United States ex rel. Nathan v. Takeda Pharms., N. Am., Inc., 707 F.3d 451, 456 (4th Cir. 2013). 
 
118 See, e.g., United States ex rel. Duxbury v. Ortho Biotech Prods., L.P., 579 F.3d 13 (1st Cir. 2009);  United States 

ex rel. Chorches v. Am. Med. Response, Inc., 865 F.3d 71 (2d Cir. 2017); United States ex rel. Foglia v. Renal 
Ventures Management, LLC,  754 F.3d 153 (3d Cir. 2014);  United States ex rel. Grubbs v. Kanneganti, 565 F.3d 
180 (5th Cir. 2009);  United States ex rel. Prather v. Brookdale Senior Living Communities, Inc., 838 F.3d 750 
(6th Cir. 2016);  United States ex rel. Lusby v. Rolls-Royce Corp., 570 F.3d 849 (7th Cir. 2009);  United States ex 
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For example, in United States ex rel. Customs Fraud Investigations, LLC v. 
Victaulic Co., the Third Circuit allowed relators (and the government) to use untested 
“statistical” allegations to satisfy Rule 9(b) and Rule 8(a) pleading standards.119  While 
the Third Circuit noted that there is “great expense and difficulty that may accompany 
False Claims Act discovery and . . . burden on defendants and their shareholders and 
investors of having unresolved allegations of fraudulent conduct in pending 
proceedings,”120 it seemingly did not appreciate that such burden, difficulty, and expense 
is exactly why “skepticism” must be explored at the pleading stage.  Instead of dismissing 
the complaint under Rules 8(a) and 9(b), the Third Circuit looked to “controlled 
discovery” as a panacea for such concerns.   
 

The Fourth Circuit has applied a stricter standard under which not just the 
existence of the fraudulent scheme, but false claims that actually were submitted as a 
result, must be pled with particularity.121   The fact that the standard is still in flux within 
individual circuits that have applied a lower standard,122 and the subsequent dismissals 
in cases where the inference that false claims were submitted was not borne out following 
discovery,123 indicate that limits to its application are still being delineated.  This is 
strikingly evident in recent off-label promotion cases, as discussed in the causation 
section below.   
 

Causation.  After FERA’s 2009 amendments, the “presentment” requirement 
remains in Section 3729(a)(1)(A), which covers liability when a request for payment has 
been submitted directly to the government, and the new definition of “claim” in Section 
3729(b)(2)(i) expressly incorporates this requirement.  Recently, several circuit courts 
have required an actual false claim to be pled when off-label promotion schemes were 

                                                 
rel. Thayer v. Planned Parenthood, No. 13-1654, 2014 WL 4251603 (8th Cir. Aug. 29, 2014);  Ebeid v. Lungwitz, 
616 F.3d 993 (9th Cir. 2010);  United States ex rel. Mastej v. Health Mgmt. Assocs., Inc., 591 F. App’s 693, 708 
(11th Cir. 2014).  

 
119   839 F.3d 242 (3d Cir. 2016).  
 
120  839 F.3d at 258. 
121  See, e.g., Nathan, 707 F.3d 451 (4th Cir. 2013) (comparing the allegations in Grubbs and Duxbury with the 

Nathan relator’s off-label promotion scheme allegations, and drawing a clear distinction between allegations of 
fraudulent conduct that necessarily led to an inference that false claims were presented to the government, and the 
allegations made by the Nathan relator, which did not lead to that inference).   

 
122  See, e.g., United States ex rel. Grenadyor v. Ukrainian Village Pharmacy, Inc., 772 F.3d 1102 (7th Cir. 

2014);  United States ex rel. Dunn v. North Mem’l Health Care, 739 F.3d 417 (8th Cir. 2014);  United States ex 
rel. Ge v. Takeda Pharm. Co., 737 F.3d 116 (1st Cir. 2013);  United States ex rel. Nunnally v. W. Calcasieu 
Cameron Hosp., 519 F. App’x 890, 892-95 (5th Cir. 2013) (unpublished decision).   

 
123  See, e.g., United States ex rel. Lusby v. Rolls-Royce Corp., No. 1:03CV680-SEB-WGH, 2012 WL 

4357438 (S.D. Ind. Sept. 24, 2012) (granting summary judgment to defendant because relator had no proof that 
Rolls–Royce made a false claim for payment to the government);   United States ex rel. Duxbury v. Ortho Biotech 
Prods., LP, 719 F.3d 31 (1st Cir. 2013) (“Duxbury II”) (granting summary judgment to defendant). 
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alleged.124  As the Fifth Circuit explained in United States ex rel. King v. Solvay 
Pharmaceuticals, Inc., it is not enough to suggest a potential causal link between the off-
label marketing scheme and off-label prescriptions, because prescribing drugs off-label is 
perfectly acceptable in the industry in many cases:   

Complicating matters is the fact that the FDA does not restrict 
physicians from prescribing an otherwise FDA-approved drug for an 
off-label use. See 21 U.S.C. § 396 (“Nothing in this chapter shall be 
construed to limit or interfere with the authority of a health care 
practitioner to prescribe or administer any legally marketed device 
to a patient for any condition or disease within a legitimate health 
care practitioner-patient relationship.”). One commentator has 
observed that “[o]ff-label prescription of drugs is common, with as 
many as forty percent of all prescriptions issued involving off-label 
use.” Stephanie Greene, False Claims Act Liability for Off-Label 
Promotion of Pharmaceutical Products, 110 PENN ST. L. REV. 41, 46, 
(2005). Indeed, “in many cases, off-label drug prescription may 
represent the standard of care in the industry.” Id.125 
 

Thus, it is necessary to limit FCA liability to off-label prescriptions submitted to the 
government because of  the off-label promotion. Otherwise, an off-label prescription is 
not a false claim.   

In off-label marketing cases, courts are requiring the complaint to plead a specific 
false claim that was submitted to the government in order to satisfy this causal 
requirement.  For example, the Sixth Circuit found that the complaint failed to provide a 
representative false claim that actually was submitted to the government for a 
prescription allegedly “tainted” by off-label promotion of Abilify in United States ex rel. 
Ibanez v. Bristol-Myers Squibb Co.126  The court emphasized how ill-suited the FCA’s 
causal requirement makes the statute as a means of punishing off-label promotion, as well 
as the strategic role that this pleading requirement plays in preventing the flood gates of 
FCA litigation from being opened: 

[t]o cover the ground from one end of this scheme—defendants’ 
improper promotion—to the other—claims for reimbursement—the 
complaint must allege specific intervening conduct. First, a physician 
to whom BMS and Otsuka improperly promoted Abilify must have 
prescribed the medication for an off-label use or because of an 
improper inducement. Next, that patient must fill the prescription. 
Finally, the filling pharmacy must submit a claim to the government 

                                                 
124    See, e.g., United States ex rel. Booker v. Pfizer, Inc., 847 F.3d 52 (1st Cir. 2017); United States ex rel. 
Colquitt v. Abbott Labs., No. 2017 WL 2347091, 2017 WL 2347091 (5th Cir. May 31, 2017); United States ex rel. 
Ibanez v. Bristol-Meyers Squibb Co., No. 16-3154, 2017 WL 4849128 (6th Cir. Oct. 27, 2017); United States ex rel. 
D’Agostino v. ev3, Inc., 845 F.3d 1 (1st Cir. 2016); United States ex rel. Kelly v. Novartis Pharma Corp., 827 F.3d 5 
(1st Cir. 2016);  United States ex rel. Lawton v. Takeda Pharma Co., 842 F.3d 125 (1st Cir. 2016);  United States ex 
rel. Keeler v. Eisai, Inc., 568 F. App’x 783 (11th Cir. 2014).    
  
125  King, 871 F.3d 318 (5th Cir. 2017).  
  
126  No. 16-3154, 2017 WL 4849128 (6th Cir. Oct. 27, 2017).  
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for reimbursement on the prescription. While this chain reveals just 
what an awkward vehicle the FCA is for punishing off-label 
promotion schemes, a single adequately pled claim of this nature 
would allow relators to satisfy Rule 9(b)’s pleading requirement and 
proceed to discovery on the entire scheme. 

 

These recent decisions regarding what must be pled under Rule 9(b) are also an 
indicator of what at least some courts will require at the proof stage on a summary 
judgment motion or at trial.  Indeed, the Fifth Circuit in Solvay affirmed on summary 
judgment that this causal link required evidence that the marketing scheme actually 
caused physicians to write off-label prescriptions that were submitted to Medicaid for 
reimbursement. Thus, it is appropriate to read these decisions as requiring the 
government or a qui tam relator to prove that the alleged “scheme to defraud” the 
government also requires separate proof both (1) that individual claims are false, and (2) 
that the scheme to defraud is causally linked to the false claim.  Simply proving a scheme 
and a false claim is not enough:  to prevail under the FCA, the plaintiff (government or 
relator) must prove a causal link between the scheme and the false claim.   

Sampling and Extrapolation.  Where a complaint alleges a complex or far-
reaching scheme and survives a motion to dismiss under Rule 9(b), the finding that the 
complaint was sufficient for pleading purposes does not remove the plaintiff’s ultimate 
burden to establish liability and damages based on specific false claims.127  This proof 
requirement has been directly challenged in some FCA cases by plaintiffs who have 
argued that FCA liability and damages could be based on a sampling of specific false 
claims and extrapolated to other claims in the scheme.128  These challenges are at odds 
with the FCA’s pleading and proof requirements, which are based on the language and 
purpose of the statute requiring each claim for which recovery is sought to be proven 
false and submitted knowingly on a claim-by-claim basis.   

                                                 
127  See United States ex rel. Zverev v. USA Vein Clinics of Chicago, LLC, No. 12CV8004, 2017 WL 1148468 

(N.D. Ill. Mar. 27, 2017) (relator’s claim that diagnoses indicated surgery was necessary “at a significantly higher 
rate than would be expected,” without identifying which procedures were fraudulent, fell short of alleging false 
claims due to medically unnecessary procedures); United States ex rel. Wall v. Vista Hospice Care, Inc., No. 3:07-
cv-00604-M, 2016 WL 3449833 (N.D. Tex. June 20, 2016) (ruling on summary judgment that representative 
evidence was not reliable in proving that false claims were submitted where falsity depended on individual 
physicians’ judgment regarding individual patients).  

  
128  See, e.g.,   United States v. AseraCare Inc., No. 2:12-cv-00245, 2015 WL 8486874 (N.D. Ala. Nov. 3, 

2015);  United States ex rel. Michaels v. Agape Senior Cmty., Inc., No. 0:12-3466-KFA. 2015 WL 3903575 
(D.S.C. June 25, 2015), appeal dismissed as improvidently granted, 848 F.3d 330 (4th Cir. 2017) (declining to 
rule on statistical sampling issue on interlocutory appeal because controlling issues were questions of fact); United 
States v. Ageis Therapies, Inc., No. 2:10-cv-00072, 2015 WL 1541491 (S.D. Ga. Mar. 31, 2015); United States ex 
rel. Martin v. Life Care Ctrs. of Am., Inc., No. 1:08CV251, 2014 WL 10937088 (E.D. Tenn. Sept. 29, 2014) 
(ruling that the government could use a representative sampling to show liability—including falsity—and that the 
defendant could argue the weight of the evidence to the jury).  See also Wal-Mart Stores, Inc. v. Dukes, 564 U.S. 
338 (2011);  Tyson Foods, Inc. v. Bouaphakeo, 136 S. Ct. 1036 (2016).   
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VI.   State False Claims Acts 

Twenty-nine states have false claims laws with qui tam provisions.129   Many of 
these state laws are the result of the Medicaid fraud provisions in the Deficit Reduction 
Act of 2005 (“DRA”) and an economic incentive that encourages states to adopt false 
claims laws that are “at least as effective in rewarding and facilitating qui tam actions” as 
the federal statute.130  These state laws patterned after the federal FCA are contributing 
to the rise in visibility of false claims laws, the increase in qui tam enforcement actions, 
and larger recoveries.   

The Florida False Claims Act, the Georgia State False Medicaid Claims Act, and the 
more recently enacted Georgia Taxpayer Protection False Claims Act generally track the 
federal statute.  Both states’ laws differ from the federal law in some respects, such as the 
lack of a tax bar in Florida, and the bar against qui tam suits by government employees in 
Georgia’s general false claims law.131  

Georgia’s legislature enacted the Georgia False Medicaid Claims Act in 2007,132 
and later enacted the more general Taxpayer Protection False Claims Act,133 which took 
effect on July 1, 2012.  Both state statutes are primary false claims laws with whistleblower 
and qui tam provisions.  To prevent duplicative actions, however, the newer, general law 
requires that if an action can be brought under the state’s False Medicaid Claims Act, it 
must proceed under that Act.   

Interestingly, in 2008, Georgia’s statute qualified for the DRA incentive despite its 
bar against qui tam suits by government employees.134  After the 2009 and 2010 
amendments to the federal statute, however, HHS OIG determined that Georgia no longer 
qualified for the incentive because it did not establish liability for the breadth of conduct 
encompassed in the amended federal law and did not reward relators as under the federal 
law’s amended qui tam provisions, among other things.135  Following 2012 amendments 
by the state legislature, the HHS OIG concluded that the Georgia False Medicaid Claims 
Act complied with the DRA’s requirements.136  However, subsequently, HHS OIG found 
Georgia’s statute deficient because it did not provide the increased penalties authorized 

                                                 
129  States that have state false claims laws with qui tam enforcement are:  California, Colorado, Connecticut, 
Delaware, Florida, Georgia, Hawaii, Illinois, Indiana, Iowa, Louisiana, Maryland, Massachusetts, Michigan, 
Minnesota, Montana,  Nevada, New Hampshire, New Jersey, New Mexico, New York, North Carolina, Oklahoma, 
Rhode Island, Tennessee, Texas, Vermont, Virginia, and Washington.  The District of Columbia, Chicago, New York 
City, and Philadelphia also have false claims laws with qui tam enforcement.  See BOESE, Chapter 6 (discussion of 
each state and municipal false claims law).   
130  See Deficit Reduction Act of 2005, Pub. L. 109-171, § 6031 (2006).      
131  Fla. Stat. Ann.  §§ 68.081 - 68.09 (West 2002); Ga. Code Ann. § 23-3-122(i) (2012) (barring public 
employees from bringing qui tam suits under the Taxpayer Protection False Claims Act).  See also BOESE, §§ 6.01[B], 
6.01[U], and 6.02[G] (discussing the Florida and Georgia false claims statutes).     
132  Ga. Code Ann. §§ 49-4-168 to 49-4-168.6 (2007).   
133  Ga. Code Ann. §§ 23-3-120 through 23-3-127.   
134  See Ga. Code Ann. §49-4-168.2(j) (2007) (barring public employees from bringing qui tam suits under the 
Georgia False Medicaid Claims Act) (repealed 2012).  Cf. Letter from Daniel R. Levinson, HHS Inspector Gen., to 
Doug Colburn, Ga. Inspector Gen. (July 24, 2008).   
135  See Letters from Daniel R. Levinson, HHS Inspector Gen., to Robert M. Finlayson, Ga. Inspector Gen. (Mar. 
21 & Aug. 31, 2011).   
136  See Letter from Daniel R. Levinson, HHS Inspector Gen., to Samuel S. Olens, Ga. Att’y Gen. (Apr. 3, 2013).  
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under the federal law.137  In 2018, Georgia amended its statute to provide penalties that 
conform to the federal law.138   

Florida amended its statute in 2009 to conform to the federal standard at that 
time.139  Like Georgia, however, the HHS OIG found that Florida failed to qualify for the 
DRA economic incentive after the federal law was amended in 2009 and 2010,140 and 
because Florida did not provide the increased penalties authorized under the federal 

                                                 
137  Letter from Daniel R. Levinson, HHS Inspector Gen., to Samuel S. Olens, Ga. Att’y Gen. (Dec. 28, 2016). 
138  See Ga. Code Ann. 49-4-168.1(a) (providing for penalties to be consistent with the federal FCA, “as 
adjusted . . . and as further amended by the federal Civil Penalties Inflation Adjustment Improvements Act of 2015 
(Sec. 701 of Public Law 114-74”)).   
139  See S.B. 2658, 2009 Reg. Sess. (Fla. 2009) (approved by Governor on June 16, 2009).  
140  See Letters from Daniel R. Levinson, HHS Inspector Gen., to David Lewis, Fla. Medicaid Fraud Control 
Unit Dir. (Mar. 21  & Aug. 31, 2011).   

Chapter 5 
39 of 71



 
Appendix 1 

 
 

 

THE FEDERAL FALSE CLAIMS ACT 
31 U.S.C. §§ 3729-3733 

 

As amended by the Fraud Enforcement and Recovery Act of 2009, the Patient Protection 
and Affordable Care Act, and the Dodd-Frank Wall Street Reform and Consumer 

Protection Act 

 
 
§ 3729.  False claims  

(a) LIABILITY FOR CERTAIN ACTS.— 

(1) IN GENERAL.—Subject to paragraph (2), 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; 

(C) conspires to commit a violation of subparagraph (A), (B), (D), (E), 
(F), or (G); 

(D) has possession, custody, or control of property or money used, or 
to be used, by the Government and knowingly delivers, or causes 
to be delivered, less than all of that money or property; 

(E) is authorized to make or deliver a document certifying receipt of 
property used, or to be used, by the Government and, intending to 
defraud the Government, makes or delivers the receipt without 
completely knowing that the information on the receipt is true; 

(F) knowingly buys, or receives as a pledge of an obligation or debt, 
public property from an officer or employee of the Government, or 
a member of the Armed Forces, who lawfully may not sell or 
pledge property; or 
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(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 Government, or knowingly conceals or 
knowingly and improperly avoids or decreases an obligation to pay 
or transmit money or property to the Government, 

is liable to the United States Government for a civil penalty of not less 
than $5,000 and not more than $10,000, as adjusted by the Federal Civil 
Penalties Inflation Adjustment Act of 1990 (28 U.S.C. 2461 note; Public 
Law 104-410), plus 3 times the amount of damages which the Government 
sustains because of the act of that person. 

(2) REDUCED DAMAGES.—If the court finds that— 

(A) the person committing the violation of this subsection furnished 
officials of the United States responsible for investigating false 
claims violations with all information known to such person about 
the violation within 30 days after the date on which the defendant 
first obtained the information; 

(B) such person fully cooperated with any Government investigation of 
such violation; and 

(C) at the time such person furnished the United States with the 
information about the violation, no criminal prosecution, civil 
action, or administrative action had commenced under this title 
with respect to such violation, and the person did not have actual 
knowledge of the existence of an investigation into such violation, 

the court may assess not less than 2 times the amount of damages which 
the Government sustains because of the act of that person.  

(3) COSTS OF CIVIL ACTIONS.—A person violating this subsection shall also be 
liable to the United States Government for the costs of a civil action 
brought to recover any such penalty or damages. 

(b) DEFINITIONS.—For purposes of this section— 

(1) the terms “knowing” and “knowingly”— 

(A) mean that a person, with respect to information— 

(i) has actual knowledge of the information; 

(ii) acts in deliberate ignorance of the truth or falsity of the 
information; or 
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(iii) acts in reckless disregard of the truth or falsity of the 
information,; and  

(B) require no proof of specific intent to defraud; 

 (2) the term “claim”— 

(A) means any request or demand, whether under a contract or 
otherwise, for money or property and whether or not the United 
States has title to the money or property, that— 

(i) is presented to an officer, employee, or agent of the United 
States; or 

(ii) is made to a contractor, grantee, or other recipient, if the 
money or property is to be spent or used on the 
Government’s behalf or to advance a Government program 
or interest, and if the United States Government — 

(I) provides or has provided any portion of the money 
or property requested or demanded; or 

(II) will reimburse such contractor, grantee, or other 
recipient for any portion of the money or property 
which is requested or demanded; and 

(B) does not include requests or demands for money or property that 
the Government has paid to an individual as compensation for 
Federal employment or as an income subsidy with no restrictions 
on that individual’s use of the money or property; 

(3) the term “obligation” means an established duty, whether or not fixed, 
arising from an express or implied contractual, grantor-grantee, or 
licensor-licensee relationship, from a fee-based or similar relationship, 
from statute or regulation, or from the retention of any overpayment; and 

(4) the term “material” means having a natural tendency to influence, or be 
capable of influencing, the payment or receipt of money or property. 

(c) EXEMPTION FROM DISCLOSURE.—Any information furnished pursuant to 
subsection (a)(2) shall be exempt from disclosure under section 552 of title 5. 

(d) EXCLUSION.—This section does not apply to claims, records, or statements made 
under the Internal Revenue Code of 1986.  

§ 3730.  Civil actions for false claims 
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(a) RESPONSIBILITIES OF THE ATTORNEY GENERAL.—The Attorney General diligently 
shall investigate a violation under section 3729. If the Attorney General finds that a person has 
violated or is violating section 3729, the Attorney General may bring a civil action under this 
section against the person. 

(b) ACTIONS BY PRIVATE PERSONS.— 

(1) A person may bring a civil action for a violation of section 3729 for the 
person and for the United States Government. The action shall be brought 
in the name of the Government. The action may be dismissed only if the 
court and the Attorney General give written consent to the dismissal and 
their reasons for consenting. 

