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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

DEBORAH FULLER & DAVID FULLER, ; CIVIL ACTION
As Administrators Ad Prosequendum for the Estate
of SARAH A. FULLER, Deceased, and
DEBORAH FULLER & DAVID FULLER,
Individually
2:17-cv-07877-ES-SCM

INSYS THERAPEUTICS INC., JOHN KAPOOR,
MICHAEL BABICH, ALEC BURLAKOFF,
ROCHESTER DRUG CO-OPERATIVE INC.,

JOHN DOE #1-10 (fictitious) : PLAINTIFFS’ SECOND
& ABC CORPORATION #1-10 (FICTITIOUS), /J/S/A AMENDED COMPLAINT

Plaintiffs, Deborah Fuller & David Fuller, as Administrators Ad Prosequendum for the
Estate of Sarah A. Fuller, Deceased, and Deborah Fuller and David Fuller, Individually, who
currently reside at 183 Bishop Avenue, West Berlin, New Jersey, 08091, by way of complaint
against Defendants states as follows:

JURISDICTION AND VENUE

This Court is the proper Court of Jurisdiction. All actions herein occurred in Camden
County New Jersey and the United States District Court in Camden New Jersey is the proper
venue.

PARTIES
1. Plaintiffs, Deborah Fuller & David Fuller, are the Administrators Ad Prosequendum for
the Estate of Sarah A. Fuller, Deceased, who are pursuing claims on behalf of the estate as

well as individually. A true and correct copy of the Letters of Administration is

i
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attached as Exhibit “A.”

2. Decedent, Sarah A. Fuller, who was Deborah Fuller & David Fuller’s daughter, resided at
47 West Temple Avenue, Stratford, New Jersey.

3 Decedent, Sarah A. Fuller, was born on November 30, 71983 and passed away on March
25,2016 as a result of an adverse reaction to prescription drugs, fentanyl (Subsys) and
alprazolam.

4. Vivienne Matalon, M.D. (“Dr. Matalon™), is a physician licensed in New Jersey under
number 25SMA05359600 who had been practicing in the field of internal medicine, at her
former medical practice, TLC Healthcare 2 LLC operating as TLC Healthcare , located at
2070 Springdale Road, Cherry Hill, NJ 08034. Dr. Matalon’s license to practice medicine
in New Jersey was suspended on October 21, 2016 indefinitely pending further
proceedings as a result of her treatment and reckless prescribing of numerous powerful
and lethal opioid medications to Decedent, Sarah A. Fuller as more fully set forth in the
Complaint.

5. At all relevant times hereto, Dr. Matalon was engaged in the practice of medicine as an
internist and more specifically the practice of pain management, of which she was not
board certified, utilizing opioid/opiate medications for pain, and was obliged to bring to
bear in the practice of her profession and that of pain management the professional skill,
knowledge and care in accordance with reasonably safe and accepted standards of care

within the medical community.
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6. Plaintiffs have resolved their professional liability and other claims set forth against Dr.
Matalon individually and as the Administrators Ad Prosequendum for the Estate of Sarah
Fuller.

7. Defendant, Insys Therapeutics, Inc., (“Insys”), is a Delaware Corporation with its
principal place of business and executive offices located at 444 South Ellis Street,
Chandler Arizona 85244. Insys is a pharmaceutical company that manufactures a
prescription sublingual fentanyl spray with the brand name Subsys which is marketed,
distributed, prescribed, sold, dispensed, administered and consumed throughout the
United States, including New Jersey. At all times material hereto, Defendant Insys was
acting individually and/or through its agents, servants or employees.

8. Defendant, John Kapoor, (“Kapoor™) is an individual residing in Phoenix Arizona.
Kapoor is the founder and is the largest shareholder of the Defendant, Insys. At various
times from 2012 through 2017 Kapoor held various management positions in the
company, including Executive Chairman of the Board of Directors and Chief Executive
Officer (“CEO”). Mr. Kapoor at all relevant times was a majority shareholder of Insys
stock who profited handsomely from his and other co-defendants fraud.

9. At all times relevant hereto Kapoor was personally responsible for the development,
promotion, distribution and sale of the drug Subsys throughout the United States,
including the State of New Jersey. At all times relevant hereto Kapoor was personally
responsible for directing the day to day scheme carried out by Insys to profit by using
bribes and fraud to cause the illicit distribution of Subsys.