(2) A copy of the complaint and written disclosure of substantially all material 
evidence and information the person possesses shall be served on the 
Government pursuant to Rule 4(d)(4) of the Federal Rules of Civil 
Procedure. The complaint shall be filed in camera, shall remain under seal 
for at least 60 days, and shall not be served on the defendant until the court 
so orders. The Government may elect to intervene and proceed with the 
action within 60 days after it receives both the complaint and the material 
evidence and information. 

(3) The Government may, for good cause shown, move the court for 
extensions of the time during which the complaint remains under seal 
under paragraph (2). Any such motions may be supported by affidavits or 
other submissions in camera. The defendant shall not be required to 
respond to any complaint filed under this section until 20 days after the 
complaint is unsealed and served upon the defendant pursuant to Rule 4 of 
the Federal Rules of Civil Procedure. 

(4) Before the expiration of the 60-day period or any extensions obtained 
under paragraph (3), the Government shall— 

(A) proceed with the action, in which case the action shall be 
conducted by the Government; or 

(B) notify the court that it declines to take over the action, in which 
case the person bringing the action shall have the right to conduct 
the action. 

(5) When a person brings an action under this subsection, no person other 
than the Government may intervene or bring a related action based on the 
facts underlying the pending action. 

(c) RIGHTS OF THE PARTIES TO QUI TAM ACTIONS.— 

(1) If the Government proceeds with the action, it shall have the primary 
responsibility for prosecuting the action, and shall not be bound by an act 
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of the person bringing the action. Such person shall have the right to 
continue as a party to the action, subject to the limitations set forth in 
paragraph (2). 

(2)       (A) The Government may dismiss the action notwithstanding the 
objections of the person initiating the action if the person has been 
notified by the Government of the filing of the motion and the 
court has provided the person with an opportunity for a hearing on 
the motion. 

(B) The Government may settle the action with the defendant 
notwithstanding the objections of the person initiating the action if 
the court determines, after a hearing, that the proposed settlement 
is fair, adequate, and reasonable under all the circumstances. Upon 
a showing of good cause, such hearing may be held in camera. 

(C) Upon a showing by the Government that unrestricted participation 
during the course of the litigation by the person initiating the 
action would interfere with or unduly delay the Government’s 
prosecution of the case, or would be repetitious, irrelevant, or for 
purposes of harassment, the court may, in its discretion, impose 
limitations on the person’s participation, such as— 

(i) limiting the number of witnesses the person may call; 

(ii) limiting the length of the testimony of such witnesses; 

(iii) limiting the person’s cross-examination of witnesses; or 

(iv) otherwise limiting the participation by the person in the 
litigation. 

(D) Upon a showing by the defendant that unrestricted participation 
during the course of the litigation by the person initiating the 
action would be for purposes of harassment or would cause the 
defendant undue burden or unnecessary expense, the court may 
limit the participation by the person in the litigation. 

(3) If the Government elects not to proceed with the action, the person who 
initiated the action shall have the right to conduct the action. If the 
Government so requests, it shall be served with copies of all pleadings 
filed in the action and shall be supplied with copies of all deposition 
transcripts (at the Government’s expense). When a person proceeds with 
the action, the court, without limiting the status and rights of the person 
initiating the action, may nevertheless permit the Government to intervene 
at a later date upon a showing of good cause. 
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(4) Whether or not the Government proceeds with the action, upon a showing 
by the Government that certain actions of discovery by the person 
initiating the action would interfere with the Government’s investigation 
or prosecution of a criminal or civil matter arising out of the same facts, 
the court may stay such discovery for a period of not more than 60 days. 
Such a showing shall be conducted in camera. The court may extend the 
60-day period upon a further showing in camera that the Government has 
pursued the criminal or civil investigation or proceedings with reasonable 
diligence and any proposed discovery in the civil action will interfere with 
the ongoing criminal or civil investigation or proceedings. 

(5) Notwithstanding subsection (b), the Government may elect to pursue its 
claim through any alternate remedy available to the Government, 
including any administrative proceeding to determine a civil money 
penalty. If any such alternate remedy is pursued in another proceeding, the 
person initiating the action shall have the same rights in such proceeding 
as such person would have had if the action had continued under this 
section. Any finding of fact or conclusion of law made in such other 
proceeding that has become final shall be conclusive on all parties to an 
action under this section. For purposes of the preceding sentence, a finding 
or conclusion is final if it has been finally determined on appeal to the 
appropriate court of the United States, if all time for filing such an appeal 
with respect to the finding or conclusion has expired, or if the finding or 
conclusion is not subject to judicial review. 

(d) AWARD TO QUI TAM PLAINTIFF.— 

(1) If the Government proceeds with an action brought by a person under 
subsection (b), such person shall, subject to the second sentence of this 
paragraph, receive at least 15 percent but not more than 25 percent of the 
proceeds of the action or settlement of the claim, depending upon the 
extent to which the person substantially contributed to the prosecution of 
the action. Where the action is one which the court finds to be based 
primarily on disclosures of specific information (other than information 
provided by the person bringing the action) relating to allegations or 
transactions in a criminal, civil, or administrative hearing, in a 
congressional, administrative, or Government [General] Accounting 
Office report, hearing, audit, or investigation, or from the news media, the 
court may award such sums as it considers appropriate, but in no case 
more than 10 percent of the proceeds, taking into account the significance 
of the information and the role of the person bringing the action in 
advancing the case to litigation. Any payment to a person under the first or 
second sentence of this paragraph shall be made from the proceeds. Any 
such person shall also receive an amount for reasonable expenses which 
the court finds to have been necessarily incurred, plus reasonable 
attorneys’ fees and costs. All such expenses, fees, and costs shall be 
awarded against the defendant. 
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(2) If the Government does not proceed with an action under this section, the 
person bringing the action or settling the claim shall receive an amount 
which the court decides is reasonable for collecting the civil penalty and 
damages. The amount shall be not less than 25 percent and not more than 
30 percent of the proceeds of the action or settlement and shall be paid out 
of such proceeds. Such person shall also receive an amount for reasonable 
expenses which the court finds to have been necessarily incurred, plus 
reasonable attorneys’ fees and costs. All such expenses, fees, and costs 
shall be awarded against the defendant. 

(3) Whether or not the Government proceeds with the action, if the court finds 
that the action was brought by a person who planned and initiated the 
violation of section 3729 upon which the action was brought, then the 
court may, to the extent the court considers appropriate, reduce the share 
of the proceeds of the action which the person would otherwise receive 
under paragraph (1) or (2) of this subsection, taking into account the role 
of that person in advancing the case to litigation and any relevant 
circumstances pertaining to the violation. If the person bringing the action 
is convicted of criminal conduct arising from his or her role in the 
violation of section 3729, that person shall be dismissed from the civil 
action and shall not receive any share of the proceeds of the action. Such 
dismissal shall not prejudice the right of the United States to continue the 
action, represented by the Department of Justice. 

(4) If the Government does not proceed with the action and the person 
bringing the action conducts the action, the court may award to the 
defendant its reasonable attorneys’ fees and expenses if the defendant 
prevails in the action and the court finds that the claim of the person 
bringing the action was clearly frivolous, clearly vexatious, or brought 
primarily for purposes of harassment. 

(e) CERTAIN ACTIONS BARRED.— 

(1) No court shall have jurisdiction over an action brought by a former or 
present member of the armed forces under subsection (b) of this section 
against a member of the armed forces arising out of such person’s service 
in the armed forces. 

(2)      (A) No court shall have jurisdiction over an action brought under 
subsection (b) against a Member of Congress, a member of the 
judiciary, or a senior executive branch official if the action is based 
on evidence or information known to the Government when the 
action was brought. 

(B) For purposes of this paragraph, “senior executive branch official” 
means any officer or employee listed in paragraphs (1) through (8) 
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of section 101(f) of the Ethics in Government Act of 1978 (5 
U.S.C. App.). 

(3) In no event may a person bring an action under subsection (b) which is 
based upon allegations or transactions which are the subject of a civil suit 
or an administrative civil money penalty proceeding in which the 
Government is already a party. 

(4)       (A) The court shall dismiss an action or claim under this section, unless 
opposed by the Government, if substantially the same allegations 
or transactions as alleged in the action or claim were publicly 
disclosed― 

(i) in a Federal criminal, civil, or administrative hearing in which 
the Government or its agent is a party; 

(ii) in a congressional, Government Accountability Office, or other 
Federal report, hearing, audit, or investigation; or 

(iii) from the news media,  

unless the action is brought by the Attorney General or the person 
bringing the action is an original source of the information. 

(B) For purposes of this paragraph, “original source” means an 
individual who either (i) prior to a public disclosure under 
subsection (e)(4)(A), has voluntarily disclosed to the Government 
the information on which allegations or transactions in a claim are 
based, or (ii) who has the knowledge that is independent of and 
materially adds to the publicly disclosed allegations or 
transactions, and who voluntarily provided the information to the 
Government before filing an action under this section.   

(f) GOVERNMENT NOT LIABLE FOR CERTAIN EXPENSES.—The Government is not 
liable for expenses which a person incurs in bringing an action under this section. 

(g) FEES AND EXPENSES TO PREVAILING DEFENDANT.—In civil actions brought under 
this section by the United States, the provisions of section 2412(d) of title 28 shall apply. 

(h) RELIEF FROM RETALIATORY ACTIONS.— 

(1) IN GENERAL.—Any employee, contractor, or agent shall be entitled to all 
relief necessary to make that employee, contractor, or agent whole, if that 
employee, contractor, or agent is discharged, demoted, suspended, 
threatened, harassed, or in any other manner discriminated against in the 
terms and conditions of employment because of lawful acts done by the 
employee, contractor, agent, or associated others in furtherance of an 
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action under this section, or other efforts to stop 1 or more violations of 
this subchapter. 

(2) RELIEF.—Relief under paragraph (1) shall include reinstatement with the 
same seniority status that employee, contractor, or agent would have had 
but for the discrimination, 2 times the amount of back pay, interest on the 
back pay, and compensation for any special damages sustained as a result 
of the discrimination, including litigation costs and reasonable attorneys’ 
fees.  An action under this subsection may be brought in the appropriate 
district court of the United States for the relief provided in this subsection.  

(3) LIMITATION ON BRINGING CIVIL ACTION.―A civil action under 
this subsection may not be brought more than 3 years after the date when 
the retaliation occurred.   

§ 3731.  False claims procedure 

(a) A subpoena [subpoena] requiring the attendance of a witness at a trial or hearing 
conducted under section 3730 of this title may be served at any place in the United States. 

(b) A civil action under section 3730 may not be brought— 

(1) more than 6 years after the date on which the violation of section 3729 is 
committed, or 

(2) more than 3 years after the date when facts material to the right of action 
are known or reasonably should have been known by the official of the 
United States charged with responsibility to act in the circumstances, but 
in no event more than 10 years after the date on which the violation is 
committed, whichever occurs last. 

(c) If the Government elects to intervene and proceed with an action brought under 
3730(b), the Government may file its own complaint or amend the complaint of a person who 
has brought an action under section 3730(b) to clarify or add detail to the claims in which the 
Government is intervening and to add any additional claims with respect to which the 
Government contends it is entitled to relief.  For statute of limitations purposes, any such 
Government pleading shall relate back to the filing date of the complaint of the person who 
originally brought the action, to the extent that the claim of the Government arises out of the 
conduct, transactions, or occurrences set forth, or attempted to be set forth, in the prior complaint 
of that person. 

(d) In any action brought under section 3730, the United States shall be required to 
prove all essential elements of the cause of action, including damages, by a preponderance of the 
evidence. 

(e) Notwithstanding any other provision of law, the Federal Rules of Criminal 
Procedure, or the Federal Rules of Evidence, a final judgment rendered in favor of the United 
States in any criminal proceeding charging fraud or false statements, whether upon a verdict after 
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trial or upon a plea of guilty or nolo contendere, shall estop the defendant from denying the 
essential elements of the offense in any action which involves the same transaction as in the 
criminal proceeding and which is brought under subsection (a) or (b) of section 3730.  

§ 3732.  False claims jurisdiction 

(a) ACTIONS UNDER SECTION 3730.—Any action under section 3730 may be brought 
in any judicial district in which the defendant or, in the case of multiple defendants, any one 
defendant can be found, resides, transacts business, or in which any act proscribed by section 
3729 occurred. A summons as required by the Federal Rules of Civil Procedure shall be issued 
by the appropriate district court and served at any place within or outside the United States. 

(b) CLAIMS UNDER STATE LAW.—The district courts shall have jurisdiction over any 
action brought under the laws of any State for the recovery of funds paid by a State or local 
government if the action arises from the same transaction or occurrence as an action brought 
under section 3730.  

(c) SERVICE ON STATE OF LOCAL AUTHORITIES.—With respect to any State or local 
government that is named as a co-plaintiff with the United States in an action brought under 
subsection (b), a seal on the action ordered by the court under section 3730(b) shall not preclude 
the Government or the person bringing the action from serving the complaint, any other 
pleadings, or the written disclosure of substantially all material evidence and information 
possessed by the person bringing the action on the law enforcement authorities that are 
authorized under the law of that State or local government to investigate and prosecute such 
actions on behalf of such governments, except that such seal applies to the law enforcement 
authorities so served to the same extent as the seal applies to other parties in the action. 

§ 3733.  Civil investigative demands   

[Not included in this excerpt] 

* * * 

S. 386 Section 4(f): 

EFFECTIVE DATE AND APPLICATION.—The amendments made by this section shall take 
effect on the date of enactment of the Act and shall apply to conduct on or after the date of 
enactment, except that— 

(1) subparagraph ( B) of section 3729(a)(1) of title 31, United States Code, as 
added by subsection (a)(1), shall take effect as if enacted on June 7, 2008, 
and apply to all claims under the False Claims Act (31 U.S.C. 3729 et 
seq.) that are pending on or after that date; and 

(2) section 3731(b) of title 31, as amended by subsection (b); section 3733, of title 31, as 
amended by subsection (c); and section 3732 of title 31, as amended by subsection (e); shall 
apply to cases pending on the date of enactment. 
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The Federal False Claims Act and 
Georgia’s Two False Claims Acts 

 
Michael A. Sullivan1 

 
Continuing the trend of states enacting their own versions of the federal False Claims Act 

(“FCA”),2 in 2012 the Georgia General Assembly enacted the “Georgia Taxpayer Protection 

1  Michael A. Sullivan is a partner with Finch McCranie, LLP in Atlanta. He represents whistleblowers in 
qui tam litigation under the False Claims Act, in the SEC and CFTC Whistleblower Programs, and in the 
IRS Whistleblower Program.  Mr. Sullivan was counsel to Relators in two of the largest health care fraud 
qui tam recoveries in recent years: (1) the $465 million settlement by Mylan, Inc. in 2017 for erroneously 
classifying its patented, brand name drug EpiPen as a generic drug to avoid its obligation to pay higher 
Medicaid rebates; and (2) the groundbreaking case that authorized use of statistical sampling to prove 
elements of FCA liability and damages, United States ex rel. Glenda Martin v. Life Care Centers of 
America, Inc. (E.D. TN), which in 2016 produced the largest health care fraud settlement in history 
against a skilled nursing facility chain.   
 
Mr. Sullivan has worked with the False Claims Act since the late 1980s and has both defended and 
prosecuted cases under the False Claims Act.  Mr. Sullivan helped draft Georgia’s two qui tam statutes, 
the 2007 “State False Medicaid Claims Act,” and the 2012 “Georgia Taxpayer Protection False Claims 
Act.” Since the December 2006 beginning of the new IRS Whistleblower Program, Mr. Sullivan has also 
represented IRS whistleblowers in submissions totaling billions of dollars.  He has also worked with the 
IRS Whistleblower Office staff in presenting programs on best practices in pursuing IRS Whistleblower 
claims. 
 
In the compliance area, Mr. Sullivan currently serves on the Senior Leadership Team in the monitorship 
of Volkswagen AG, in his role as Counsel to the Independent Compliance Monitor and Auditor, Larry D. 
Thompson. 
 
In 2009 and again in 2010, Mr. Sullivan was consulted by staff members of the U.S. Senate Banking 
Committee to discuss how the new SEC and CFTC Whistleblower Programs should operate.  In 2011, he 
met with the SEC and CFTC Chairmen and senior staff to recommend changes to the proposed rules for 
SEC and CFTC Whistleblower claims. Mr. Sullivan is a graduate of the University of North Carolina and 
Vanderbilt Law School.  He clerked for U.S. District Judge Marvin H. Shoob in Atlanta from 1984-86.  
He chairs the bi-annual “Whistleblower Law Symposium” for ICLE-GA, and is the co-author of 
www.whistleblowerlawyerblog.com.  
 
2  31 U.S.C. §§ 3729-33. 
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False Claims Act.”3  Both the federal and state FCA laws are civil statutes designed to combat 

fraud directed at taxpayer dollars. 

Since its 1986 amendments created the modern Act, the federal FCA has been 

dramatically successful in recovering many billions of dollars in taxpayer funds from defendants 

who engaged in fraud or false claims.  Especially in this time of tight state budgets, Sen. Charles 

Grassley (R-Iowa) and others have championed the FCA as a model for states – both to deter 

fraud in government contracts and programs, and to recover meaningful damages and penalties 

designed to make the states “whole” when they are defrauded.  As Sen. Grassley argues, these 

laws work by providing incentives to private citizen “whistleblowers” (known as “relators”) to 

expose fraud against taxpayer funds by filing “qui tam”4 lawsuits on behalf of a government 

body.   

In 2007, like many other states that sought to qualify for financial incentives established 

by Congress, Georgia took the first step by passing a state FCA that applies only to Medicaid 

spending, the “State False Medicaid Claims Act.”5    

The 2012 Georgia Taxpayer Protection False Claims Act now extends Georgia’s 

protection of taxpayer dollars beyond Medicaid, to include protection of all other spending by 

the state, and all spending by local governments.  

3  O.C.G.A. §§ 23-3-120 to 23-3-127. 
 
4  The term “qui tam” is derived from the Latin phrase, “qui tam pro domino rege quam pro se ipso in 
hac parte sequitur,” which means “who pursues this action on our Lord the King's behalf as well as his 
own.” Vermont Agency of Natural Resources v. United States ex rel. Stevens, 529 U.S. 765, 769 n.1 
(2000). 
 
5  O.C.G.A. §§ 49-4-168 to 49-4-168.6. 
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Moreover, the 2012 Act can be used by a wide array of “local government” entities.  The 

Act defines “local government” broadly to include “any Georgia county, municipal corporation, 

consolidated government, authority, board of education or other local public board, body, or 

commission, town, school district, board of cooperative educational services, local public benefit 

corporation, hospital authority, taxing authority, or other political subdivision of the state or of 

such local government, including MARTA.” 

This article begins with an “Executive Summary” of the Georgia Taxpayer Protection 

False Claims Act (section I).  Because this Georgia law is based on the federal FCA, this article 

then provides an overview of the federal FCA (sections II-VIII).  For attorneys who encounter 

this powerful anti-fraud law, this article may be useful in explaining the unique procedures of the 

FCA, as well as how it has been used by the federal and state governments.  

I. Executive Summary of “Georgia Taxpayer Protection False Claims Act” (HB 822) 
 

 The Georgia Taxpayer Protection False Claims Act (the “Act”) is a state version of the 

extremely successful federal False Claims Act.  The FCA is the federal government’s primary 

civil tool for combating fraud directed at taxpayer funds.  The majority of states already have 

such a law designed to stop and deter fraud against state government. 

 Background: The FCA originally was enacted during the Civil War.  In 1986, President 

Ronald Reagan signed into law an amended version of the FCA, which has since generated more 

than $56 billion in recoveries from those who have defrauded the government.  The FCA also 

helps deter fraud by those who do business with the government.   
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 State False Claims Acts: As noted, based on the federal FCA’s great successes since 

1986, Sen. Charles Grassley has helped lead efforts to encourage states to pass their own 

versions of the FCA.  Congress established financial incentives for states that enact their own 

versions of the FCA that closely follow the FCA’s terms, through the Deficit Reduction Act of 

2005.6  (Those states receive an extra 10% of Medicaid fraud recoveries.)  Congress amended the 

federal FCA in 2009-2010 to increase the FCA’s effectiveness.   

 At least twenty-nine other states now have enacted their own False Claims Acts, which 

are also based on the federal FCA.7  The majority of these states’ laws protect all state spending 

of any nature.   

 On May 24, 2007, Governor Perdue signed into law Georgia’s “State False Medicaid 

Claims Act,”8 which is based on the 2007 federal FCA, but protects only Medicaid spending.  

6  Deficit Reduction Act of 2005, Pub. L. No. 109-171, 120 Stat. 4. 
 
7  As of February 28, 2018, state “False Claims” statutes are in effect in at least the following other states: 
California, Colorado, Connecticut, Delaware, Florida, Hawaii, Illinois, Indiana, Iowa, Louisiana, 
Maryland, Massachusetts, Michigan, Minnesota, Montana, Nevada, New Hampshire, New Jersey, New 
Mexico, New York, North Carolina, Oklahoma, Rhode Island, Tennessee, Texas, Vermont, Virginia, 
Washington, and the District of Columbia.  See CAL. GOV’T CODE §§ 12650-12656; COL. REV. STAT. 
§§ 25.5-4-303.5 to 25.5-4-310; CONN. GEN. STAT. ANN. §§ 17B-301 to 17A-301P; DEL. CODE ANN. tit. 6, 
§§ 1201-1209; FLA. STAT. §§ 68.081-68.09; HAW. REV. STAT. §§ 661-21 to 661-29; 740 ILL. COMP. 
STAT. §§ 175/1 to 175/8; IND. CODE §§ 5-11-5.5-1 to 5-11-5.5-18; IOWA CODE ANN. §§ 685.1 to 685.7; 
LA. REV. STAT. ANN. §§ 46:437.1-440.3; MD. HEALTH GEN . §§ 2-601 to 2-611; MASS. GEN. LAWS 12 
§§ 5A; MICH. COMP. LAWS §§ 400.601-400.613; M.S.A. §§ 15C.01 to 15C.16; MONT. CODE ANN. §§ 
17-8-401 to 17-8-412; NEV. REV. STAT. §§ 357.010 to 357.250; N.H. REV. STAT. ANN. §§ 167:61 to 
167:61-e; N.J. STAT. ANN §§ 2A:32C-1 to 2A:32C-17; N.M. STAT. §§ 27-14-1 to 27-14-15; N.Y. STATE 
FIN. LAW §§ 187-194 (McKinney); N.C.G.S.A. §§ 1-605 to 1-618; OKLA. STAT. tit. 63, §§ 5053-5053.7;  
R.I. GEN. LAWS §§ 9-1.1-1 to 9-1.1-8; TENN. CODE ANN. §§ 71-5-181 to 71-5-185; TEX. HUM. RES. 
CODE ANN. §§ 36.001 to 36.132; VA. CODE ANN. §§ 8.01-216.1 to 8.01-216.19; VT. STAT. ANN., tit. 32, 
§§ 630 to 642; WASH. REV. CODE ANN. §§ 74.66.10 to 74.66.130 (WEST); and D.C. CODE §§ 2-308.13-
2.308.21. 

 
8 O.C.G.A. §§ 49-4-168 to 49-4-168.6. 
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The new 2012 Georgia Taxpayer Protection False Claims Act now protects all state and local 

government spending. 

 In sum, the 2012 Georgia Taxpayer Protection False Claims Act (1) protects all state and 

local government spending from fraud, and not simply Medicaid spending; and (2) amends the 

State False Medicaid Claims Act to conform to the 2009-2010 federal FCA amendments.  All 

states are required to conform to those amendments by 2013, or lose the federal incentive of an 

additional 10% of Medicaid fraud recoveries.   

 Role of Attorney General: The Georgia Attorney General’s Office has surveyed other 

states to identify the “best practices” used in other state False Claims Acts.  The Georgia 

Taxpayer Protection False Claims Act incorporates many of these “best practices.” 

 In addition, to ensure that only meritorious cases are pursued, the Attorney General will 

retain authority to approve all such cases under the Act before filing, and to move to dismiss any 

filed case that is deemed not meritorious. Since the Act was passed, the Attorney General has 

published procedures for reviewing and approving cases.9 

 The Act authorizes the state to recover from those who defraud it “treble” damages (three 

times the state’s economic losses) and civil penalties of $5,500 - $11,000 per false or fraudulent 

claim, just as the federal FCA provides.      

 Cases may be instituted in the following ways:  

1. The Attorney General’s Office may bring an action against any person or entity 

alleged to have engaged in fraud or false claims directed at state funds.   

9 See https://law.ga.gov/qui-tam-case-review-and-approval-procedures-non-medicaid.  
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2. The Attorney General is authorized to delegate authority to District Attorneys or local 

government attorneys to pursue cases filed concerning fraud directed at county or 

local government funds.   

3. Private citizens (“relators”) with knowledge of fraud may bring an action under the 

Act.  These are known as qui tam cases, which have made the federal FCA so 

successful.  More than 80% of federal FCA recoveries now are in cases of fraud 

brought by private citizen “relators” (or “whistleblowers”).   

 Control by Attorney General: The Attorney General retains control over these cases. 

The Attorney General can withdraw any authority used to delegate a case.  As noted, the 

Attorney General also can move to dismiss any case brought by a private citizen that is not 

deemed meritorious.     

 Like the federal FCA, the Attorney General’s Office (or his designee) investigates the 

allegations, while the case remains under seal.  Cases are under seal for at least 60 days, but that 

period is typically extended for more than a year to allow for an investigation to be completed.  

 How Cases Proceed: The Attorney General or other local government attorney to whom 

authority has been delegated may elect to “intervene” in any case brought by a private citizen, 

and thus will control the litigation as it moves forward.  The relator’s counsel also participates in 

the litigation.  

 If the Attorney General or his designee elects not to intervene in the case, the relator is 

authorized to pursue the case.  It is not unusual for the government initially to decline 

intervention, only to intervene later after the relator has advanced the case and developed further 

evidence that leads to a recovery by the state.  
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 If the action is successful and produces a recovery for the state or local government 

involved, like the federal FCA, the Act authorizes the relator to receive 15-25% of the recovery 

in cases in which the state or local government has intervened; and 25-30% of any recovery if 

the state or local government has not intervened.  The Act also provides for attorney’s fees and 

expenses in the event of a successful recovery.  Fees and expenses are not paid by the state or 

local government, but by the defendants.   

 The Act mirrors other provisions of the federal FCA as well, provisions that are also 

found in other state False Claims Acts. The Act provides procedures for the state or local 

government to investigate claims, similar to the federal FCA.  It also incorporates the federal 

law’s anti-retaliation provisions.  

State and Local Governments May Recover Their Attorney’s Fees, Costs,  and 

Expenses:  Significantly, the state and any local government can recover from the defendant “all 

costs, reasonable expenses, and reasonable attorney's fees incurred by the state or local 

government in prosecuting a civil action brought to recover the damages and penalties provided 

under this article.”10 

 Other States’ Experiences: Other states have found their false claims laws to be very 

effective in addressing fraud directed at taxpayer funds.  For example, in 2011 Texas obtained a 

$170 million judgment in a single case involving fraud against the Medicaid program.  As 

another example, Toshiba had to repay California $30 million for knowingly selling defective 

computer equipment in 2000.  Of the states nearest to Georgia, Florida, North Carolina and 

10  O.C.G.A. § 23-3-121(c). 
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Virginia also have enacted similar laws and are using them to seek recovery of substantial 

damages caused by fraud.   

 Return on Investment:  The FCA is very efficient: it usually results in recovery of 

multiples of the money invested in it.  For example, studies have reported that, under the FCA, 

for every dollar spent to investigate and prosecute health care fraud in civil cases, the federal 

government receives $15 back in return.  Realizing the high return on investment, Texas added 

significantly to its resources devoted to pursuing health care fraud several years ago.  

 Corresponding Amendments to State False Medicaid Claims Act:  Finally, the Act 

updates the State False Medicare Claims Act, to make it consistent with the 2009-2010 

amendments to the federal FCA, so that the state continues to be eligible for the financial 

incentives established by Congress.   

Cases involving Medicaid fraud will continue to be brought under the State False 

Medicaid Claims Act.  Cases involving other Georgia or local government spending will be 

pursued under the new Georgia Taxpayer Protection False Claims Act. 

II. Introduction to the False Claims Acts, Federal and State 

All lawyers will benefit from understanding potential claims and liabilities under the 

federal and state False Claims Acts, especially those attorneys whose practices involve health 

care, procurement, financial services, and other industries that involve government spending.  

Health care increasingly has become the major focus of the federal government’s enforcement 

efforts, although fraud by financial institutions has produced significant recoveries as well. 

Adding to the lawyer’s challenges, since 2009 Congress has amended the False Claims 

Act three times, primarily to overturn judicial decisions that once created obstacles to FCA 
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actions.11  Those amendments also have created an important new basis of FCA liability – 

retention of overpayments – which has great significance especially to health care providers.  

These 2009-2010 amendments make the FCA a far more effective enforcement tool for the 

government, and thus a much greater problem for defendants accused of health care fraud.   

Further, a wave of new “whistleblower” statutes continues, inspired by the successes of 

the False Claims Act.  These new laws include (1) an increasing number of state versions of the 

federal False Claims Act;12 (2) the 2006 enactment of new IRS Whistleblower Rewards 

Program;13 and (3) new “SEC Whistleblower” and “CFTC Whistleblower” programs, authorized 

in July 2010 as part of the Dodd-Frank Wall Street Reform and Consumer Protection Act 

(“Dodd-Frank”).14  By encouraging employees, contractors, and others to report allegations of 

fraud, these new whistleblower provisions create substantial concerns for health care 

11  Fraud Enforcement and Recovery Act of 2009, Pub. L. No. 111-21, 123 Stat. 1617 (“FERA”); Patient 
Protection and Affordable Care Act, Pub. L. 111-148, 124 Stat. 119 (“PPACA”); Dodd-Frank Wall Street 
Reform and Consumer Protection Act, Pub. L. No. 111-203, 124 Stat. 1376. 
    
12  See infra section IV.   
 
13  The False Claims Act expressly “does not apply to claims, records, or statements made under the 
Internal Revenue Code of 1986.”  31 U.S.C. § 3729(e).  In December 2006, however, Congress used the 
False Claims Act as a model in establishing the new IRS Whistleblower Rewards Program, which 
provides incentives to “whistleblowers” to report violations of the Internal Revenue laws in excess of $2 
million.  IRS Whistleblowers may receive 15-30% of the recovery.  See 26 U.S.C. § 7623(b)(1) 
(providing for “an award at least 15 percent but not more than 30 percent of the collected proceeds 
(including penalties, interest, additions to tax, and additional amounts)).”  Regularly updated information 
about the IRS Whistleblower program may be found at 
http://www.whistleblowerlawyerblog.com/irs_rewards_program_tax/.  
 
14  Section 922 of the Dodd-Frank Financial Reform Act provides for the first potentially meaningful 
rewards to whistleblowers by the Securities and Exchange Commission.  
(http://www.whistleblowerlawyerblog.com/2010/07/new_sec_whistleblower_program_1.html). Section 
748 provides for similar rewards to whistleblowers by the Commodity Futures Trading Commission. 
(http://www.whistleblowerlawyerblog.com/2010/07/whistleblowers_reporting_deriv.html#more). 
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organizations and other defendants alleged to be liable.   

This article provides an overview of what lawyers should know about the federal False 

Claims Act and the new state False Claims Acts.  These state False Claims Acts, like the federal 

Act, have unique procedural requirements that are foreign to most lawyers.   

This article explains how both the federal and state False Claims Acts work.  It 

summarizes the background of the federal False Claims Act, outlines how it operates, and 

discusses the Act’s increasing use to combat fraud directed at public funds.  This article also 

highlights some important differences between state False Claims Acts and the federal False 

Claims Act.   

III. Why A “False Claims Act”? 

Fraud is perhaps so pervasive and, therefore, costly to the Government due to a 
lack of deterrence. GAO concluded in its 1981 study that most fraud goes 
undetected due to the failure of Governmental agencies to effectively ensure 
accountability on the part of program recipients and Government contractors. 
The study states:  
 

For those who are caught committing fraud, the chances of being 
prosecuted and eventually going to jail are slim. . . . The sad truth is that 
crime against the Government often does pay.15 

 
Fraud – and allegations of fraud – plague government spending at every level.  Today, as 

the federal government struggles to fund the hundreds of billions of dollars spent annually on 

health care through Medicare, Medicaid, and other programs; the Iraq and Afghanistan wars; the 

financial “bailout” measures enacted after the 2008 financial collapse; disaster relief efforts; and 

15 S. REP. No. 99-345, at 3 (1986), as reprinted in 1986 U.S.C.C.A.N. 5266, 5268 [hereinafter 
“Legislative History”] (quoting 1981 GAO Report to Congress, “Fraud in Government Programs: How 
Extensive Is It? How Can It Be Controlled?”). 
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government grants and programs of every description, there is no shortage of opportunities for 

fraud against the public fisc.  

The False Claims Act has been the federal government’s “primary” weapon to recover 

losses from those who defraud it.16  The Act not only authorizes the government to pursue 

actions for treble damages and penalties, but also empowers and provides incentives to private 

citizens to file suit on the government’s behalf as “qui tam relators.”  Over the past three 

decades. recoveries for the federal government have grown steadily since Congress amended the 

Act in 1986 to encourage greater use of the qui tam provisions, as part of a “coordinated effort of 

both the [g]overnment and the citizenry [to] decrease this wave of defrauding public funds.”17 

The federal False Claims Act since 1986 has been successful in recovering more than 

 $56 billion,18increasingly through qui tam lawsuits brought by private citizens.   In light of the 

federal Act’s successes, Congress in the Deficit Reduction Act of 200519 created a large financial 

“carrot” for states that adopt state versions of the False Claims Act.  Any state that passes its own 

“False Claims” statute with qui tam or whistleblower provisions that are at least as effective as 

those of the federal Act becomes eligible for a 10% increase in its share of Medicaid fraud 

recoveries.20 

16  Id. at 2. 
 
17  Id. 
 
18  See https://www.justice.gov/opa/pr/justice-department-recovers-over-37-billion-false-claims-act-
cases-fiscal-year-2017. 
 
19  See Deficit Reduction Act of 2005, Pub. L. No. 109-171, 120 Stat. 4. 
 
20  Id. § 6031.  In the legislative hearings that led to passage of the Georgia State False Medicaid Claims 
Act (at which this writer also testified), former Inspector General Doug Colburn of the Georgia 
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Thus, the impetus for states to enact a False Claims Act is this incentive of more dollars.  

Since 2006, the number of states with a state version of the False Claims Act covering at least 

Medicaid has grown to at least twenty-nine.21  Other states22 have considered enacting similar 

statutes of their own. 

IV. Background of the Federal False Claims Act 

Although the False Claims Act may be the best known qui tam statute, it is far from being 

the first.  Qui tam actions date back to English law in the 13th and 14th Centuries.  This tradition 

took root in the American colonies and, by 1789, states and the new federal government had 

authorized qui tam actions in various contexts.23   

According to one writer: 

In the early years of the Nation, the qui tam mechanism served a need at a time 

Department of Community Health testified that Georgia currently pays approximately 38 cents of every 
dollar spent in the Georgia Medicaid program, and thus Georgia currently receives 38% of Medicaid 
fraud recoveries.  This ten point increase to 48% in Georgia’s share of Medicaid fraud recoveries would 
thus effectively increase Georgia’s share of these recoveries by more than 26% in actual dollars  (i.e., by 
the fraction 10/38). 
 
21  See footnote 7 for a list of state “False Claims” statutes currently in effect.  A regularly updated list of 
state False Claims Acts appears at www.taf.org/statefca.htm. For an excellent 2005 article on state False 
Claims Acts, see James F. Barger, Jr., Pamela H. Bucy, Melinda M. Eubanks, and Marc S. Raspanti, 
States, Statutes, and Fraud: An Empirical Study of Emerging State False Claims Acts, 80 TUL. L. REV. 
465 (2005) [hereinafter State False Claims Act Study]. 
 
22  State False Claims Acts also have been proposed in at least Arkansas, Kansas, Mississippi, Missouri, 
North Dakota, Pennsylvania, and South Carolina. See John T. Boese, FraudMail Alert, 
http://www.friedfrank.com/wcc/pdf/fm070314.pdf.  
 
23  See, e.g., Marvin v. Trout, 199 U.S. 212, 225 (1905) (“Statutes providing for actions by a common 
informer, who himself had no interest whatever in the controversy other than that given by statute, have 
been in existence for hundreds of years in England, and in this country ever since the foundation of our 
government.”)  See generally CLAIRE M. SYLVIA, THE FALSE CLAIMS ACT: FRAUD AGAINST THE 
GOVERNMENT § 2.3, at 34-36 (West 2004). 
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when federal and state governments were fairly small and unable to devote 
significant resources to law enforcement.  As the role of the Government 
expanded, the utility of private assistance in law enforcement did not diminish. If 
anything, changes in the role and size of Government created a greater role for 
this method of law enforcement.24 

 
A. Birth of the False Claims Act:  The Civil War prompted Congress to enact the 

original False Claims Act in 1863.  As government spending on war materials increased, 

dishonest government contractors took advantage of opportunities to defraud the United States 

government.  “Through haste, carelessness, or criminal collusion, the state and federal officers 

accepted almost every offer and paid almost any price for the commodities, regardless of 

character, quality, or quantity.”25 

One senator explained how the qui tam provisions of the Act were intended to work: 

The effect of the [qui tam provisions] is simply to hold out to a confederate a 
strong temptation to betray his co-conspirator, and bring him to justice.  The bill 
offers, in short, a reward to the informer who comes into court and betrays his co-
conspirator, if he be such; but it is not confined to that class. . . . In short, sir, I 
have based the [qui tam provision] upon the old fashioned idea of holding out a 
temptation and setting a rogue to catch a rogue, which is the safest and most 
expeditious way I have ever discovered of bringing rogues to justice. 26 

 
The original Act provided for double damages, plus a $2,000 forfeiture for each claim 

submitted.27  If a private citizen or “relator” used the qui tam provision to file suit, the 

24  SYLVIA, supra note 18 § 2:6, at 41. 
 
25  Id. § 2:6, at 42 (quoting 1 FRED ALBERT SHANNON, THE ORIGINATION AND ADMINISTRATION OF THE 
UNION ARMY, 1861-65, at 55-56, 58 (1965) (other sources quoted omitted)). 
 
26  Id. § 2:6, at 43 (quoting Cong. Globe, 37th Cong., 3d Sess., 955-56 (1863)). 
 
27  Legislative History, supra note 10. 
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government had no right to intervene or control the litigation.  A successful “relator” was entitled 

to one-half of the government’s recovery.28 

The Act survived in substantially its original form until World War II.29  In a classic and 

oft-quoted 1885 passage, one court rejected the argument that courts should limit the statute’s 

reach on the grounds that qui tam actions were poor public policy: 

The statute is a remedial one.  It is intended to protect the treasury against the 
hungry and unscrupulous host that encompasses it on every side, and should be 
construed accordingly.  It was passed upon the theory, based on experience as old 
as modern civilization that one of the least expensive and most effective means of 
preventing frauds on the treasury is to make the perpetrators of them liable to 
actions by private persons acting, if you please, under the strong stimulus of 
personal ill will or the hope of gain.  Prosecutions conducted by such means 
compare with the ordinary methods as the enterprising privateer does to the slow-
going public vessel.30 
 

 B. “Over-Correction” of the False Claims Act:  Until World War II, perhaps because of 

the relatively small amount of government spending compared to the modern era, the Act did not 

attract much attention.31  World War II then spawned various qui tam actions over defense 

procurement fraud.  Some relators sought to exploit what was effectively an unintended 

“loophole” in the Act that permitted them to file “parasitic” lawsuits.  These relators simply 

28  Act of March 2, 1863, ch. 67, § 6, 12 Stat. 698 (discussed in SYLVIA, supra note 18, § 2:6, at 44 & 
n.18). 
 
29  Certain amendments to the Act did occur in the early 1900s.  SYLVIA, supra note 18, § 2.6, at 44 & 
n.18.  In addition, the United States Supreme Court declined to limit the Act’s application in 1937 in 
United States v. Kapp, 302 U.S. 214 (1937).  In Kapp, the Supreme Court rejected the defendant’s 
argument that the government must show a monetary loss and that the representations in question were 
not material.  Id. at 217-18. 
 
30  United States v. Griswold, 24 F. 361, 365-66 (D. Or. 1885). 
 
31  See generally JOHN T. BOESE, CIVIL FALSE CLAIMS AND QUI TAM ACTIONS §§ 1-9, 1-10 (1993). 

Chapter 6 
15 of 66



copied the information contained in criminal indictments, when the relator had no information to 

bring to the government’s attention independently.32   

 In 1943 the Supreme Court in United States ex rel. Marcus v. Hess33 held that it was up to 

Congress to make any desired changes in the Act to eliminate “parasitic” lawsuits.34  Congress 

amended the Act that same year to do so.  The 1943 Amendments eliminated jurisdiction over 

qui tam actions that were based on evidence or information in the government’s possession, even 

if the relator had provided the information to the government.35   

In addition, Congress in 1943 also gave the government the right to intervene and litigate 

cases filed by qui tam relators.  The 1943 amendments also dramatically reduced incentives for 

qui tam suits to be filed, by reducing to 10% the maximum amount of the recovery that a relator 

could receive if the government intervened, with a 25% maximum award if the government did 

not intervene and the private citizen alone obtained a judgment or settlement.36  

C. The 1986 Amendments Establish the Modern False Claims Act: By the 1980s, both 

the Justice Department and congressional leaders realized that the 1943 amendments and 

“several restrictive court interpretations”37 had made the False Claims Act ineffective.  

 
32  Legislative History, supra note 10, at 11. 
 
33  317 U.S. 537 (1943). 
 