10.  Defendant, Michael Babich, (“Babich”) is an individual residing in Scottsdale, Arizona.

—3—
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11.

12.

13.

14.

At various times relevant hereto Babich was President and CEO of the Defendant, Insys.
Babich was personally responsible for the management and direction of the development,
promotion, distribution and sale of Subsys throughout the United States, including the
State of New Jersey. Mr. Babich at all relevant times was a significant shareholder of
Insys stock who profited handsomely from his and other co-defendants fraud.

At all times relevant hereto Babich was personally responsible for directing the day to
day scheme carried out by Insys to profit by using bribes and fraud to cause the illicit
distribution of Subsys.

Defendant, Alec Burlakoff, (“Burlakoftf™) is an individual residing in Charlotte, North
Carolina. At various times relevant hereto Burlakoff held several executive management
positions at Insys, including Vice President of Sales. Burlakoff was personally
responsible for the promotion, distribution and sale of Subsys throughout the United
States, including the State of New Jersey. Mr. Burlakoff at all relevant times was a
significant shareholder of Insys stock who profited handsomély from his and other co-
defendants fraud.

At all times relevant hereto Burlakoff was personally responsible for directing the day to
day scheme carried out by Insys to profit by using bribes and fraud to cause the illicit
distribution of Subsys.

On October 24, 2017, a First Superceding Indictment was filed against seven (7) top
Insys executives on charges relating to their illegal, nationwide conspiracy of bribing
doctors and making fraudulent misrepresentations to insurers and pharmacy benefit

managers. The named Defendants include Michael Babich, Alec Burlakoff and John

.
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15.

16.

17.

Kapoor. (See First Superseding Indictment in the case of UNITED STATES OF

AMERICA v. MICHAEL L. BABICH, ALEC BURLAKOFF, MICHAEL J. GURRY,

RICHARD M. SIMON, SUNRISE LEE, JOSEPH A. ROWAN, JOHN N. KAPOOR,

Docket No. 16¢cr10343ADB attached hereto as Exhibit “B”’) and incorporated herein by
reference. Plaintiffs hereby incorporate the factual allegations and evidence cited in
Exhibit “B” as part of this complaint as though specifically set forth herein. Babich and
Burlakoff have subsequently entered guilty pleas to the allegations set forth in Ex. B.
On November 15, 2017, the State of New Jersey filed an amended Complaint against
Insys and John Kapoor in Middlesex County for violation of The New Jersey False
Claims Act, N.J.S.A. 2A: 32C-1. et seq., Consumer Fraud, as well as for other claims.

(See Amended Complaint in Christopher S. Porrino, Attorney General of the State of

New Jersey, on behalf of the State of New Jersey, v. Insys Therapeutics, Inc. a Delaware

corporation, and John N. Kapoor, attached Exhibit “C”) and incorporated herein by

reference.

Linden Care, LLC, (“Linden Care”), is a corporation/ business entity licensed as an out of
state pharmacy in New Jersey under license number 28R000043100 to dispense
prescription drugs in the state of New Jersey. Linden Care’s principal place of business
and corporate headquarters is located at 130 Crossways Park Drive, Suite 101,
Woodbury, N.Y. At all times material hereto, Defendant Linden Care was acting
individually and/or through its agents, servants or employees.

Linden Care is a “concierge pharmacy service” specializing in filling, dispensing and

shipping pain medications throughout the country via mail/commercial shipping services

- -
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18.

19.

20.

21.

and Linden Care served as the, or one of the, exclusive pharmacy dispensers of Subsys
for Defendant, Insys. Linden Care does not operate any physical retail pharmacies in
New Jersey and its main method of dispensing and shipping Subsys throughout the
country and in New Jersey w’as via Federal Express. Linden Care was an integral part of
the fraudulent schemes planned, developed and executed by Insys, Kapoor, Babich and
Burlakoff in that it would knowingly dispense Subsys to persons to whom it knew it was
not intended or approved, including Sarah Fuller. Linden care has been identified as co-
conspirator pharmacy number one (1) in the supersedes indictment United States of
America v. Michael Babich et al. attached as Exhibit “B.” Defendants have resolved their
claims against Linden Care.