34  Id. at 546-47. 
 
35  Act of December 23, 1943, ch. 377, 57 Stat. 608. 
 
36  SYLVIA, supra note 18, § 2:8, at 51. 
 
37  Legislative History, supra note 10. 
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Congress acted decisively in 1986 with major amendments that breathed life into the False 

Claims Act.38 

A representative of a business association testified that the 1986 Amendments were: 

supportive of improved integrity in military contracting.  The bill adds no new 
layers of bureaucracy, new regulations, or new Federal police powers.  Instead, 
the bill takes the sensible approach of increasing penalties for wrongdoing, and 
rewarding those private individuals who take significant personal risks to bring 
such wrongdoing to light.39 

 
The 1986 Amendments increased financial and other incentives for qui tam relators to 

bring suits on behalf of the government.  Congress increased the damages recoverable by the 

government from double damages to treble damages, and increased the monetary penalties to a 

minimum of $5,000 and a maximum of $10,000 per false claim.  The 1986 Amendments also 

increased the qui tam relator’s share of recovery to a range of 15% to 25% in cases in which the 

government intervenes, and 25% to 30% in cases in which the government does not intervene, 

plus attorney’s fees and costs.   

The 1986 Amendments also clarified the standard of proof required and made defendants 

liable for acting with “deliberate ignorance” or “reckless disregard” of the truth.  Congress also 

lengthened the statute of limitations to as much as ten years, modernized jurisdiction and venue 

provisions, and made other changes as well.40 

38  S. 1562, 99th Cong., 2d Sess. (1986) (False Claims Reform Act) (discussed in Legislative History, 
supra note 10). 
 
39  Legislative History, supra note 10, at 14. 
 
40  See section IV, infra. 
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D. The 2009 and 2010 Amendments Remove Judicially Created Obstacles to the False 

Claims Act:  Responding to a variety of court decisions since 1986 that had limited the FCA’s 

effectiveness, Congress again acted decisively in 2009 and 2010 with amendments, in three 

stages: 

First, the 2009 Fraud Enforcement and Recovery Act ("FERA") legislatively overruled 

judicial decisions that had limited the FCA’s reach, including Allison Engine Co. v. United States 

ex rel. Sanders, 553 U.S. 662 (2008); United States ex rel. Totten v. Bombardier Corp., 380 F.3d 

488 (D.C. Cir. 2004), cert. denied, 544 U.S. 1032 (2005); and United States ex rel. DRC, Inc. v. 

Custer Battles, LLC, 376 F. Supp. 2d 617 (E.D. Va. 2005), rev'd, 562 F.3d 295 (4th Cir. 2009). 

The major effects of the 2009 FERA amendments included the following: 

1. The amendments expanded the definition of "claim," and fraud directed against 
government contractors, grantees and other recipients is now plainly covered by 
the FCA. 

 
2. Funds administered by the United States government (such as in Iraq) are now 

included within the FCA’s protections. 
 

3. Retaining overpayments of money is now an explicit basis of liability, which is an 
important broadening of the Act from the perspective of health care providers, 
among others. 

 
4. Liability for "conspiracy" to violate the FCA is far broader, and now includes 

conspiring to commit a violation of any substantive FCA theory of liability. 
 

5. Protection of whistleblowers and others against "retaliation" now extends not 
only to "employees," but also to "contractors" and "agents"; and persons other     
than "employers" potentially may be held liable for retaliation.  

 
6. In investigating, the government now has authority to use "civil investigative 

demands" more broadly to gather evidence and take testimony, and to share 
information more with state and local authorities and with 
whistleblowers/relators. 
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7. A standard definition of what is "material" now applies in False Claims Act 
cases.41 

 
8. The statute of limitations has been clarified in qui tam cases to facilitate the 

government’s asserting its own claims. 
 

 Second, in 2010, Congress made other important changes to the FCA.  From a relator’s 

perspective, perhaps most significant was eliminating language in the “public disclosure” 

provision (section 3730(e)(4)(a)) that sometimes deprived the court of subject matter jurisdiction.  

Congress rewrote that provision so that the court no longer loses subject matter jurisdiction even 

if a “public disclosure” has occurred.  Another change to this section was to empower the 

government to prevent dismissals based on “public disclosure” through the following language: 

“the court shall dismiss an action or claim under this section, unless opposed by the Government 

. . . .” 42 

 From a health care entity’s perspective, the most important FCA changes may be that it 

(1) clarified and extended liability for overpayments identified but retained by providers in 

Medicare and Medicaid claims;43 and (2) made explicit that claims which include items or 

services resulting from an Anti-Kickback Act violation constitute false claims under the FCA.44 

 Third, also in 2010, Congress created a uniform three year statute of limitations for 

claims of “retaliation” pursuant to section 3730(h).  It also corrected an apparent drafting error in 

41   See also Universal Health Servs., Inc. v. United States ex rel. Escobar, 136 S. Ct. 1989, 2002, 195 L. Ed. 2d 348 
(2016)(addressing materiality under FCA). 
 
42  31 U.S.C. § 3730 (e)(4)(A). 
 
43  Pub. L. No. 111-148, § 6402.  
 
44  Pub. L. No. 111-148, § 6402(f).  
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FERA’s 2009 changes to the same section by restoring its intended breadth.  The anti-retaliation 

provision now encompasses (a) not only the pre-FERA definition of “protected conduct” as 

“lawful acts done . . . in furtherance of [an FCA action]” (which FERA had mistakenly dropped 

from the statute), but also (b) FERA’s expansion of the definition of “protected conduct” to 

include “other efforts to stop 1 or more violations [of the FCA] . . . .”45   

V. Overview of How the Modern False Claims Act Works (with Comparisons to Some 
State False Claims Acts) 

 
A. Conduct Prohibited 

The federal False Claims Act imposes civil liability under several different theories, 

only four of which were generally used before FERA.  FERA has added an additional theory of 

liability for retention of overpayments, which now will likely be used quite often, especially in 

health care cases: 

First, the Act makes liable any person who knowingly presents, or causes to be 

presented, a “false or fraudulent claim for payment or approval.”46   

Second, the Act creates liability for using a “false record or statement.”   It imposes 

liability on any person who “knowingly makes, uses, or causes to be made or used, a false 

record or statement material to a false or fraudulent claim.”47  

“Claim” is broadly defined, and is not limited to submissions made directly to the federal 

45  31 U.S.C. § 3730(h).   
 
46  31 U.S.C. § 3729(a)(1)(A). 
 
47  Id. § 3729(a)(1)(B). 
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government: 

(2) the term "claim"-- 

(A) means any request or demand, whether under a contract or otherwise, for 
money or property and whether or not the United States has title to the money or 
property, that-- 

 (i) is presented to an officer, employee, or agent of the United States; or 

(ii) is made to a contractor, grantee, or other recipient, if the money or 
property is to be spent or used on the Government's behalf or to advance a 
Government program or interest, and if the United States Government-- 

(I) provides or has provided any portion of the money or property 
requested or demanded; or 

(II) will reimburse such contractor, grantee, or other recipient for 
any portion of the money or property which is requested or 
demanded; and 

(B) does not include requests or demands for money or property that the 
Government has paid to an individual as compensation for Federal employment or 
as an income subsidy with no restrictions on that individual's use of the money or 
property.48 

Third, since the government also can be defrauded when a private entity underpays or 

avoids paying an obligation to the government, the Act contains what is known as a “reverse 

false claim” provision.  FERA has added language to this provision to establish liability for 

retention of overpayments.  This provision of the FCA creates liability for any person who 

“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 Government, or knowingly conceals or 

knowingly and improperly avoids or decreases an obligation to pay or transmit money or 

48  Id. § 3729(b)(2). 
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property to the Government.”49  For example, a company that is obligated to pay royalties to the 

government under an oil lease can be held liable if it uses false records or statements to pay less 

than what it owes.  Health care providers can now also be liable for retaining identified 

overpayments from federal health care programs such as Medicare and Medicaid.  

FERA has introduced the following definition of “obligation”: 

(3) the term "obligation" means an established duty, whether or not fixed, arising from an 
express or implied contractual, grantor-grantee, or licensor-licensee relationship, from a 
fee-based or similar relationship, from statute or regulation, or from the retention of any 
overpayment; . . . . 

 
Fifth, the False Claims Act imposes liability under a “conspiracy” provision, which 

FERA has broadened to cover conspiracy to violate any substantive provision of the FCA.  Any 

person who “conspires to commit a violation of subparagraph (A), (B), (D), (E), (F), or (G)” is 

liable under this provision.50 

State False Claims Acts compared:  Before FERA  included retention of overpayments  

as a basis of FCA liability, several states—including Hawaii, Massachusetts, Nevada, Tennessee, 

and Wisconsin—had expanded  the federal Act’s other four commonly-used theories of liability 

listed above.  These state laws recognized a legal theory for holding liable a person or entity 

who is the “beneficiary” of the “inadvertent submission” of a false or fraudulent claim, if that 

person or entity fails to disclose (and presumably correct) the false claim after discovering it.51  

49  Id. § 3729(a)(1)(G).  The Act also lists three little-used bases of liability in subsections (a)(1)(D), (E), 
and (F), which are omitted from this discussion. 
 
50  Id. § 3729(a)(1)(C). 
 
51  See, e.g., TENN. CODE ANN. § 4-18-103 (imposing liability on a “beneficiary of an inadvertent 
submission of a false claim to the state or a political subdivision, [who] subsequently discovers the falsity 
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Now, since the 2012 Act took effect, Georgia’s two FCAs both provide for liability for “retention 

of overpayments.” 

Moreover, Tennessee’s False Claims Act reaches beyond false or fraudulent “claims” 

and imposes liability for false or fraudulent “conduct” that apparently does not necessarily 

involve “claims” submitted to the state.  This state law adds a new category of liability for “any 

false or fraudulent conduct, representation, or practice in order to procure anything of value 

directly or indirectly from the state or any political subdivision.”52 

 B. Retaliation Protection for Employees, Contractors, and Agents 

As noted, the federal False Claims Act also creates a cause of action for damages for 

retaliation against employees, contractors, and agents who assist in the investigation and 

prosecution of False Claims Act cases.53  This cause of action belongs to the employee alone, and 

the government does not share in any recovery for retaliation.   

As summarized above, FERA and Dodd-Frank have modified the federal FCA retaliation 

provision in section 3730(h) so that it now provides as follows:  

(h) Relief from retaliatory actions. 

(1) In general. Any employee, contractor, or agent shall be entitled to all relief necessary 
to make that employee, contractor, or agent whole, if that employee, contractor, or agent 

of the claim, and fails to disclose the false claim to the state or the political subdivision within a 
reasonable time after discovery of the false claim”).  See also HAW. REV. STAT. § 661-21 (similar 
provision for failing to disclose inadvertent submission of false claim after discovery of submission); 
MASS. GEN. LAWS 12 § 5B (similar provision); NEV. REV. STAT. § 357.040 (similar provision); WIS. 
STAT. ANN. § 20.931(2)(h) (similar provision). 
 
52  TENN. CODE ANN. § 4-18-103. 
 
53  31 U.S.C. § 3730(h). 
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is discharged, demoted, suspended, threatened, harassed, or in any other manner 
discriminated against in the terms and conditions of employment because of lawful acts 
done by the employee, contractor, agent or associated others in furtherance of an action 
under this section or other efforts to stop 1 or more violations of this subchapter. 
  
(2) Relief. Relief under paragraph (1) shall include reinstatement with the same seniority 
status that employee, contractor, or agent would have had but for the discrimination, 2 
times the amount of back pay, interest on the back pay, and compensation for any special 
damages sustained as a result of the discrimination, including litigation costs and 
reasonable attorneys' fees. An action under this subsection may be brought in the 
appropriate district court of the United States for the relief provided in this subsection.  
(3) Limitation on Bringing Civil Action.  A civil action under this subsection may not be 
brought more than 3 years after the date when the retaliation occurred. 
 

31 U.S.C. § 3730(h). 
 

 State False Claims Acts compared:  The New Jersey False Claims Act goes further than 

the federal Act’s retaliation provision.  It authorizes, “where appropriate, punitive damages,” 

and affirmatively prohibits employers from attempting to restrict employees’ abilities to report 

evidence of fraud to the government. 54  

54  The “employee protections” of the New Jersey False Claims Act are set forth below: 
 
§ 2A:32C-10. Employer policies restricting employees from disclosing information or 
reporting violations prohibited; employee protections; remedies for violations 

 
a. No employer shall make, adopt, or enforce any rule, regulation, or policy preventing an 
employee from disclosing information to a State or law enforcement agency or from 
acting to further a false claims action, including investigating, initiating, testifying, or 
assisting in an action filed or to be filed under this act. 
 
b. No employer shall discharge, demote, suspend, threaten, harass, deny promotion to, or 
in any other manner discriminate against an employee in the terms and conditions of 
employment because of lawful acts done by the employee on behalf of the employee or 
others in disclosing information to a State or law enforcement agency or in furthering a 
false claims action, including investigation for, initiation of, testimony for, or assistance 
in an action filed or to be filed under this act. 
 
c. An employer who violates subsection b. of this section shall be liable for all relief 
necessary to make the employee whole, including reinstatement with the same seniority 
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C. Broad Definition of “Knowing” and “Knowingly” 

The federal Act’s “scienter” requirement of “knowingly” presenting false claims, or 

“knowingly” using false records or statements, is broadly defined as well.  A person is liable not 

only when acting with “actual knowledge,” but also when acting in “deliberate ignorance” or 

“reckless disregard” of the truth or falsity of the information in question.55  The Act also makes 

explicit that no “specific intent to defraud” need be shown to impose liability, and thus rejects 

this traditional “fraud” standard.  

State False Claims Acts compared:  The state False Claims Acts typically incorporate 

the same broad definitions of “knowing” and “knowingly,” and likewise makes clear that “[n]o 

status such employee would have had but for the discrimination, two times the amount of 
back pay, interest on the back pay, compensation for any special damage sustained as a 
result of the discrimination, and, where appropriate, punitive damages. In addition, the 
defendant shall be required to pay litigation costs and reasonable attorneys' fees 
associated with an action brought under this section. An employee may bring an action in 
the Superior Court for the relief provided in this subsection. 
 
d. An employee who is discharged, demoted, suspended, harassed, denied promotion, or 
in any other manner discriminated against in the terms and conditions of employment by 
his employer because of participation in conduct which directly or indirectly resulted in a 
false claim being submitted to the State shall be entitled to the remedies under subsection 
c. of this section if, and only if, both of the following occurred: 
 
 (1) The employee voluntarily disclosed information to a State or law enforcement 
 agency or acts in furtherance of a false claims action, including investigation for, 
 initiation of, testimony for, or assistance in an action filed or to be filed. 
 
 (2) The employee had been harassed, threatened with termination or demotion, or 
 otherwise coerced by the employer or its management into engaging in the 
 fraudulent activity in the first place. 
 
N.J. STAT. ANN. § 2A:32C-10.  

 
55  Id. § 3729(b). 
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proof of specific intent to defraud is required.”   States have no leeway in this regard if they wish 

to qualify for the additional funds under the Deficit Reduction Act.  In fact, when the Georgia bill 

was under consideration in 2007, Indiana’s statute had already been determined not to qualify 

that state for additional funds under the Deficit Reduction Act, precisely because the Indiana 

statute did not define “knowing” and “knowingly” as broadly as does the federal Act.56 

D. Damages and Penalties Under the False Claims Act 

Exposure of defendants in False Claims Act cases can be enormous.  First, the Act 

provides for treble damages—“3 times the amount of damages which the Government sustains 

because of the act of that person.”57 

Second, the Act provides for a civil penalty of $5,000 to $10,000 for each false claim 

submitted, an amount that has been adjusted upward for inflation periodically. 58  For civil 

penalties assessed after August 1, 2016, for violations that occurred after November 2, 2015, the 

minimum penalty increased from $5,500 to $10,781, and the maximum penalty increased from 

$11,000 to $21,563. 59  Thereafter, penalties have been adjusted for inflation to a range of 

$10,957-$21,916 per violation starting February 3, 2017, and then to $11,181-$22,363 per 

violation for penalties assessed after January 29, 2018. 60  

56  See http://www.oig.hhs.gov/fraud/docs/falseclaimsact/Indiana.pdf. 
 
57  31 U.S.C. § 3729(a)(1).  In specified circumstances in which the defendant reports the fraud to the 
government promptly and cooperates fully, the Act provides for double damages. 31 U.S.C. § 3729(a)(2).   
 
58  31 U.S.C. § 3729(a)(1).  See 28 U.S.C. § 2461; 28 C.F.R. § 85.3(9) (2006). 
 
59  28 C.F.R. § 85.5. 

 
60   See https://www.gpo.gov/fdsys/pkg/FR-2018-01-29/pdf/2018-01464.pdf. 
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 State False Claims Acts:  The state Acts likewise provide for treble damages and 

penalties that are typically $5,500 to $11,000 for each false claim submitted, although states are 

free to impose larger penalties. For instance, under the New York FCA enacted in 2007 and 

substantially amended in 2010 in light of FERA, penalties range from $6,000 to $12,000 for each 

false or fraudulent claim.61 

E.  Some of the Peculiar Jurisdictional and Procedural Requirements  
In Qui Tam Cases 
 

The False Claims Act establishes a wholly different process for qui tam actions from the 

usual one encountered in civil litigation.  The Act has unique jurisdictional and procedural 

requirements. 

The qui tam relator brings the lawsuit for the relator and for the United States, in the 

name of the United States.62  The action can also be brought in the name of one or more states, if 

applicable.  The Complaint must be filed “in camera” and “under seal,” and must remain under 

seal for at least 60 days.63  The relator must serve the government under Rule 4 of the Federal 

Rules of Civil Procedure with a “copy of the complaint and written disclosure of substantially all 

material evidence and information the person possesses.”64  

In reality, courts regularly have extended the seal for many months (or even years) at the 

 
61  N.Y. STATE FIN. LAW § 189 (McKinney).  
 
62  31 U.S.C. § 3730(b)(1). 
 
63  31 U.S.C. § 3730(b)(2). 
 
64  Id. 
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government’s request, although some courts are becoming more restrictive.  The purpose of the 

seal extensions is to permit the government to evaluate and investigate the case and make its 

decision as to whether to intervene.  Thus, it is not uncommon for the defendant to receive no 

notice for more than a year that it has been sued in a qui tam action, even as the government 

meets with the relator and relator’s counsel to develop the case against the defendant.  

Nonetheless, defense counsel may infer the existence of a qui tam action when the client or its 

employees are contacted by government agents. 

If the government elects to intervene, it assumes primary responsibility for prosecuting the 

case, although the relator remains a party with certain rights to participate.65  The defendant is 

served once the complaint is unsealed, and has 20 days after service to respond.66 

If the government intervenes, it is not “bound by an act of the person bringing the 

action.”67  The government can file its own complaint and can expand or amend the allegations 

made.68  Once it has intervened, the government also has the right to dismiss the case 

notwithstanding the relator’s objections, but the relator has a right to be heard on the issue.69   

The government may petition the court before intervention for a partial lifting of the seal 

in order to disclose the complaint to the defendant and discuss resolution of the case, even before 

65  Id. § 3730(c)(1). 
 
66  Id. § 3730(b)(3). 
 
67  Id. § 3730(c)(1). 
 
68  See id. 
 
69  Id. § 3730(c)(2)(A). 
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it decides whether to intervene. 

If the government elects not to intervene, the relator has the right to “conduct the 

action.”70  Although the relator must prosecute the case without the government, as stated the 

relator is entitled to a larger share of any recovery, 25-30%, in non-intervened cases.71 

After intervention, the government is authorized to settle the case even if the relator 

objects, but the relator has a right to a “fairness” hearing on any such settlement.  In actuality, a 

relator’s objections are highly unlikely to stop a settlement that the government, after 

intervention, seeks to make. 

Before 2010, the Act stated that, when there is an action “based upon the public 

disclosure of allegations or transactions” in one of three specified categories of places where 

disclosures can occur, the court shall lack jurisdiction over the action, unless “the person 

bringing the action is an original source of the information.”  The three specified places of 

“public disclosure” were “[1] in a criminal, civil, or administrative hearing, [2] in a 

congressional, administrative, or Government Accounting Office report, hearing, audit, or 

investigation, or [3] from the news media.”72   

70  Id. § 3730(c)(3). 
 
71  Even “non-intervened” cases sometimes result in substantial liabilities to defendants.  For example, in 
United States ex rel. Franklin v. Parke Davis, No. 96-11651-PBS (D. Mass.), a relator pursued an action 
over the off-label marketing of Neurontin, and the government elected not to intervene.  Ultimately, the 
defendant entered into a global settlement of $430 million, of which $152 million was to settle False 
Claims Act liability, and $38 million was to settle civil liabilities to the fifty states. See 
http://www.usdoj.gov/civil/foia/elecread/2004/Warner-Lambert%202004.pdf. 
 
72  The “public disclosure” provision before PPACA provided as follows: 

 
No court shall have jurisdiction over an action under this section based upon the public 
disclosure of allegations or transactions in a criminal, civil, or administrative hearing, in a 
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Amendments in 2010 have removed this jurisdictional bar, have authorized the 

government to prevent dismissal on this basis if it chooses, and have relaxed the standard for 

relators to establish that they are an “original source” as a means of avoiding dismissal on that 

basis as well.  In addition, the amendments limited the type of public disclosures in question to 

federal sources, and thus pre-empted for future violations the Supreme Court’s ruling shortly 

thereafter in 2010 in Graham County Soil & Water Conservation District v. United States ex rel. 

congressional, administrative, or Government Accounting Office Report, hearing, audit, 
or investigation, or from the news media, unless the action is brought by the Attorney 
General or the person bringing the action is an original source of the information. 
 

[Former] 31 U.S.C. § 3730(e)(4)(A).  Since 2010, this section of the Act provides as follows: 
 

(4) (A) The court shall dismiss an action or claim under this section, unless opposed by the 
Government, if substantially the same allegations or transactions as alleged in the action or claim 
were publicly disclosed- 
 
 (i) in a Federal criminal, civil, or administrative hearing in which the Government or its 
 agent is a party; 
 
 (ii) in a congressional, Government Accountability Office, or other Federal report, 
 hearing, audit, or investigation; or 
 
 (iii) from the news media, 
 
unless the action is brought by the Attorney General or the person bringing the action is an 
original source of the information. 
 
(B) For purposes of this paragraph, "original source" means an individual who either (i) prior to a 
public disclosure under subsection (e)(4)(a), has voluntarily disclosed to the Government the 
information on which allegations or transactions in a claim are based, or (2) who has knowledge 
that is independent of and materially adds to the publicly disclosed allegations or transactions, 
and who has voluntarily provided the information to the Government before filing an action under 
this section.'" (31 U.S.C. 53730 (e)(4)(A) (Emphasis supplied).  
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Wilson, 130 S. Ct. 1396 (2010)(state report created public disclosure under prior version of 

FCA).    

State False Claims Acts compared:   The state False Claims Acts establish essentially 

the same procedures, although most have not yet been amended to conform to the 2009-2010 

FCA amendments discussed above.  For example, the Georgia Act directs that the complaint and 

“written disclosure of substantially all material evidence and information shall be served on the 

Attorney General.”  The complaint must be filed in camera and shall remain under seal for at 

least 60 days, and it is not served on the defendant while it remains under seal.  The Attorney 

General may move to extend the time under seal in order to investigate the allegations of the 

complaint, all pursuant to section 49-4-168.1(c). 

VI. The Trend of Recent Recoveries Under the False Claims Act 
 
Over the past twenty-five years since the modern False Claims Act was established 

through the 1986 Amendments, the federal government’s recoveries of dollars have grown 

astronomically, especially in health care cases.  The Department of Justice (“DOJ”) statistics73 

tell the story: 

In 1987, the government’s recoveries in qui tam cases totaled zero, presumably because 

the 1986 Amendments had just taken effect; and total recoveries under the False Claims Act 

were just $86 million.  The following year, qui tam and other False Claims Act settlements and 

judgments began a steady climb upward, exceeding $200 million by 1989, and $300 million by 

1991.  By 1994, the government’s recoveries broke the $1 billion mark for the first time, with 

73  See Department of Justice statistics reprinted at http://www.taf.org/statistics.htm. 
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$380 million of that amount attributable to qui tam case recoveries alone.  

In 2000, the government recovered more than $1.5 billion, of which $1.2 billion was 

derived from qui tam actions.  In 2001, the government recovered more than $1.7 billion, with 

almost $1.2 billion of that amount from qui tam cases.  With the exception of 2004, in each year 

since 2000 the government has recovered more than a billion dollars per year under the False 

Claims Act, and qui tam actions were responsible for the lion’s share of those recoveries.  For 

example, in 2003, government recoveries exceeded $2.2 billion, of which $1.4 billion came from 

qui tam cases.  Similarly, in 2005, of the government’s total recovery of $1.4 billion, $1.1 billion 

of that amount came from qui tam cases.

 In 2014, DOJ set a record with $5.69 billion recovered from cases involving fraud and 

false claims, with $3.1 billion in recoveries from financial institutions, and $2.3 billion in health 

care fraud recoveries.74  In 2015, DOJ recovered $3.5 billion, of which $1.9 billion came from 

companies and individuals in the health care industry.   The next largest category of recoveries 

was government contracts, which produced $1.1 billion in recoveries. 75 In 2016, DOJ recovered 

$4.7 billion recovered, of which $2.5 billion came from the health care industry.76 

74 http://www.justice.gov/opa/pr/justice-department-recovers-nearly-6-billion-false-claims-act-cases-fiscal-year-
2014. 
 
75 https://www.justice.gov/opa/pr/justice-department-recovers-over-35-billion-false-claims-act-cases-fiscal-year-
2015.  
 
76 https://www.justice.gov/opa/pr/justice-department-recovers-over-47-billion-false-claims-act-cases-fiscal-year-
2016. 
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 In 2017, DOJ recovered $3.7 billion, of which $2.4 billion involved the health care 

industry, including drug companies, hospitals, pharmacies, laboratories, and physicians.77  

It is interesting that, while defense procurement fraud both inspired the Act and was the 

largest source of recoveries at the time of the 1986 Amendments, health care cases usually now 

lead in recoveries, as health care costs have grown as a percentage of the federal budget.  By 

industry, in 1987 the defense industry was the largest source of cases under the False Claims 

Act.78  The health care industry accounted for only 12% of cases under the False Claims Act in 

1987; that percentage grew to 54% by 1997.79  In 2008, health care produced more than 80% of 

the government’s recoveries,80 and that figure grew to 83% in 2010.81  As noted, financial 

industry fraud has now produced several billion in recoveries in recent years, although that trend 

may be attributable to cases resulting from the 2008 economic collapse and thus may or may not 

continue. 

77 https://www.justice.gov/opa/pr/justice-department-recovers-over-37-billion-false-claims-act-cases-fiscal-year-
2017. 
 
78  SYLVIA, supra note 18, § 2:13, at 63. 
 
79  Id. § 2:14, at 64. 
 
80  See http://www.usdoj.gov/opa/pr/2008/November/08-civ-992.html. 
 
81  http://www.justice.gov/opa/pr/2010/November/10-civ-1335.html. 
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 In short, the health care industry now typically accounts for the vast majority of 

settlements and judgments obtained by the federal government for fraud and false claims.   

VII. Other States’ Experiences With Their Own False Claims Acts 
 
As noted, at least twenty-nine states now have a False Claims statute, and many other 

states are considering similar laws.82  The financial incentives of the Deficit Reduction Act of 

2005 have not only prompted states that lacked False Claims statutes to enact them, but also have 

caused many states wishing to qualify for the additional funds to amend their existing False 

Claims statutes.   

In essence, while states may enact “tougher” or more comprehensive laws than the 

federal False Claims Act, states with “weaker” or less effective laws—as judged by the standards 

of the Deficit Reduction Act—will not qualify for the additional funds.83 

82  See supra notes 16 and 17 for lists of states. 
 
83  Under the Deficit Reduction Act, the Office of Inspector General of HHS, in consultation with the 
Justice Department, must determine that the state law meets the following criteria in order to qualify for 
the increased share of Medicaid funds recovered: 
  
 (1) The law establishes liability to the State for false or fraudulent claims described in  
 section 3729 of title 31, United States Code, with respect to any  expenditure described 
 in [31 U.S.C. § 1396b(d)]. 
  
 (2) The law contains provisions that are at least as effective in rewarding  and facilitating  
 qui tam actions for false or fraudulent claims as those described in sections 3730 through 
 3732 of Title 31, United States Code. 
  
 (3) The law contains a requirement for filing an action under seal for 60  days with
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Seven of the first ten states whose statutes were scrutinized by the Office of Inspector 

General (OIG) quickly learned this lesson when OIG disapproved their state statutes.84  These 

included California (which lacked a minimum penalty), Florida (which omitted “fraudulent” 

from its definition of claims), Indiana (which did not make defendants liable for “deliberate 

ignorance” and “reckless disregard”), Louisiana (which did not permit the state to intervene in 

cases, set too low a percentage for whistleblowers to recover, and set no minimum penalty), 

Michigan (which omitted penalties and liability for decreasing or avoiding an obligation to pay 

the government, i.e., a “reverse false claim”), Nevada (which had a statute of limitations too 

short and a minimum penalty too low), and Texas (which did not permit the whistleblower to 

litigate the case if the state did not, and which provided for lower percentage shares to 

whistleblowers and lower penalties).  Most of these states have gone back to the drawing board 

to correct these deficiencies. 

In sum, the Deficit Reduction Act has set minimum standards for state False Claims Acts 

 review by the State Attorney General. 
  
 (4) The law contains a civil penalty that is not less than the amount of the civil penalty 
 authorized under section 3729 of Title 31, United States Code. 
  

42 U.S.C. § 1396h(b). 
 
84 The Office of Inspector General’s reviews of these state laws may be found at 
http://oig.hhs.gov/fraud/falseclaimsact.asp.  
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for states wishing to receive these additional funds.  In plain English, the state laws must protect 

at least Medicaid funds, and they must be at least as effective as the federal False Claims Act, 

especially in rewarding and facilitating qui tam actions for false or fraudulent claims, with 

damages and penalties no less than those under the federal Act.85 

         In addition, because of the 2009 and 2010 federal False Claims Act amendments, OIG gave  

all states until 2013 to amend their state Acts to be consistent with the current federal Act, or else 

lose the DRA benefit.86  Many state False Claims laws were already in transition after 2006.  

States whose laws have been “disapproved” by OIG began to amend their statutes to meet the 

requirements for obtaining the additional funds under the Deficit Reduction Act, as Florida and 

Texas accomplished in 2007.  While these laws are in flux, some significant differences from the 

“Medicaid-only” laws such as Georgia’s new State False Medicaid Claims Act are likely to 

remain. 

          First, the majority of state False Claims statutes protect the state’s funds generally, rather 

than protecting only state Medicaid funds, as Georgia’s 2007 State False Medicaid Claims Act 

was limited.  Just as the federal False Claims Act is not limited to health care fraud, but 

encompasses fraud against the government generally (except for Internal Revenue violations, 

85  42 U.S.C. § 1396h(b)(4). 
 
86  http://oig.hhs.gov/fraud/state-false-claims-act-reviews/index.asp. 
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which are now covered by the new IRS Whistleblower program), many states have used these 

statutes to protect public funds in general from fraud.  Those states include California, Delaware, 

Florida, Georgia (under the 2012 Act), Hawaii, Illinois, Indiana, Massachusetts, Minnesota, 

Montana, Nevada, New Hampshire, New Jersey, New Mexico, New York, North Carolina, 

Oklahoma, Rhode Island, Virginia, and Tennessee.87  New York’s False Claims Act—perhaps 

the most comprehensive state FCA in the country--also includes non-payment and underpayment 

of taxes owed to the state. 

Because states have this leeway under the Deficit Reduction Act to pass laws that may be 

“tougher” or more “effective” than the federal Act, some states have set the statutory penalties 

higher than the federal level of $5,500 to $11,000 per claim.  For instance, under the New York 

FCA enacted in 2007 and amended in 2010, penalties range from $6,000 to $12,000 for each 

false or fraudulent claim.88 

Some other states authorize a higher percentage of the state’s recovery that a relator 

(whistleblower) may receive, instead of the percentages that the federal False Claims Act 

authorizes: 15-25% of the recovery in cases in which the government intervenes, and 25-30% in 

cases in which the government does not intervene.  For example, Nevada’s percentages are 15-

87  See supra note 16.  
 
88  N.Y. STATE FIN. LAW § 189 (McKinney). 
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33% in intervened cases, and 25-50% in non-intervened cases; Tennessee’s are 25-33% in 

intervened cases and 35-50% in non-intervened cases; and Montana’s range from 15-50%.89 

 Most qui tam cases filed under the state False Claims statutes have related to health care.  

Many are “global” Medicaid cases that were first developed in federal courts as Medicare and 

Medicaid fraud cases and that concerned a nationwide fraud which had been investigated by 

multiple federal and state jurisdictions.90   

Most of the state settlements have come from “piggy backing” on federal law 

enforcement efforts and from joining in global settlements.91  Experience with some of the newer 

state statutes is too recent to evaluate, but many states have reported the desire for more 

resources to develop such cases.92 

VIII. Conclusion 
 
The False Claims Act and the state False Claims Acts are increasingly important tools in 

the effort to protect taxpayer funds.   

In Georgia, in an era in which fraud too often drains already scarce public funds, 

89  See MONT. CODE ANN. § 17-8-410; NEV. REV. STAT. § 357.210; TENN. CODE. ANN. § 4-18-104. 
 
90  State False Claims Act Study, supra 16, at 483. 
 
91  See testimony of Patrick J. O’Connell, then of Texas Attorney General’s Office, at 
http://oversight.house.gov/documents/20070209123455-21529.pdf.  
 
92  State False Claims Act Study, supra note 16, at 483. 
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Georgia’s Taxpayer Protection False Claims Act can be an asset not only for the state, but also 

for city and county governments and citizens.  It allows not only the state, but also cities, 

counties, and other “local government” bodies, to deter and combat fraud and to recover treble 

damages and penalties from those who steal from the public fisc.  The new Georgia law positions 

the state to take its place among states that are replicating the FCA’s successes in protecting 

taxpayer dollars. 
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*
a^$A^iZkmf^gm$h_$Gnlmb\^$*ALG+$aZl$

[^^g$[nlr$]nkbg`$2017$Zg]$2018$pbma$

iheb\r$ikhghng\^f^gml$maZm$inkihkm-

^]er$pbee$aZo^$Zg$bfiZ\m$hg$^g_hk\^f^gm$h_$

ma^$CZel^$@eZbfl$>\m$*C@>+.$Qa^$#klm$iheb\r$

Zgghng\^f^gm$h\\nkk^]$hg$Kho^f[^k$16,$2017,$

pa^g$>mmhkg^r$D^g^kZe$P^llbhgl$

blln^]$Z$f^fh$ikhab[bmbg`$ma^$ALG$

_khf$bllnbg`$`nb]Zg\^$]h\nf^gml$

]^lb`g^]$mh$Z]obl^$iZkmb^l$hnmlb]^$

ma^$_^]^kZe$Bq^\nmbo^$?kZg\a$Z[hnm$

ma^bk$e^`Ze$kb`aml$Zg]$h[eb`Zmbhgl.1$Qa^$

P^llbhgl$J^fh$ikhab[bm^]$ma^$ALG$

_khf$nlbg`$ma^l^$]h\nf^gml$mh$\h^k\^$

iZkmb^l$bgmh$mZdbg`$hk$k^_kZbgbg`$_khf$

Z\mbhg$[^rhg]$ma^$k^jnbk^f^gml$h_$Ziieb\Z[e^$

eZp,$Zg]$_khf$hma^kpbl^$^oZ]bg`$k^jnbk^]$

kne^fZdbg`$ikh\^ll^l$[r$nlbg`$ma^l^$]h\n-

f^gml$mh$\k^Zm^$]^$_Z\mh$k^`neZmbhgl.$

Qa^$^glnbg`$fhgmal$[khn`am$Z[hnm$

Z]]bmbhgZe$iheb\r$Zgghng\^f^gml$_hk$aZg-

]ebg`$C@>$\Zl^l$*̂ li^\bZeer$QUJ"TBM$Z\mbhgl+$

_khf$ma^g$>llh\bZm^$>mmhkg^r$D^g^kZe$

OZ\a^e$?kZg]$Zg]$ma^$Abk^\mhk$h_$ma^$

@hff^k\bZe$Ibmb`Zmbhg$?kZg\a,$CkZn]$P^\mbhg,$

Jb\aZ^e$DkZglmhg.

>KH!+TDPG!6HOQ

Qa^$?kZg]$J^fh$pZl$blln^]$hg$GZgnZkr$25,$2018,$

Zg]$li^\b#\Zeer$Ziieb^]$P^llbhgl{$l^gmb-

f^gml$mh$ma^$C@>$[r$lmZmbg`$maZm$ma^$ALG$

fZr$ghm$nl^$bml$^g_hk\^f^gm$Znmahkbmr$mh$

\hgo^km$`nb]Zg\^$]h\nf^gml$bgmh$[bg]bg`$

kne^l$bg$C@>$\Zl^l.2$Qa^$?kZg]$J^fh$_nk-

ma^k$bglmkn\m^]$maZm$ALG$ebmb`Zmhkl$fZr$ghm$

nl^$ghg-\hfiebZg\^$pbma$Z`^g\r$`nb]Zg\^$

]h\nf^gml$Zl$Z$[Zlbl$_hk$ikhobg`$obheZmbhgl$h_$

Ziieb\Z[e^$eZp$bg$C@>$\Zl^l.$C^]^kZe$Z]fbg-

blmkZmbo^$Z`^g\b^l$mrib\Zeer$k^e^Zl^$fZgnZe$

ikhoblbhgl$hk$hma^k$bglmkn\mbhgl$Zl$`nb]Zg\^$

hg$Z`^g\r$ghkfl$Zg]$lmZg]Zk]l,$Zg]$mabl$aZl$

\^kmZbger$[^^g$ma^$\Zl^$ng]^k$_^]^kZe$a^Zema$

ikh`kZfl.$A^libm^$ma^$_Z\m$maZm$ma^l^$`nb]Zg\^$

]h\nf^gml$p^k^$ghm$k^`neZmhkr$hk$[bg]bg`$

eZp,$ma^$]h\nf^gml$g^o^kma^e^ll$aZo^$[^^g$

\bm^]$[r$`ho^kgf^gm$eZpr^kl,$Zg]$^li^\bZeer$

k^eZmhk{l$\hngl^e,$Zl$ma^$e^`Ze$[Zl^l$_hk$C@>$

obheZmbhgl.$Qa^$?kZg]$J^fh$fZd^l$\e^Zk$

maZm$Z`^g\r$`nb]Zg\^$]h\nf^gml$lahne]$ghm$

l^ko^$Zl$ma^$[Zlbl$_hk$bfihlbg`$e^`Ze$h[eb`Z-

mbhgl$[^rhg]$^qblmbg`$lmZmnm^$hk$k^`neZmbhgl$hk$

hma^kpbl^$_khf$l^kobg`$Zl$Z$[Zlbl$_hk$ikhobg`$

obheZmbhgl$h_$eZp$bg$C@>$\Zl^l.

Qa^$?kZg]$J^fh,$g^o^kma^e^ll,$lmZm^]$maZm$

Z`^g\r$`nb]Zg\^$]h\nf^gml$fZr$lmbee$[^$nl^]$

_hk$ikhi^k$inkihl^l,$ln\a$Zl$^ob]^g\^$maZm$Z$

Vl%BUVe]Y_%G-%D`cYeUgb+%@fd-+%>C>

5GQWK$2QGORW$0IX$KSLTVIKRKSX.$
4ZTQZOSM$UTQOIOKW$LVTR$XNK$3>9

!/ BMJ$2JUFWYRJSY$TK$8ZXYNHJ$%2>8&$NX$KZQQ^$HTRRNYYJI$YT$4FQXJ$1QFNRX$/HY$JSKTWHJRJSY)

!/ BMJ$0WFSI$FSI$5WFSXYTS$<JRTX$FQQT\$RTWJ$HTSYWTQ$T[JW$RJWNYQJXX$FSI$GZWIJSXTRJ$HFXJX)

!/ 2NXRNXXFQ$TK$HFXJX$RF^$YJRUJW$IJ[JQTURJSY$TK$aGFI$QF\b$FSI$WJIZHJ$YMJ$GZWIJS$TS$KJIJWFQ$FLJSHNJX)

!/ BMJ$J[TQ[NSL$UTQNHNJX$RF^$MF[J$F$UTYJSYNFQ$UTXNYN[J$NRUFHY$TS$TWLFSN_FYNTSFQ$HTRUQNFSHJ$UWTLWFRX)

!/ 2>8$UTQNH^$FSI$IJ[JQTUNSL$HFXJ$QF\$RF^$UTYJSYNFQQ^$RTINK^$WNXP$KTW$MJFQYMHFWJ$TWLFSN_FYNTSX)

)9;HA>C!."!+DG>H9JF!(\VWg^Za,^beZgVid9cZahdcbjaa^ch,Xdb)%^h%GVcV\^c\%

JVgicZg%d[%i]Z%@dgi%FVjYZgYVaZ%d"XZ%d[%HZahdc%Gjaa^ch%<gdVY%VcY%=VhhZa,

<TWMXIZV
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iZkmr$k^ob^p^]$hk$pZl$ZpZk^$h_$ma^$`nb]Zg\^$

]h\nf^gm$Zl$Z$[Zlbl$mh$ikho^$maZm$ma^$iZkmr$

aZ]$ma^$k^jnblbm^$dghpe^]`^$*b.^.,$l\b^gm^k+$

ng]^k$ma^$C@>$hk$pZl$ZpZk^$h_$ma^$`ho^kg-

f^gm{l$^ll^gmbZeer$ghg-[bg]bg`$bgm^kik^mZmbhg$

h_$eZp$Zg]/hk$bml$ob^pl$h_$ma^$|fZm^kbZebmr}$

h_$ma^$k^jnbk^f^gm$f^gmbhg^]$bg$ma^$`nb]-

Zg\^$]h\nf^gml.$Qabl$g^p$iheb\r$bl$bgm^g]^]$

mh$fh]b_r$_nmnk^$C@>$^g_hk\^f^gm$[r$ebfbm-

bg`$ma^$`khng]l$hg$pab\a$QUJ"TBM$\eZbfl$fZr$

[^$Z\mbhgZ[e^,$[nm$bm$bl$ng\e^Zk$paZm,$b_$Zgr,$

ikZ\mb\Ze$bfiZ\m$mabl$iheb\r$pbee$aZo^$_hk$\Zl^$

bgm^ko^gmbhg$Zg]$nembfZm^$ebZ[bebmr$ng]^k$ma^$

C@>.$Qa^$?kZg]$J^fh,$g^o^kma^e^ll,$]h^l$

beenlmkZm^$Z$mk^g]$bg$ALG$lab_mbg`$ikbhkbmb^l,$[nm$

bm$lmbee$aZl$e^_m$fn\a$ngZglp^k^],$Zg]$bm$pbee$

k^fZbg$mh$[^$l^^g$paZm$mkn^$bfiZ\m$mabl$iheb\r$

pbee$aZo^$hg$C@>$ebmb`Zmbhg.