Linden Care, was engaged in the practice of Pharmacology, by and through its agents and
employees who are obliged to bring to bear in the practice of their profession the
professional skill, knowledge and care which they possessed and to pursue their
profession in accordance with reasonably safe and accepted standards of Pharmacology.
The Defendant, Rochester Drug Co-Operative, Inc., (“RDC”) is a regional wholesale
drug cooperative headquartered in Rochester, New York who at all times relevant hereto,
distributed highly addictive controlled dangerous substances to independently owned
pharmacies in several states, including Linden Care.

As a distributor of controlled dangerous substances, RDC is required to operate a system
to report to the DEA suspicious orders of controlled dangerous substances pursuant to 21
C.FR. §1301.74(b).

Laurence F. Doud IIT (“Doud”) was Chief Executive Officer of RDC from 1991 until

—6—
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2017. At all times relevant hereto Doud was acting on behalf of, and as the agent, servant
and employee of RDC.

22. From May 2012 through November 2016 RDC received and filled over 1.5 million orders
for controlled dangerous substances from its pharmacy customers, including Linden Care.
During this period of time RDC reported a total of only four suspicious orders to the
DEA notwithstanding its legal obligation under the Controlled Substances Act. During
this period of time RDC failed to report at least two thousand suspicious orders of
controlled substances made by its pharmacy customers, specifically Linden Care. RDC
was one of the nation’s top dispensers of Subsys and was the exclusive dispenser of
Subsys to Linden Care.

23. On April 23, 2019, the case of United States of America v. Rochester Drug Co-Operative,
Inc., was filed in the United States District Court for the Southern District of New York
seeking injunctive relief and damages for multiple violations of their failure to report the
aforementioned suspicious activity. ( See Complaint Docket No. 1:19-cv-03568 attached
hereto as Exhibit “D”’) Paragraph 25 of the government’s complaint specifically
references RDC’s actions in reference to Linden Care. Plaintiffs hereby incorporate the
factual allegations and evidence cited in Exhibit “D” as part of this complaint as though
specifically set forth herein.

24. At all times relevant hereto, RDC, through their agents, servants and/or employees,
including but not limited to Doud, negligently, intentionally and fraudulently disregarded
federal law concerning the sale of Subsy to Linden Care and to hide the enormous sales

volume and suspicious activity concerning Subsys sales to Linden Care, solely in the

T
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25.

26.

2.

28.

29.

30.

interests of profit.

Doud and RDC intentionally ignored federal law and put the health of the general public
in grave danger, including Sarah Fuller, for their own financial benefit.

Drug distributors such as RDC serve as a major source of checks and balances within the
system of controlled dangerous substances.

Orders for controlled dangerous substances go through wholesale distributors such as
RDC and distributors are required by law to report suspicious orders to the DEA.

At all times relevant hereto RDC was fully aware that the sales of Subsys to Linden Care
were suspicious orders, illegitimate and unlawful and knowingly hid the information
from the DEA.

On April 23, 2019 Doud was charged in the United States District Court for the Southern
District of New York with conspiracy to traffic narcotics. The indictment sets forth the
specific allegations that Doud and RDC were knowingly dispensing drugs to individuals
who had no legitimate need for them. Paragraph 16 of the indictment specifically
identifies “Pharmacy 1” as one of the nation’s largest dispensers of Subsy and indicates
Doud and RDC intentionally and knowingly distributed huge amounts of Subsys to
“Pharmacy 1” knowing they were being diverted for illegitimate purposes. “Pharmacy 17
is Linden Care.

A three count criminal information charging RDC with conspiracy to distribute
controlled substances outside the scope of professional practice and not for a legitimate
medical purpose has been entered in the United States District Court for the Southern

District of New York by consent decree. (See United States of America v. Rochester

—8—
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31.

32,

33.

Drug Co-Operative, Inc. criminal information attached hereto as Ex. E) Plaintiffs hereby
incorporate the factual allegations and evidence cited in Exhibit “E” as part of this
complaint as though specifically set forth herein.

RDC has entered into Deferred Prosecution Agreement with the U.S. Department of
Justice stipulating to the facts as set forth in Ex. “E” and has accepted and acknowledged
that they are guilty of and responsible for distributing controlled substances outside the
scope of professional practice and not for a legitimate medical purpose. (See attached Ex.
F) Plaintiffs hereby incorporate the factual allegations and evidence cited in Exhibit “F”
as part of this complaint as though specifically set forth herein. William Pietruszewski,
(“Pietruszewski”) Chief Compliance Officer of RDC, has been charged with, inter alia,
conspiracy to distribute narcotics under a sealed information. Pietruszewski has admitted
his responsibility in the criminal scheme and has entered into a guilty plea and
cooperation agreement. (See Ex. G) Plaintiffs hereby incorporate the factual allegations
and evidence cited in Ex. G as though specifically set forth herein.