>KH!0TDPUVQP!6HOQ

>g$Z]]bmbhgZe$iheb\r$]h\nf^gm$pZl$blln^]$

hg$GZgnZkr$10,$2018,$[r$ma^$Abk^\mhk$_hk$ma^$

@hff^k\bZe$Ibmb`Zmbhg$?kZg\a,$CkZn]$P^\mbhg,$

Jb\aZ^e$DkZglmhg.3$Qabl$ik^obhnler$\hg#-

]^gmbZe$f^fhkZg]nf$mh$Zee$ALG$Zmmhkg^rl$

k^\hff^g]^]$maZm$ALG$l^^d$]blfbllZe$h_$

]^\ebg^]$QUJ"TBM$Z\mbhgl$ng]^k$\^kmZbg$\bk\nf-

lmZg\^l,$inklnZgm$mh$l^\mbhg$3730*\+*2+*>+$h_$

ma^$C@>,$pab\a$ablmhkb\Zeer,$ma^$ALG$aZl$nl^]$

liZkbg`er.$>l$Z$k^lnem,$ma^$DkZglmhg$J^fh$pZl$

bg$lmZkd$\hgmkZlm$pbma$mkZ]bmbhgZe$ALG$ikZ\mb\ ,̂$

pab\a$mrib\Zeer$\hg\en]^]$QUJ"TBM"bgo^lmb`Z-

mbhgl$hg\^$ma^$ALG$]^\ebg^]$mh$bgm^ko^g ,̂$[nm$

pbmahnm$l^^dbg`$]blfbllZe$_khf$ma^$\hnkml.$

Qa^$DkZglmhg$J^fh$Zii^Zkl$mh$[^$]kbo^g$

[r$fnembie^$_Z\mhkl$maZm$lniie^f^gm$ma^$g^p$

]bk^\mbo^l$^lihnl^]$bg$ma^$?kZg]$Zg]$P^llbhg$

J^fhl.$Ch\nlbg`$hg$ma^$g^^]$mh$\hgl^ko^$

ebfbm^]$`ho^kgf^gm$k^lhnk\^l$Zg]$Zohb]$

ik^\^]^gm$Z]o^kl^$mh$ma^$`ho^kgf^gm,$ma^$

DkZglmhg$J^fh$eZrl$hnm$l^o^g$_Z\mhkl$pab\a$

lniihkm$]blfbllZe$h_$QUJ"TBM$Z\mbhgl.$KhmZ[er,$

bm$k^\hff^g]l$]blfbllZe$h_$QUJ"TBM$Z\mbhgl$

pab\a$fb`am$eZ\d$f^kbm,$bgm^k_^k^$pbma$Z`^g\r$

iheb\b^l$Zg]$ikh`kZfl,$hk$mak^Zm^g$ma^$ALG{l$

ebmb`Zmbhg$ik^kh`Zmbo^l$hk$ikbhkbmb^l.$Qa^l^$Zk^$

ghm$g^p$[Zl^l$_hk$ma^$ALG$mh$l^^d$]blfbllZe$h_$

Z$\Zl ,̂$[nm$bm$bl$ghm^phkmar$maZm$ma^$DkZglmhg$

J^fh$Zmm^fiml$mh$ab`aeb`am$Zg]$k^\hff^g]$

]blfbllZe$bg$ZiikhikbZm^$\bk\nflmZg\^l.

Qrib\Zeer,$Z\mbhgl$Zk^$f^kbme^ll$^bma^k$

[^\Znl^$k^eZmhk{l$e^`Ze$ma^hkr$bl$bga^k^gmer$

]^_^\mbo ,̂$hk$ma^$k^eZmhk{l$_Z\mnZe$Zee^`Zmbhgl$

Zk^$_kbohehnl$hk$bg\ZiZ[e^$h_$ln[lmZgmbZmbhg.$

Khg^ma^e^ll,$^o^g$pa^k^$Z$\hfieZbgm$bl$ghm$

_Z\bZeer$]^_^\mbo^,$ma^$DkZglmhg$J^fh$k^\hf-

f^g]l$ALG$Zmmhkg^rl$^oZenZm^$^o^kr$\Zl^$_hk$

]blfbllZe.$>l$Z$k^lnem,$QUJ"TBM$Z\mbhgl$maZm$Zk^$

_hng]$f^kbme^ll$_heehpbg`$bgo^lmb`Zmbhg$Zk^$

\Zg]b]Zm^l$_hk$]blfbllZe,$ikhob]^]$ma^$k^eZmhk$

aZl$_Zbe^]$mh$_nkma^k$]^o^ehi$ma^$\Zl^$[r$Z$

li^\b#^]$]Zm^.$

J^kbme^ll$Z\mbhgl$Zk^$i^kaZil$ma^$fhlm$

\hlmer$mh$ma^$ALG$Zg]$_^]^kZe$\hnkml.$Fg$_Z\m,$

ma^$>f^kb\Zg$EhlibmZe$>llh\bZmbhg$Zg]$fZgr$

C@>$]^_^gl^$\hngl^e$aZo^$ehg`$ik^ll^]$ma^$

ALG$mh$]blfbll$fhk^$QUJ"TBMS$maZm$eZ\d$f^kbm,$

kZma^k$maZg$Zeehpbg`$ngZ\\hngmZ[e^$pablme^-

[ehp^kl$mh$bfihl^$fZllbo^$ebmb`Zmbhg$\hlml$hg$

]^_^g]Zgml$Zg]$\hnkml$pbma$m^gnhnl$\eZbfl.$

Qa^$DkZglmhg$J^fh$_h\nl^l$a^Zober$hg$ma^$

g^^]$mh$k^]n\^$QUJ"TBM$Z\mbhgl$maZm$ho^k[nk]^g$

ma^$ALG{l$k^lhnk\^l,$fZr$k^jnbk^$[nk]^glhf^$

Zg]$ngpZkkZgm^]$]bl\ho^kr$_hk$`ho^kgf^gm$

Z`^g\b^l,$c^hiZk]bs^$\eZllb#^]$bg_hkfZmbhg$

Zg]$gZmbhgZe$l^\nkbmr$bgm^k^lml,$_knlmkZm^$ma^$

`ho^kgf^gm{l$iheb\b^l$Zg]$ikh\^]nk^l,$Zg]/hk$

fZr$e^Z]$mh$[Z]$\Zl^$eZp.$

Fg$mng^$pbma$bml$iheb\r$mh$^g\hnkZ`^$^oZen-

Zmbhg$h_$Zee$QUJ"TBM$\eZbfl,$ma^$f^fh$Zelh$

ab`aeb`aml$Zem^kgZmbo^$`khng]l$_hk$]blfbllZe,$

ln\a$Zl$ma^$#klm-mh-#e^$[Zk,$ma^$mZq$[Zk,$Zg]$_Zbe-

nk^$mh$ie^Z]$_kZn]$pbma$ln_#\b^gm$iZkmb\neZkbmr$

ng]^k$C^]^kZe$One^$h_$@bobe$Mkh\^]nk^$9*[+.$

>KH!PHY!DRRTQDFK

O^Z]$mh`^ma^k,$ma^$f^fhkZg]Z$nk`^$ma^$

ALG$ghm$mh$nl^$]^[bebmZmbg`$C@>$ebmb`Zmbhg$mh$
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^g_hk\^$]^$_Z\mh$k^`neZmbhgl$_hng]$bg$`nb]Zg\^$

]h\nf^gml.$Qanl,$pa^g$ma^$[Zlbl$_hk$]^\ebg-

bg`$mh$bgm^ko^g^$bg$Z$QUJ"TBM$Z\mbhg$k^eb^l$hg$

ln[-k^`neZmhkr$`nb]Zg\^$bg$obheZmbhg$h_$ma^$

?kZg]$J^fh,$ma^$DkZglmhg$J^fh$ikhob]^l$Z$

_kZf^phkd$mh$Zk`n^$maZm$ma^$ALG$lahne]$fho^$

mh$]blfbll$ma^$QUJ"TBM$Z\mbhg.

?r$l^^dbg`$]blfbllZe$h_$\Zl^l$maZm$phne]$

^g`Z`^$bg$kne^fZdbg`$makhn`a$C@>$^g_hk\^-

f^gm,$ALG$e^Z]^klabi$ahi^l$mh$e^ll^g$ma^$

[nk]^g$hg$`ho^kgf^gm$Z`^g\b^l,$ma^$\hnkm$

lrlm^f,$Zg]$\hkihkZm^$^gmbmb^l$[r$l^^dbg`$

hnmkb`am$]blfbllZe$fhk^$_k^jn^gmer$bglm^Z]$h_$

]^\ebgbg`$mh$inkln^$Z$QUJ"TBM$lnbm$Zg]$\hgl^-

jn^gmer$e^Zobg`$ma^$]hhk$hi^g$_hk$ieZbgmb__l$mh$

inkln^$^o^g$_kbohehnl$\eZbfl$bg$_^]^kZe$\hnkm.

.IIHFV!QP!KHDNVKFDTH!

FQORNLDPFH

Qa^$a^Zema\Zk^$bg]nlmkr$

ablmhkb\Zeer$aZl$^qik^ll^]$

\hg\^kgl$maZm$C@>$\Zl^l$

[khn`am$[r$ma^$ALG$aZo^$

^__^\mbo^er$ieZr^]$ma^$khe^$

h_$iheb\rfZdbg`,$pab\a$

\hfiebZg\^$ikh_^llbhg-

Zel$Zk`n^$lahne]$k^fZbg$

ma^$^q\enlbo^$khe^$h_$

@JP$Zg]$lmZm^$Z`^g\b^l.$

Cnkma^kfhk^,$ma^$C@>{l$

QUJ"TBM$ikhoblbhgl$aZo^$

^gZ[e^]$pablme^[ehp^kl$Zg]$ieZbgmb__{l$Zmmhk-

g^rl$mh$^g`Z`^$bg$ma^$lZf^$Z\mbobmr.

?nm,$ma^$g^p$]bk^\mbo^$]bll^fbgZm^]$[r$

ma^$ALG$bglmkn\ml$bml$Zmmhkg^rl$mh$lmhi$nlbg`$

C@>$\Zl^l$mh$pkbm^$iheb\r$Zg],$Z]]bmbhgZeer,$

mh$\hglb]^k$bg$^o^kr$\Zl^$pa^ma^k$mh$fho^$_hk$

]blfbllZe$h_$ma^$\eZbfl$h_$Z$pablme^[ehp^k.$

Fg$]hbg`$lh,$ma^$iheb\r$f^fhkZg]nf$^__^\-

mbo^er$\Zg$k^]n\^$r^Zkl$h_$\hlmer$ebmb`Zmbhg$_hk$

]^_^g]Zgml$Zg]$bfihl^$Z$ab`a^k$[nk]^g$hg$

pablme^[ehp^k$\eZbfl.

Qh$maZm$^__^\m,$ma^$?kZg]$J^fh$^lmZ[ebla^]$

maZm$ALG$Zmmhkg^rl$lahne]$ghm$Zee^`^$maZm$Z$

\eZbf$pZl$_Zel^$lbfier$[^\Znl^$bm$_Zbe^]$mh$

f^^m$Z$lmZg]Zk]$_hng]$hger$bg$Z$`nb]Zg\^$]h\-

nf^gm<$_hk$^qZfie^,$Z$eh\Ze$\ho^kZ`^$]^\blbhg.$

Qa^$DkZglmhg$J^fh$mZd^l$bm$Z$lm^i$_nkma^k$

[r$^g\hnkZ`bg`$ma^$ALG$mh$l^^d$]blfbllZe$h_$

ma^l^$f^kbme^ll$\eZbfl,$kZma^k$maZg$hger$]^\ebg-

bg`$mh$bgm^ko^g^.

?r$gZkkhpbg`$ma^$l\hi^$h_$\hg]n\m$^eb`b[e^$

_hk$C@>$^g_hk\^f^gm$[r$ma^$ALG,$Zg]$[r$

\hg\nkk^gmer$pb]^gbg`$ma^$l\hi^$h_$\Zl^l$bg$

pab\a$ALG$Zmmhkg^rl$lahne]$fho^$_hk$hnmkb`am$

]blfbllZe,$ma^$ALG$aZl$\k^Zm^]$Z$fhk^$hk`Zgb-

sZmbhg-_kb^g]er$\hfiebZg\^$^gobkhgf^gm.$Qa^$

ihm^gmbZe$^__^\m$fZr$[^$mh$_h\nl$hk`ZgbsZmbhg$

\hfiebZg\^$ikh_^llbhgZel$hg$k^Ze$\hfiebZg\^$

blln^l$bglm^Z]$h_$pZlmbg`$k^lhnk\^l$\aZl-

bg`$bfZ`bg^],$iaZgmhf,$hk$fZgn_Z\mnk^]$

Zee^`Zmbhgl$h_$_kZn]$Zg]$

ghg-\hfiebZgm$Z\mbobmr.

A^inmr$>mmhkg^r$

D^g^kZe$Oh]$Ohl^glm^bg$

^qik^ll^]$mabl$#kf-

_h\nl^]$f^gmZebmr$bg$Z$

li^^\a$a^$]^ebo^k^]$Zm$

@hfiebZg\^$T^^d{l$2018$

>ggnZe$@hg_^k^g\^$_hk$

@hfiebZg\^$Zg]$Obld$

Mkh_^llbhgZel;$|Qa^$XC@M>$

@hkihkZm^$Bg_hk\^f^gmY$

Mheb\r$bg\^gmbobs^l$\hf-

iZgb^l$mh$ikhfimer$k^ihkm$

fbl\hg]n\m$Zg]$_neer$\hhi^kZm^,$Zl$p^ee$Zl$mh$

^gZ\m$^__^\mbo^$k^f^]bZe$f^Zlnk^l.}4

Qa^$g^p$iheb\r,$Zgghng\^]$bg$Kho^f[^k$

h_$2017,$jnZeb#^l$\hfiZgb^l$maZm$fZd^$oheng-

mZkr$]bl\ehlnk^l$h_$fbl\hg]n\m$_hk$lb`gb#\Zgm$

[^g^#ml.$Chk$^qZfie^,$b_$Z$\hfiZgr$ng\ho-

^kl$fbl\hg]n\m$maZm$h\\nkk^]$bg$libm^$h_$ma^$

^qblm^g\^$h_$Zg$^__^\mbo^$\hfiebZg\^$ikh`kZf,$

ma^$g^p$iheb\r$]bk^\ml$ikhl^\nmhkl$mh$\hg-

lb]^k$pa^ma^k$ma^$\hfiZgr$ln[l^jn^gmer$

ZgZers^]$ma^$ng]^kerbg`$\Znl^$h_$ma^$ikh[-

e^f.$Qabl$ZgZerlbl$pbee$[^$ab`aer$ln[c^\mbo^.$

Ohl^glm^bg$k^fZkd^],$|X\YhfiebZg\^$bl$ghm$

9DA$0N=JOPKJ$3AIK$

P=GAO$EP$=$OPAL$BQNPDAN$

>U$AJ?KQN=CEJC$PDA$

.42$PK$OAAG$@EOIEOO=H$

KB$PDAOA$IANEPHAOO$

?H=EIO'$N=PDAN$PD=J$KJHU$

@A?HEJEJC$PK$EJPANRAJA)
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Yf'afl]jna]o'Zq'FYZja]d'K0'Heh]jYlg

@PP^#@TNSLPV#7)#;\LX]^YX
ERS]%SX^O\`SOa%aS^R%4S\OM^Y\%*H8EIJFE%aK]%MYXN_M^ON%SX%;_Vc%

Lc%D335%&%8331%LYK\N%WOWLO\%*89HA=C"/#",DG=H8JF&%5][+

'QSWZO\K^Y$0$L\YKNKXNMK]]OV+MYW()%>KXKQSXQ%AK\^XO\)%6Y\^%

=K_NO\NKVO%Y#MO%YP%?OV]YX%>_VVSX]%2\YKN%KXN%3K]]OV%==A+

68.$Me^Zl^$m^ee$hnk$k^Z]^kl$Z[hnm$rhnk$

[Z\d`khng]$Zg]$ahp$rhn$[^\Zf^$Abk^\mhk$h_$

ma^$@bobe$CkZn]$P^\mbhg$h_$ma^$A^iZkmf^gm$h_$

Gnlmb\^$*ALG+.

=6.$Cheehpbg`$eZp$l\ahhe$Zg]$\e^kdlabil$

Zm$[hma$ma^$]blmkb\m$Zg]$Zii^eeZm^$\hnkm$e^o^el,$

F$phkd^]$Zl$Zg$Zllh\bZm^$Zm$ma^$TZlabg`mhg$

A@$eZp$#kf$@hobg`mhg$)$?nkebg`.$>m$ma^$

#kf,$F$aZ]$ma^$hiihkmngbmr$mh$phkd$hg$Z$

]bo^kl^$ZkkZr$h_$\bobe$Zg]$\kbfbgZe$\Zl^l.$Qa^l^$

fZmm^kl$bg\en]^]$[hma$pabm^-\heeZk$_kZn]$

bgo^lmb`Zmbhgl$Zl$p^ee$Zl$Z$oZkb^mr$h_$a^Zema\Zk^$

blln^l,$Zg]$ma^$bgm^kl^\mbhg$h_$ma^l^$Zk^Zl$h_$

k^lihglb[bebmr$liZkd^]$fr$bgm^k^lm$bg$a^Zema-

\Zk^$_kZn].$Qanl,$bg$1997,$F$mhhd$Z]oZgmZ`^$h_$

ma^$hiihkmngbmr$mh$chbg$ma^$@bobe$CkZn]$P^\mbhg$

h_$ma^$Gnlmb\^$A^iZkmf^gm,$]n^$mh$bml$k^lihg-

lb[bebmr$_hk$[kbg`bg`$CZel^$@eZbfl$>\m$*C@>+$

\Zl^l$Zg]$bml$`khpbg`$_h\nl$hg$a^Zema\Zk^$

_kZn]$^g_hk\^f^gm.$F$aZ]$ma^$ln[l^jn^gm$`hh]$

_hkmng^$mh$e^Zkg$_khf$Z$mk^f^g]hnl$ZkkZr$h_$

^qmk^f^er$mZe^gm^]$Zg]$\hffbmm^]$in[eb\$l^k-

oZgml,$Zg]$bg$2013,$F$[^\Zf^$ma^$]bk^\mhk$h_$ma^$

h_#\^.$Fg$maZm$\ZiZ\bmr,$F$aZo^$Zmm^fim^]$mh$\hg-

mbgn^$ma^$CkZn]$P^\mbhgvl$e^`Z\r$h_$Z\mbo^$[nm$

cn]b\bhnl$^g_hk\^f^gm$h_$ma^$C@>$mh$ikhm^\m$

mZqiZr^k$_ng]l$Z`Zbglm$_kZn]$Zg]$Z[nl^.$

68.$F$dghp$maZm$rhn$aZo^$mZd^g$Zg$Z\mbo^$

khe^$bg$iZkmb\biZmbg`$bg$ma^$E^Zema$@Zk^$

@hfiebZg\^$>llh\bZmbhg$\hg_^k^g\^l$Zg]$

DVPUNRY&<*&?_N[`a\[!

<YaUSc^a'$;^\\UaSYQ[$DYcYWQcY^]$9aQ]SX$$

>aQdT$IUScY^]'$;YeY[$<YeYbY^]$

K]YcUT$IcQcUb$<U_Qac\U]c$^V$BdbcYSU
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aZo^$lihd^g$Z[hnm$C@>$^g_hk\^f^gm$Zg]$

e^`Ze$]^o^ehif^gml$Zm$ma^$ZggnZe$@hfiebZg\^$

Fglmbmnm^l.$Tar$bl$bm$bfihkmZgm$mh$rhn$Zg]$ma^$

ALG$mh$iZkmb\biZm^$bg$ma^$E@@>$\hg_^k^g\^l=

=6.$F$aZo^$ZepZrl$oZen^]$ma^$hiihkmn-

gbmr$mh$iZkmb\biZm^$bg$E@@>$^o^gml,$[^\Znl^$

h_$ma^$ngbjn^,$Zg]$ngbjn^er$bfihkmZgm,$khe^$

ieZr^]$[r$ma^$>llh\bZmbhgvl$f^f[^kl.$Qh$kb]$

hnk$a^Zema\Zk^$lrlm^f$h_$_kZn]$Zg]$Z[nl ,̂$p^$

g^^]$mh$]h$fhk^$maZg$cnlm$inkln^$_kZn]$Z_m^k$

bm$h\\nkl.$T^$g^^]$mh$lmhi$bm$[^_hk^$bm$aZii^gl.$

Qa^$d^r$mh$ln\a$Z$k^lnem$bl$ma^$^__hkml$h_$mahl^$

hg$ma^$_khgm$ebg^l$pah$a^ei$^glnk^$ma^$]Zr-

mh-]Zr$\hfiebZg\^$h_$hnk$gZmbhgvl$a^Zema\Zk^$

ikhob]^kl.$Qa^$>llh\bZmbhgvl$^o^gml$ikhob]^$Zg$

bfihkmZgm$_hknf$_hk$A^iZkmf^gm$Zmmhkg^rl$mh$

laZk^$ma^bk$ob^pl$Zg]$#g]bg`l$pbma$ma^l^$\hf-

iebZg\^$ikh_^llbhgZel$Zg],$bg$mnkg,$mh$a^Zk$ma^$

\hg\^kgl$Zg]$g^^]l$h_$mahl^$bg$ma^$#^e].$Qabl$

mri^$h_$^q\aZg`^$a^eil$lmk^g`ma^g$ma^$k^eZmbhg-

labi$[^mp^^g$ALG$Zmmhkg^rl$Zg]$\hfiebZg\^$

ikh_^llbhgZel,$pab\a$bg$mnkg$^gaZg\^l$ma^$Z[be-

bmr$h_$[hma$`khnil$mh$ikhm^\m$ma^$bgm^`kbmr$h_$

hnk$a^Zema\Zk^$lrlm^f.

68.$BqieZbg$mh$hnk$k^Z]^kl$ma^$]b__^k^g\^$

[^mp^^g$pa^g$ma^$ALG$]^\ebg^l$mh$bgm^ko^g^$

bg$Z$\Zl^$Zg]$ma^$]blfbllZe$h_$ma^$\Zl^.$F_$ALG$

aZl$fZ]^$Z$]^\blbhg$mh$]^\ebg^$Z$\Zl^,$par$ghm$

]blfbll$bm$bglm^Z]=

=6.$Qa^$gnf[^k$h_$pablme^[ehp^k$hk$X\P"

[HT$lnbml$aZl$`khpg$\hglb]^kZ[er$lbg\^$1986,$

Zg]$ma^$A^iZkmf^gm$ghp$khnmbg^er$k^\^bo^l$

[^mp^^g$600$Zg]$700$i^k$r^Zk.$>l$Z$k^lnem,$ma^$

ALG$]h^l$ghm$aZo^$ma^$k^lhnk\^l$mh$inkln^$

^o^kr$f^kbmhkbhnl$X\P"[HT"\Zl^,$Zg]$ma^$_Z\m$

maZm$ma^$ALG$]^\ebg^l$mh$bgm^ko^g^$bg$Z$\Zl^$

]h^l$ghm$g^\^llZkber$f^Zg$maZm$bm$eZ\dl$f^kbm.$

>m$ma^$lZf^$mbf ,̂$ma^$A^iZkmf^gm$ngjn^l-

mbhgZ[er$]h^l$]^\ebg^$mh$inkln^$lhf^$X\P"[HT"

\Zl^l$]n^$mh$ma^$Z[l^g\^$h_$Zgr$e^`Ze$hk$_Z\mnZe$

lniihkm.$Fg$ma^l^$eZmm^k$\bk\nflmZg\^l,$ma^$

ALG$pbee$\hglb]^k$pa^ma^k$bm$lahne]$^q^k\bl^$

ma^$]blfbllZe$Znmahkbmr$`kZgm^]$[r$@hg`k^ll$

mh$Z]oZg\^$ma^$bgm^k^lml$h_$ma^$Rgbm^]$PmZm^l.$

>l$l^m$_hkma$bg$k^\^gm$`nb]Zg\^$blln^]$[r$ma^$

ALG,$mahl^$bgm^k^lml$fZr$bg\en]^$Zohb]bg`$

ma^$mbf^$Zg]$k^lhnk\^l$g^^]^]$mh$fhgbmhk$ma^$

\Zl^<$ma^$[nk]^g$ieZ\^]$hg$`ho^kgf^gm$Z`^g-

\b^l$h_$k^lihg]bg`$mh$]bl\ho^kr$k^jn^lml<$ma^$

^qi^gl^$bfihl^]$hg$ma^$]^_^g]Zgm,$pab\a$bg$

lhf^$\bk\nflmZg\^l$fZr$[^$\aZk`^]$[Z\d$[r$

`ho^kgf^gm$\hgmkZ\mhkl$mh$ma^$Rgbm^]$PmZm^l<$

Zg]$ma^$kbld$maZm$Z$f^kbme^ll$\Zl^$fZr$e^Z]$mh$

[Z]$\Zl^$eZp.$

68.$TaZm$aZl$[^^g$ma^$bfiZ\m$h_$ma^$

Pnik^f^$@hnkmvl$]^\blbhg$bg$ma^$4ZJVIHY$\Zl^1$

bg$m^kfl$h_$ma^$ohenf^$h_$\Zl^l$hk$ma^$]^\blbhg$

mh$]^\ebg^$hk$]blfbll$Z$\Zl^=

=6.$F$]hgvm$dghp$maZm$p^$aZo^$Z$ln_#\b^gm$

[Zlbl$r^m$mh$fZd^$Zgr$jnZgmbmZmbo^$Zll^llf^gm$

h_$ma^$bfiZ\m$h_$ma^$Pnik^f^$@hnkmvl$]^\blbhg$

bg$4ZJVIHY$hg$ma^$ohenf^$h_$\Zl^l$[^bg`$ink-

ln^].$Dbo^g$maZm$4ZJVIHY$Z]]k^ll^]$Z$gnf[^k$

h_$blln^l$k^eZm^]$mh$_Zelbmr$Zg]$fZm^kbZebmr,$hg^$

fb`am$^qi^\m$ma^$bfiZ\m$h_$ma^$]^\blbhg$mh$[^$

fbq^],$ikhob]bg`$Z]]^]$lniihkm$_hk$lhf^$

\Zl^l$Zg]$k^fhobg`$ma^$[Zlbl$_hk$hma^k$\Zl^l.$

Qa^$A^iZkmf^gm$bl,$h_$\hnkl^,$mZdbg`$ma^$knebg`$

bg$4ZJVIHY$bgmh$Z\\hngm$bg$^oZenZmbg`$ma^$f^kbml$

h_$ma^$\Zl^l$bm$bgo^lmb`Zm^l,$bg$lheb\bmbg`$ma^$

ob^pl$h_$ma^$ob\mbf$Z`^g\b^l,$Zg]$bg$]^m^kfbg-

bg`$nembfZm^er$paZm$\Zl^l$mh$inkln^,$]^\ebg^,$hk$

]blfbll.$

68.$EZl$ma^$i^k\^gmZ`^$h_$\Zl^l$bg$pab\a$

ma^$A^iZkmf^gm$aZl$bgm^ko^g^]$\aZg`^]$ho^k$

mbf^=$TaZm$Z[hnm$ma^$i^k\^gmZ`^$h_$\Zl^l$ma^$

ALG$aZl$ebmb`Zm^]=$

=6.$A^libm^$ma^$bg\k^Zl^$ho^k$mbf^$bg$ma^$

gnf[^k$h_$X\P"[HT$#ebg`l$[r$pablme^[ehp^kl,$

ma^$A^iZkmf^gmvl$ablmhkb\Ze$bgm^ko^gmbhg$kZm^$bg$

mahl^$Z\mbhgl$aZl$k^fZbg^]$k^eZmbo^er$\hglmZgm.$

Pbg\^$1986,$pa^g$ma^$CZel^$@eZbfl$>\mvl$X\P"[HT$

ikhoblbhgl$p^k^$ln[lmZgmbZeer$Zf^g]^],$ma^$

A^iZkmf^gm$aZl$bgm^ko^g^]$bg$Z[hnm$20($mh$

25($h_$ma^$X\P"[HT$\Zl^l$maZm$Zk^$#e^].$
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Pbg\^$ma^$A^iZkmf^gm$]h^l$ghm$mkZ\d$ma^$

gnf[^k$h_$CZel^$@eZbfl$>\m$\Zl^l$maZm$Zk^$

ebmb`Zm^],$F$\Zgghm$`bo^$rhn$Z$ik^\bl^$Zglp^k$

mh$ma^$jn^lmbhg$h_$pa^ma^k$ma^$i^k\^gmZ`^$h_$

ebmb`Zm^]$fZmm^kl$aZl$bg\k^Zl^].$@^kmZbger,$ma^$

ho^kZee$gnf[^k$h_$fZmm^kl$[^bg`$ebmb`Zm^]$hk$

`hbg`$mh$mkbZe$aZl$bg\k^Zl^],$[nm$maZm$fZr$[^$

Z$_ng\mbhg$bg$lb`gb#\Zgm$iZkm$h_$ma^$ho^kZee$

bg\k^Zl^$bg$ma^$gnf[^k$h_$C@>$\Zl^l$z$[hma$

X\P"[HT$Zg]$ghg-X\P"[HT$fZmm^kl$z$[^bg`$ink-

ln^]$[r$ma^$ALG.$

68.$TaZm$aZl$[^^g$ma^$bfiZ\m$h_$ma^$?kZg]$

J^fh,$pab\a$ikhab[bml$ma^$nl^$h_$Z`^g\r$

`nb]Zg\^$]h\nf^gml$Zl$Z$[Zlbl$_hk$ikhobg`$

obheZmbhgl$h_$Ziieb\Z[e^$eZp$bg$CZel^$@eZbfl$

>\m$\Zl^l,$hg$ma^$ALGvl$Z[bebmr$mh$ikhl^\nm^$

CZel^$@eZbfl$>\m$\Zl^l=$

=6.$Lg$GZgnZkr$25,$2018,$ma^$_hkf^k$

>llh\bZm^$>mmhkg^r$D^g^kZe,$OZ\a^e$?kZg],$

blln^]$Z$f^fhkZg]nf$hg$ma^$nl^$h_$Z`^g\r$

`nb]Zg\^$]h\nf^gml$bg$Z_#kfZmbo^$\bobe$

^g_hk\^f^gm$\Zl^l.$Qabl$f^fh,$Zelh$dghpg$

Zl$ma^$?kZg]$J^fh,$l^ko^l$Zl$Zg$bfihkmZgm$

k^fbg]^k$mh$A^iZkmf^gm$Zmmhkg^rl$Z[hnm$

ma^$khe^$maZm$Z`^g\r$`nb]Zg\^$lahne]$ieZr$

bg$\bobe$^g_hk\^f^gm$fZmm^kl,$bg\en]bg`$C@>$

\Zl^l.$Qa^$J^fh$fZd^l$\e^Zk$maZm$Z`^g\r$

`nb]Zg\^$lahne]$ghm$l^ko^$Zl$ma^$[Zlbl$_hk$

bfihlbg`$g^p$e^`Ze$h[eb`Zmbhgl$[^rhg]$mahl^$

Zek^Z]r$^g\hfiZll^]$[r$lmZmnm^,$k^`neZmbhg,$

hk$\hgmkZ\m.$>m$ma^$lZf^$mbf ,̂$bm$k^\h`gbs^l$

maZm$`nb]Zg\^$fZr$[^$nl^]$_hk$hma^k$ikhi^k$

inkihl^l,$lh$ehg`$Zl$mahl^$inkihl^l$]h$

ghm$k^lnem$bg$ma^$`nb]Zg\^$bgZiikhikbZm^er$

[^bg`$`bo^g$ma^$_hk\^$Zg]$^__^\m$h_$eZp.$Chk$

^qZfie^,$bg$ZiikhikbZm^$\bk\nflmZg\^l,$ma^$

ALG$\hne]$nl^$`nb]Zg\^$Zl$^ob]^g\^$h_$ma^$

]^_^g]Zgmvl$ZpZk^g^ll$h_$Zg$Z`^g\rvl$bgm^k-

ik^mZmbhg$h_$Z$iZkmb\neZk$e^`Ze$k^jnbk^f^gm$

hk$ma^$Z`^g\rvl$ob^pl$hg$ma^$fZm^kbZebmr$h_$

maZm$k^jnbk^f^gm.$Ehp^o^k,$^o^g$bg$ln\a$\bk-

\nflmZg\^l,$ma^$]^_^g]Zgm$fZr$Zk`n^$maZm$

ma^$Z`^g\rvl$bgm^kik^mZmbhg$bl$ghm$[bg]bg`$Zg]$

maZm$Z$]b__^k^gm$bgm^kik^mZmbhg$h_$ma^$Ziieb-

\Z[e^$e^`Ze$k^jnbk^f^gm$bl$pZkkZgm^].$

68.$Ehp$phne]$rhn$]^l\kb[^$ma^$bfiZ\m$

h_$CZel^$@eZbfl$>\m$\Zl^l$hg$hk`ZgbsZmbhgZe$

\hfiebZg\^$bg$ma^$a^Zema\Zk^$bg]nlmkr=

=6.$F$mabgd$ma^k^$\Zg$[^$gh$Zk`nf^gm$

maZm$ma^$ikhli^\m$h_$C@>$ebZ[bebmr,$\hnie^]$

pbma$ma^$>\mvl$bg\^gmbo^l$_hk$bglb]^kl$mh$]bl-

\ehl^$pkhg`]hbg`,$aZl$laZki^g^]$ma^$_h\nl$

h_$ma^$a^Zema\Zk^$\hffngbmr$hg$\hfiebZg\^$

blln^l.$E^Zema\Zk^$ikhob]^kl$aZo^$\hf^$mh$

k^Zebs^$maZm$ghm$hger$Zk^$lmkhg`$\hfiebZg\^$

ikh`kZfl$`hh]$_hk$[nlbg^ll$[r$^gaZg\-

bg`$^fiehr^^lv$ZpZk^g^ll$h_$ma^bk$e^`Ze$

h[eb`Zmbhgl,$[nm$ma^r$Zelh$ikhfhm^$bgm^kgZe$

k^ihkmbg`$[r$`bobg`$ihm^gmbZe$pablme^[ehp-

^kl$Z$f^\aZgblf$mh$ohb\^$ma^bk$\hg\^kgl.$

>$\hffhg$\hfieZbgm$p^$a^Zk$_khf$mahl^$

pah$#e^$X\P"[HT"Z\mbhgl$bl$maZm$ma^r$mkb^]$mh$

kZbl^$blln^l$pbmabg$ma^bk$\hfiZgr$[nm$p^k^$

k^[n__^].$Qa^$ik^l^g\^$h_$Z$`^gnbg^$Zg]$

Z\mbo^$\hfiebZg\^$ikh`kZf$bl$Zelh$lhf^mabg`$

p^$pbee$\hglb]^k$pa^g$^oZenZmbg`$pa^ma^k$

Z$\hfiZgr$dghpbg`er$obheZm^]$ma^$CZel^$

@eZbfl$>\m,$hk$pa^ma^k$ma^$\hg]n\m$Zm$blln^$

pZl$ZghfZehnl$Zg]$ma^$k^lnem$h_$Z$lbfie^$

fblmZd^.$

68.$Ehp$phne]$rhn$\aZkZ\m^kbs^$ma^$\nk-

k^gm$ALGvl$\hffbmf^gm$mh$ma^$^g_hk\^f^gm$h_$

ma^$CZel^$@eZbfl$>\m=

=6.$F$aZo^$r^m$mh$f^^m$Zgr$`ho^kgf^gm$

h_#\bZe$pah$mabgdl$_kZn]$bl$Z$`hh]$mabg`.$

K^p$e^Z]^klabi$h_m^g$[kbg`l$g^p$b]^Zl$Zg]$

g^p$ikbhkbmb^l.$?nm,$]nkbg`$fr$20$r^Zkl$pbma$

ma^$A^iZkmf^gm,$^glnkbg`$maZm$mZqiZr^k$

_ng]l$Zk^$nl^]$ZiikhikbZm^er$Zg]$ikh]n\-

mbo^er$aZl$ZepZrl$[^^g$Z$\hk^$h[c^\mbo^,$Zg]$

bm$\hgmbgn^l$mh$[^$Z$lb`gb#\Zgm$_h\nl$h_$ma^$

A^iZkmf^gm.$Fg]^^],$ma^$>\mbg`$>llh\bZm^$

>mmhkg^r$D^g^kZe$k^\^gmer$Z_#kf^]$maZm$mabl$

Z]fbgblmkZmbhg$bl$\hffbmm^]$mh$inklnbg`$

wob`hkhnl$CZel^$@eZbfl$>\m$^g_hk\^f^gmx$
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maZm$bl$w_Zbk$Zg]$\hglblm^gm$pbma$ma^$kne^$

h_$eZp.x$

68.$TaZm$]h$rhn$l^^$]hpg$ma^$khZ]$k^eZm^]$

mh$^g_hk\^f^gm$h_$Zg]$ebZ[bebmr$ng]^k$ma^$CZel^$

@eZbfl$>\m$bg$ma^$a^Zema\Zk^$bg]nlmkr=$Ah^l$

mabl$\aZg`^$_khf$Z]fbgblmkZmbhg$mh$Z]fbg-

blmkZmbhg$Zg],$b_$lh,$paZm$aZo^$[^^g$lhf^$

h_$ma^$]b__^k^g\^l$_khf$Z]fbgblmkZmbhg$mh$

Z]fbgblmkZmbhg=$

=6.$>l$F$ghm^]$^Zkeb^k,$bm$bl$ghm$ngnlnZe$

_hk$g^p$Z]fbgblmkZmbhgl$mh$aZo^$g^p$b]^Zl$

Zg]$ikbhkbmb^l,$Zg]$ma^$\nkk^gm$Z]fbgblmkZmbhg$

aZl$b]^gmb#^]$l^o^kZe$a^Zema\Zk^$^g_hk\^f^gm$

h[c^\mbo^l$maZm$Zk^$bfiZ\mbg`$ma^$A^iZkmf^gmvl$

nl^$h_$ma^$CZel^$@eZbfl$>\m.$

Lg^$h_$ma^$Z]fbgblmkZmbhgvl$d^r$a^Zema\Zk^$

ikbhkbmb^l$bl$mh$\hf[Zm$ma^$

ik^l\kbimbhg$hibhb]$\kblbl.$

@hglblm^gm$pbma$mabl$h[c^\-

mbo ,̂$ma^$A^iZkmf^gm$bl$nlbg`$

Zee$h_$bml$ZoZbeZ[e^$\kbfbgZe$

Zg]$\bobe$k^f^]b^l,$bg\en]-

bg`$ma^$CZel^$@eZbfl$>\m,$mh$

k^]k^ll$ma^$\hg]n\m$h_$Zgr$

^gmbmr$bg$ma^$hibhb]$]blmkb-

[nmbhg$\aZbg$z$bg\en]bg`$

iaZkfZ\^nmb\Ze$fZgn_Z\mnk-

^kl,$pahe^lZe^$]blmkb[nmhkl,$

iaZkfZ\b^l,$iZbg$fZgZ`^f^gm$\ebgb\l,$]kn`$

m^lmbg`$eZ[hkZmhkb^l,$Zg]$iarlb\bZgl$z$maZm$

\hgmkb[nm^l$mh$ma^$Z[nl^$hk$]bo^klbhg$h_$hib-

hb]l.$Fg$>ikbe,$_hk$^qZfie ,̂$ma^$A^iZkmf^gm$

bgm^ko^g^]$bg$#o^$pablme^[ehp^k$eZplnbml$#e^]$

ng]^k$ma^$CZel^$@eZbfl$>\m$Z`Zbglm$Fglrl,$

ma^$fZgn_Z\mnk^k$h_$Zg$hibhb]$ikh]n\m$\Zee^]$

Pn[lrl,$pab\a$bl$hg^$h_$ma^$fhlm$ab`aer$Z]]b\-

mbo^$hibhb]$ikh]n\ml$ZoZbeZ[e^$Zg]$bl$Ziikho^]$

hger$_hk$iZmb^gml$pbma$\Zg\^k$pah$Zk^$ln__^kbg`$

_khf$[k^Zdmakhn`a$iZbg.$Qa^$ALG$aZl$Zee^`^]$

bg$bml$\hfieZbgm$maZm$Fglrl$nl^]$Z$oZkb^mr$h_$

bee^`Ze$f^Zgl$mh$bg\k^Zl^$ik^l\kbimbhgl$h_$

Pn[lrl,$bg\en]bg`$iZrbg`$db\d[Z\dl$Zg]$erbg`$

Z[hnm$iZmb^gml$aZobg`$\Zg\^k.