Linden Care dispensed Subsys to Sarah Fuller from January 7, 2015 until her death on
March 25, 2016, corresponding directly with the dates RDC has admitted they were
illegally distributing Subsys to Linden Care to be unlawfully distributed to patients not
for a legitimate medical purpose.

As a direct and proximate result of the actions of RDC a large volume of deadly Subsys
was wrongfully dispensed to Sarah Fuller resulting in the addiction, serious personal
injury and death of Sarah Fuller as set forth more fully herein.

FACTUAL CHRONOLOGY

—9—
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34.  Subsys is Transmucosal Immediate-Release Fentanyl (“TIRF”) and a Schedule II narcotic
under the Controlled Substances Act, which is an extremely dangerous, addictive, and
lethal synthetic opioid that is one hundred (100) times more powerful than morphine that
was approved in 2012 by the FDA only for “the management of breakthrough pain in
patients with cancer, 18 years or older, who were already receiving and who were already
tolerant to opioid therapy for their underlying persistent cancer pain.

35. Subsys is a liquid formation of Fentanyl to be applied under the tongue, also called a
sublingual spray. Subsys is among the most potent opioids available for human use. Its
effects, while practically indistinguishable from heroin or morphine, have a greater
potency and a shorter duration of action. Subsys is rapidly distributed to the brain, heart,
lungs, kidneys and spleen.

36. Subsys, as a TIRF drug, was restricted by and subject to the FDA’s Transmucosal
Immediate-Release Fentanyl Risk Evaluation and Mitigation Strategy program (“TIRF-
REMS”) in order to ensure that the benefits of the drug outweighed the enormous risks
associated with the drug, including but not limited to misuse, abuse, addiction and
overdose. Consequently, the FDA required Defendant Insys to submit, and ultimately
implement, a REMS strategy for Subsys called the TIRF-REMS access program.

37.  Prescribers and pharmacists/dispensers of Subsys must comply with the TIRF-REMS
requirements. Under the requirements, the prescriber and dispenser must review the
education materials regarding Subsys, pass a knowledge assessment and then certify that
he/she understands, inter alia, that Subsys is only indicated for “the management of

breakthrough pain in patients with cancer, 18 years or older, who were already receiving

~10—
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and who were already tolerant to opioid therapy for their underlying persistent cancer
pain, that the initial dosage shall be one hundred (100) micrograms, and any subsequent
increase in dosage shall only be in one hundred (100) microgram increments.

38. As more fully discussed herein, Defendants, Insys, Kapoor, Babich, Burlakoff and RDC
subverted, manipulated and violated the TIRF-REMS requirements in order to get the
medical community to prescribe Subsys for a wide range of conditions for which Subsys
was inappropriate, highly dangerous, contradicted and specifically forbidden by the FDA
solely for their own financial benefit. They have done this in Sarah Fuller’s case and have
done so regularly and systematically across the country

39.  As part of the TIRF-REMS program, healthcare professionals who engaged in prescribing
Subsys were required to submit a Patient-Prescriber Agreement Form attesting that
Subsys was only being prescribed for “the management of breakthrough pain in patients
with cancer, who were already receiving and who were already tolerant to, around the
clock opioid therapy for their underlying persistent cancer pain” and that this specific
indication was fully disclosed to the patient before initiating prescriptions for Subsys.

40.  Kapoor is a pharmaceutical entrepreneur who is well known in the pharmaceutical
industry for applying aggressive marketing tactics to increase sales. Kapoor personally
directed, oversaw and managed the fraudulent scheme of Insys by and through, among
other things, his participation in daily “update” conference calls with indicted high level
executives, receiving daily “JK” emails, weekly “JK” tracking reports, as well as being
copied and blind carbon copied on innumerable emails and correspondence specifically

describing the ongoing fraudulent scheme as specifically set forth in Exhibit “B” and

~11-
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Exhibit “C.”