@hglblm^gm$pbma$Zghma^k$d^r$Z]fbgblmkZ-

mbhg$ikbhkbmr,$ma^$@bobe$Aboblbhg$bl$nlbg`$ma^$

C@>$mh$inkln^$\Zl^l$Z`Zbglm$]kn`$fZgn_Z\-

mnk^kl$Zg]$hma^kl$pahl^$bee^`Ze$\hg]n\m$bl$

\hgmkb[nmbg`$mh$kblbg`$]kn`$ikb\^l.$IZlm$r^Zk,$

ma^$ALG$l^mme^]$pbma$JreZg$MaZkfZ\^nmb\Zel,$

pab\a$]kZlmb\Zeer$kZbl^]$ma^$ikb\^$h_$bml$[kZg]$

gZf^$]kn`$BibM^g,$pabe^$k^ihkmbg`$ma^$]kn`$

Zl$Z$`^g^kb\$mh$ma^$J^]b\Zb]$ikh`kZf$mh$

Zohb]$iZrbg`$k^[Zm^l$mkb``^k^]$[r$bml$ikb\^$

bg\k^Zl^l.$Jhk^$k^\^gmer,$ma^$A^iZkmf^gm$aZl$

inkln^]$C@>$\eZbfl$Z`Zbglm$]kn`$fZgn-

_Z\mnk^kl$_hk$nlbg`$_hng]Zmbhgl$Zl$\hg]nbml$

mh$iZr$ma^$\hiZrl$h_$J^]b\Zk^$iZmb^gml,$Zg]$

Z`Zbglm$iaZkfZ\b^l$Zg]$hma^kl$_hk$nlbg`$

bee^`Ze$f^Zgl$mh$bg]n\^$ik^l\kbimbhgl$Zg]$mh$

fZgbineZm^$_hkfneZl$mh$bg"Zm^$k^bf[nkl^-

f^gml$_hk$\hfihng]^]$

f^]b\Zmbhgl.$

V^m$Zghma^k$_h\nl$h_$ma^$

\nkk^gm$Z]fbgblmkZmbhg$bl$mh$

ikhm^\m$l^gbhkl$_khf$^e]^k$

_kZn]$Zg]$Z[nl^.$>l$iZkm$h_$

mabl$\hffbmf^gm$mh$^e]^k$

cnlmb\ ,̂$ma^$ALG$bl$nlbg`$ma^$

CZel^$@eZbfl$>\m$mh$ikhm^\m$

l^gbhkl$Zg]$_^]^kZe$a^Zema-

\Zk^$ikh`kZfl$bg$oZkbhnl$

pZrl,$bg\en]bg`$inkln-

bg`$gnklbg`$ahf^l$maZm$ikhob]^$Zg]$[bee$_hk$

`khller$ln[lmZg]Zk]$\Zk^$mh$ma^bk$k^lb]^gml,$

ma^kZir$ikhob]^kl$pah$Zk^$^kkhg^hnler$[beebg`$

_hk$f^]b\Zeer$ngg^\^llZkr$l^kob\^l,$ahlib\^$

\hfiZgb^l$maZm$Zk^$Z]fbmmbg`$ghg-m^kfbgZe$

iZmb^gml$pah$ma^g$ehl^$ma^bk$^eb`b[bebmr$_hk$

\nkZmbo^$\Zk ,̂$Zg]$hma^k$a^Zema\Zk^$ikhob]-

^kl$maZm$l^^d$mh$mZd^$Z]oZgmZ`^$h_$he]^k$

>f^kb\Zgl$_hk$ma^bk$hpg$`Zbg.$

68.$TaZm$bl$ma^$k^eZmbhglabi$Zfhg`$ma^$ALG,$

ma^$@^gm^kl$_hk$J^]b\Zk^$)$J^]b\Zb]$P^kob\^l$

*@JP+,$E^Zema$Zg]$EnfZg$P^kob\^l$L_#\^$h_$

ma^$Fgli^\mhk$D^g^kZe$*EEP$LFD+,$Zg]$ma^$lmZm^$

J^]b\Zb]$ikh`kZfl=$Ehp$]h^l$ma^$ALG$phkd$

***aUR&;VcVY&<VcV`V\[&V`&

b`V[T&aUR&>;8&a\&]b_`bR&

PN`R`&NTNV[`a&Q_bT&

ZN[bSNPab_R_`&N[Q&

\aUR_`&dU\`R&VYYRTNY&

P\[QbPa&V`&P\[a_VObaV[T&

a\&_V`V[T&Q_bT&]_VPR`*
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pbma$ma^l^$mak^^$Z`^g\b^l$bg$]^o^ehibg`$Zg]$

ikhl^\nmbg`$CZel^$@eZbfl$>\m$\Zl^l=

=6.$Qa^$ln\\^ll$h_$ma^$A^iZkmf^gmvl$

a^Zema\Zk^$_kZn]$^g_hk\^f^gm$^__hkml$bl$]n^$bg$

gh$lfZee$iZkm$mh$ma^$\ehl^$k^eZmbhglabi$bm$aZl$

pbma$bml$oZkbhnl$iZkmg^kl$bg$mabl$Zk^Z.$Bo^kr$

X\P"[HT$\Zl^$maZm$bl$#e^]$bl$l^gm$ghm$hger$mh$

ma^$@kbfbgZe$Aboblbhg,$[nm$Zelh$mh$ma^$C?F$

Zg]$ma^$i^kmbg^gm$Z`^g\b^l,$ln\a$Zl$@JP$Zg]$

EEP/LFD$bg$J^]b\Zk^$Zg]$J^]b\Zb]$fZm-

m^kl.$Ankbg`$ma^$\hnkl^$h_$Zg$bgo^lmb`Zmbhg,$

bg$Z]]bmbhg$mh$ma^$_hk^`hbg`$^gmbmb^l,$p^$pbee$

Zelh$\hhk]bgZm^$\ehl^er$pbma$EEP$L_#\^$h_$

ma^$D^g^kZe$@hngl^e$*LD@+$Zg]$ma^$@JP$

@^gm^k$_hk$Mkh`kZf$Fgm^`kbmr$*@MF+,$Zl$p^ee$Zl$

ma^$lmZm^$J^]b\Zb]$Z`^g\b^l$bg$\Zl^l$bfieb\Zm-

bg`$ma^$J^]b\Zb]$ikh`kZf.$Lnk$\hhk]bgZmbhg$

^g\hfiZll^l$ghm$hger$Z$]bl\nllbhg$h_$ma^$

Ziieb\Z[e^$kne^l,$[nm$Zelh$ma^$Z`^g\b^lv$ob^pl$

h_$ma^$iZkmb\neZk$Zee^`Zmbhgl$Zm$blln^$Zg]$ma^$

fhlm$^__^\mbo^$pZr$mh$lmkn\mnk^$Zg$bgo^lmb`Z-

mbo^$ieZg.$>m$ma^$^g]$h_$hnk$bgo^lmb`Zmbhg,$p^$

pbee$lheb\bm$Z$k^\hff^g]Zmbhg$_khf$ma^$oZkbhnl$

Z`^g\b^l$bgoheo^]$Zl$mh$ahp$ma^$A^iZkmf^gm$

lahne]$ikh\^^],$Zg]$pa^ma^k$ma^$ALG$lahne]$

inkln^$Zg$Z\mbhg$ng]^k$ma^$C@>.$

T^$Zelh$\hhk]bgZm^$\ehl^er$pbma$hnk$\kbf-

bgZe$\hee^Z`n^l$pbma$k^li^\m$mh$CZel^$@eZbfl$

>\m$fZmm^kl.$>l$F$f^gmbhg^],$^o^kr$X\P"[HT$

\Zl^$bl$laZk^]$pbma$ma^$@kbfbgZe$Aboblbhg,$

Zg]$ma^$A^iZkmf^gm$_k^jn^gmer$inkln^l$

iZkZee^e$\kbfbgZe$Zg]$\bobe$CZel^$@eZbfl$>\m$

bgo^lmb`Zmbhgl.$>g$bfihkmZgm$Zli^\m$h_$mabl$

\hhk]bgZmbhg,$Zl$k^bg_hk\^]$[r$Z$k^\^gm$ni]Zm^$

mh$ma^$E(C("0[[VYUL`Zb"=HU\HS,$bl$mh$^glnk^$maZm$

Zgr$#g^l$Zg]$i^gZemb^l$Zk^$ghm$ngg^\^llZkber$

]nieb\Zmbo^$Zg]$maZm$]^_^g]Zgml$Zk^$ln[c^\m$

mh$Zg$ZiikhikbZm^$e^o^e$h_$ingblaf^gm.$>m$

ma^$lZf^$mbf ,̂$ma^$iheb\r$fZd^l$\e^Zk$maZm$

A^iZkmf^gm$Zmmhkg^rl$Zk^$ghm$ik^\en]^]$bg$

ZiikhikbZm^$\bk\nflmZg\^l$_khf$inklnbg`$

Z]]bmbhgZe$k^f^]b^l,$bg\en]bg`$k^f^]b^l$

ng]^k$ma^$C@>,$]^lb`g^]$mh$\hfi^glZm^$ma^$

`ho^kgf^gm$_hk$bml$ehll^l.$

68.$TaZm$mbil$]h$rhn$aZo^$_hk$]^_^gl^$

k^ik^l^gmZmbo^l$*b.^.,$\hngl^e$Zg]$\hfiebZg\^$

ikh_^llbhgZel+$k^eZm^]$mh$ma^bk$bgm^kZ\mbhg$pbma$

ALG$]nkbg`$Z$CZel^$@eZbfl$>\m$\Zl^=

=6.$Qa^$mph$fhlm$bfihkmZgm$ln``^l-

mbhgl$F$\Zg$ikhob]^$Zk^$mh$^g`Z`^$^Zker$Zg]$

[^$_hkmakb`am$pbma$ma^$A^iZkmf^gm$Zmmhkg^r$

aZg]ebg`$ma^$fZmm^k.$Qa^$[^g^#ml$h_$^Zker$

\hffngb\Zmbhg$Zk^$l^o^kZe$_he].$F_$rhnk$\eb^gm$

hk$\hfiZgr$aZl$Z$oZeb]$^qieZgZmbhg$_hk$ma^$

Zee^`Zmbhgl$ng]^k$k^ob^p,$^o^krhg^$[^g^#ml$b_$

maZm$^qieZgZmbhg$bl$Zbk^]$^Zker$bg$ma^$ikh\^ll,$

[^_hk^$^bma^k$lb]^$^qi^g]l$ln[lmZgmbZe$mbf^$

Zg]$k^lhnk\^l$hg$ngg^\^llZkr$bgo^lmb`Zmbo^$

lm^il.$?r$\hgmkZlm,$b_$Z$ikh[e^f$^qblml,$ma^g$

Z`Zbg$ma^$iZkmb^l$\Zg$[^g^#m$[r$^qiehkbg`$Zm$

ma^$hnml^m$ihllb[e^$pZrl$_hk$rhnk$\eb^gm$mh$

\hhi^kZm^$bg$ma^$`ho^kgf^gmvl$bgo^lmb`Zmbhg$

Zg],$ihm^gmbZeer,$pZrl$mh$k^lheo^$ma^$fZmm^k.$>l$

ma^$A^iZkmf^gm$aZl$ghp$fZ]^$\e^Zk$hg$oZkb-

hnl$h\\Zlbhgl,$bm$p^e\hf^l$Zg]$pbee$k^pZk]$

\hkihkZm^$]^_^g]Zgml$maZm$ikhob]^$f^Zgbg`_ne$

ZllblmZg\^$bg$C@>$bgo^lmb`Zmbhgl.$Qa^$ALG$aZl$

mk^f^g]hnl$^g_hk\^f^gm$]bl\k^mbhg$ng]^k$ma^$

lmZmnm^$mh$lmkn\mnk^$l^mme^f^gml$maZm$ikhob]^$Z$

fZm^kbZe$]bl\hngm$[Zl^]$hg$Z$]^_^g]Zgmvl$\hhi-

^kZmbhg,$pabe^$lbfnemZg^hnler$^glnkbg`$maZm$

ma^$`ho^kgf^gm$bl$fZ]^$pahe^.$

?^bg`$hi^g$Zg]$\Zg]b]$pbma$ma^$`ho^kg-

f^gmvl$k^ik^l^gmZmbo^$bl$^jnZeer$bfihkmZgm.$Fm$

pbee$a^ei$rhn$`Zbg$\k^]b[bebmr,$pab\a$pbee$l^ko^$

rhn$p^ee$eZm^k$hg,$pa^ma^k$rhn$Zk^$g^`hmbZm-

bg`$ho^k$ma^$ikh]n\mbhg$h_$bg_hkfZmbhg$hk$ma^$

ZiikhikbZm^$k^lhenmbhg$h_$ma^$\Zl^.$Qabl$]h^l$

ghm$f^Zg$rhn$lahne]$ghm$ob`hkhnler$]^_^g]$

rhnk$\eb^gmvl$bgm^k^lml.$?nm$b_$rhn$Zll^km$_kboh-

ehnl$Zk`nf^gml,$_Zbe$mh$]bl\ehl^$d^r$_Z\ml$bg$

ik^l^gmZmbhgl,$hk$hma^kpbl^$Zk^$ghm$_hkmakb`am,$

ma^$A^iZkmf^gm$Zmmhkg^r$fZr$[^\hf^$ld^imb-

\Ze$^o^g$h_$oZeb]$Zk`nf^gml$hk$]^_^gl^l,$pab\a$

fZr$ng]ner$ikhehg`$ma^$inklnbm$h_$Z$fZmm^k.$

68.$Ehp$bfihkmZgm$Zk^$k^eZmhkl/pablme^-

[ehp^kl$mh$ma^$`ho^kgf^gm=$TaZm$khe^$]h$
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1.$ $EUP]LYZHS"7LHS[O"CLY]PJLZ"8UJ("]("EUP[LK"C[H[LZ"L["HS("L_"YLS("4ZJVIHY"L["HS.$
L\mh[^k$2015.$>oZbeZ[e^$Zm$ammi;//[bm.er/2k@1Z[`

pablme^[ehp^klv$Zmmhkg^rl$ieZr$bg$ma^$`ho^kg-

f^gmvl$bgo^lmb`Zmbhg$hk$ebmb`Zmbhg$h_$X\P"[HT$

\Zl^l=$EZl$maZm$khe^$\aZg`^]$ho^k$mbf^=$

=6.$A\P"[HT$lnbml$\hgmbgn^$mh$l^ko^$Zl$Z$

ikbfZkr$o^ab\e^$_hk$ma^$]bl\ehlnk^$h_$a^Zema-

\Zk^$Zg]$hma^k$_kZn]$l\a^f^l$bgoheobg`$

mZqiZr^k$_ng]l.$Gnlm$eZlm$r^Zk,$h_$ma^$815$g^p$

CZel^$@eZbfl$>\m$bgo^lmb`Zmbhgl$hi^g^]$[r$

ma^$A^iZkmf^gm,$680$p^k^$bgbmbZm^]$[r$ma^$

#ebg`$h_$Z$X\P"[HT$Z\mbhg.$L_$ma^l^$680$lnbml,$

495$bgoheo^]$Zee^`Zmbhgl$h_$a^Zema\Zk^$_kZn].$

>g],$Zl$bg$r^Zkl$iZlm,$ma^$[ned$h_$ma^$`ho^kg-

f^gmvl$k^\ho^kb^l$eZlm$r^Zk$h\\nkk^]$bg$X\P"[HT$

\Zl^l.$L_$ma^$'3.4$[beebhg$k^\ho^k^]$]nkbg`$

#l\Ze$r^Zk$2017,$'3.1$[beebhg$pZl$k^\ho^k^]$bg$

X\P"[HT$\Zl^l,$bg\en]bg`$'2.1$[beebhg$bg$X\P"[HT$

\Zl^l$Zee^`bg`$a^Zema\Zk^$_kZn].$Jhk^ho^k,$ma^$

gnf[^kl$Zehg^$]h$ghm$_neer$\Zimnk^$ma^$bfiZ\m$

h_$X\P"[HT$\Zl^l,$pab\a$h_m^g$[kbg`$mh$ma^$`ho-

^kgf^gmvl$Zmm^gmbhg$Zee^`Zmbhgl$h_$\hfie^q$

\hkihkZm^$pkhg`]hbg`$maZm$Zk^$[^lm$ng]^k-

lmhh]$Zg]$ng^Zkma^]$[r$bglb]^kl2$

Qa^$ln\\^ll$h_$mabl$in[eb\-ikboZm^$iZkm-

g^klabi$bl$]n^$bg$iZkm$mh$ma^$^__hkml$h_$

pablme^[ehp^k$Zmmhkg^rl.$Qa^r$aZo^$ablmhkb\Zeer$

l^ko^]$Zg$bfihkmZgm$khe^$bg$a^eibg`$pablme^-

[ehp^kl$[kbg`$ma^bk$dghpe^]`^$h_$pkhg`]hbg`$

mh$ma^$`ho^kgf^gmvl$Zmm^gmbhg,$Zg]$aZo^$

bg\k^Zlbg`er$Zelh$a^ei^]$lniie^f^gm$ma^$`ho-

^kgf^gmvl$hpg$k^lhnk\^l,$iZkmb\neZker$pa^g$bm$

\hf^l$mh$ebmb`Zmbg`$C@>$fZmm^kl$bg$pab\a$ma^$

`ho^kgf^gm$aZl$bgm^ko^g^].$Lg^$Z]]bmbhgZe$

pZr$maZm$pablme^[ehp^k$Zmmhkg^rl$\Zg$a^ei$

ikhfhm^$ma^$ln\\^ll$h_$ma^$in[eb\-ikboZm^$iZkm-

g^klabi$bl$mh$l^ko^$Zl$Z\mbo^$`Zm^d^^i^kl$h_$ma^$

X\P"[HT$ikhoblbhgl$[r$ob`hkhnler$o^mmbg`$ma^$

\eZbfl$h_$inmZmbo^$pablme^[ehp^kl$Zg]$#ebg`$

hger$mahl^$lnbml$maZm$Zk^$Z]^jnZm^er$lniihkm^]$

[r$eZp$Zg]$_Z\m.$Pn\a$ZllblmZg\^$pbee$^gZ[e^$ma^$

`ho^kgf^gm$mh$_h\nl$bml$k^lhnk\^l$hg$ma^$fhlm$

f^kbmhkbhnl$fZmm^kl,$bg\en]bg`$X\P"[HT$\Zl^l$

#e^]$[r$pablme^[ehp^kl.$

2**,!"!.**(!%#$&4%#$'!)0(1+!0-!+/1,*3012

)6)'43,5)"'/--,33))

=IZOIZM\!7IUJTM\WV$!=10$!272$!27@2

2'')"#"+''%"0B<C>;<@D"

FQKM"@XMYQLMUZ$"2PQMN"2VTWSQIUKM"?N!KMX$"3QOUQZ_"7MISZP$"@IYILMUI$"20

<WZQ!B\ZI][[$!A>$!=B0$!2@2$!272$!27@2$!224@$!27A2

2'')"#"+''%"5>9<"0B<C>;<@D"

0YYQYZIUZ"FQKM"@XMYQLMUZ"7VYWQZIS"0NNIQXY$"2PQMN"2VTWSQIUKM"?N!KMX$"
CZVU_"1XVVR"=MLQKQUM$"4IYZ"CMZI[RMZ$">H

0Z\!FMQ[[$!93$!224@%5$!224@%8

2'')"#"+''%"2<9A@;"5>9<"0B<C>;<@D"
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ICLE BOARD

Name Position Term Expires

Carol V. Clark Member 2019

Harold T. Daniel, Jr. Member 2019

Laverne Lewis Gaskins Member 2021

Allegra J. Lawrence  Member 2019

C. James McCallar, Jr. Member 2021

Jennifer Campbell Mock Member 2020

Brian DeVoe Rogers Member 2019

Kenneth L. Shigley  Member 2020

A. James Elliott Emory University 2019

Buddy M. Mears  John Marshall 2019

Dean Daisy Hurst Floyd Mercer University 2019

Cassady Vaughn Brewer  Georgia State University 2019

Carol Ellis Morgan  University of Georgia 2019

Hon. Harold David Melton Liaison 2019

Jeffrey Reese Davis  Staff Liaison 2019

Tangela Sarita King Staff Liaison 2019



GEORGIA MANDATORY CLE FACT SHEET

Every “active” attorney in Georgia must attend 12 “approved” CLE hours of instruction annually, 
with one of the CLE hours being in the area of legal ethics and one of the CLE hours being in 
the area of professionalism. Furthermore, any attorney who appears as sole or lead counsel in 
the Superior or State Courts of Georgia in any contested civil case or in the trial of a criminal 
case in 1990 or in any subsequent calendar year, must complete for such year a minimum of 
three hours of continuing legal education activity in the area of trial practice. These trial practice 
hours are included in, and not in addition to, the 12 hour requirement. ICLE is an “accredited” 
provider of “approved” CLE instruction.

Excess creditable CLE hours (i.e., over 12) earned in one CY may be carried over into the next 
succeeding CY. Excess ethics and professionalism credits may be carried over for two years. 
Excess trial practice hours may be carried over for one year.

A portion of your ICLE name tag is your ATTENDANCE CONFIRMATION which indicates the 
program name, date, amount paid, CLE hours (including ethics, professionalism and trial 
practice, if any) and should be retained for your personal CLE and tax records. DO NOT SEND 
THIS CARD TO THE COMMISSION!

ICLE will electronically transmit computerized CLE attendance records directly into the Official 
State Bar Membership computer records for recording on the attendee’s Bar record. Attendees 
at ICLE programs need do nothing more as their attendance will be recorded in their Bar 
record.

Should you need CLE credit in a state other than Georgia, please inquire as to the procedure  
at the registration desk. ICLE does not guarantee credit in any  state other than Georgia.

If you have any questions concerning attendance credit at ICLE seminars, please call:  
678-529-6688
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