41.  In 2007 Kapoor hired Babich as CEO of Insys. Babich was a wealth management
executive with little pharmaceutical experience,. Babich in turn hired Burlakoff, who had
previously worked for Cephalon, a competitor of Insys and the manufacturer of “Actiq,”
a similar Fentanyl drug approved solely for end of life cancer patients. Burlakoff was
experienced in marketing Fentanyl for off label purposes from his time at Cephalon. In
September of 2012, three months after being hired, Burlakoff was promoted to Vice
President of Sales for Insys.

42. Since the approval of Subsys in 2012, Insys, Kapoor, Babich, Burlakoff and RDC have
engaged in a wide-ranging, systematic, intentional, deceptive and reckless pattern and
practice of marketing, promoting and selling Subsys for inter alia, the treatment of pain
of patients with a wide range of conditions for which Subsys was inappropriate, highly
dangerous, contradicted, deadly and specifically forbidden by the FDA as further set forth
herein.

43. It is not uncommon in the medical community for drugs to be prescribed for off-label
purposes; however, drug manufacturers are not legally permitted to encourage or promote
the use of regulated drugs for any indications that have not been formally approved by
the FDA.

44, Insys, Kapoor, Babich, Burlakoff, and RDC blatantly disregarded this basic requirement
as a drug manufacturer and dispenser and systematically planned and successfully
executed its unlawful, false, deceptive and reckless pattern and practice of marketing,

promoting and selling Subsys for the treatment of pain of patients with a wide range of

~12—
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45.

46.

47.

conditions for which Subsys was inappropriate, highly dangerous, contradicted and
deadly. Plainly Insys, Kapoor, Babich, Burlakoff and RDC infiltrated the medical
community with lies, misinformation, kickbacks and financial rewards which led to a
large span of the medical community in the State of New Jersey to prescribe Subsys for
off-label indications for which there was no proven safe use.

Subsys is a very expensive drug for which there was great financial benefit for the
defendants to be marketed, promoted, prescribed and dispensed on a more extensive basis
than for a limited population of patients suffering breakthrough pain from malignant
cancer. In this particular case, Sarah Fuller was a recipient of Medicare and Medicare
was being billed as much as $24,405.37 per month for the Subsys prescriptions being
provided to Ms. Fuller over a fourteen (14) month period until she died.

In 2012, the first year Subsys was on the market, 4,528 prescriptions were written for
Subsys resulting in sales of $14 million and by the end of 2015 this exploded to 49,063
prescriptions written and sales of $426 million, a 3200% increase. By the end of 2014,
Subsys had gained a 40.2% share of the TIRF market and was the most prescribed brand
name TIRF drug on the market. By the end of 2015, over 80% of prescriptions for
Subsys were written for off-label unapproved indications, persons that were not
suffering from cancer and breakthrough pain that was a result of cancer.

Insys, through the deliberate unlawful actions of Kapoor, Babich, Burlakoff and RDC
achieved rapid growth through a multitude of false, fraudulent and misleading tactics.
The Defendants Insys, Kapoor, Babich and Burlakoff, at all times relevant hereto,

employed sales representatives who were instructed to, and did, target medical

sl B
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prescribers who they knew treated few, if any, cancer patients and were instructed to, and
did, specifically market the product for “breakthrough pain” instead of “breakthrough
cancer pain” and other conditions for which the drug was not approved, indicated, safe or
appropriate.

48.  Throughout its various market territories, Insys, Kapoor, Babich and Burlakoff would
obtain the prescribing records of primary care physicians, pain management physicians
and other practitioners outside of oncology to see who was prescribing opiates for general
chronic pain and then send its sales representatives to those doctors’ offices to urge them,
and at many times pay them kickbacks, to prescribe Subsys off-label for unapproved non-
cancer general pain.

49. As part of its campaign of spreading false and misleading information throughout the
medical community about indications for which Subsys could be safely prescribed and
while also misrepresenting the true dangers of the potent drug, Insys, Kapoor, Babich and
Burlakoff developed and implemented the “Speakers Program” where management and
sales personnel would recruit and pay physicians to hold seminars and spread its false and
misleading information in order to lure unsuspecting physicians into prescribing Subsys
for general pain that was not due to malignant cancer.

50.  Inaddition to targeting prescribers, Insys, Kapoor, Babich and Burlakoff specifically
instructed their sales representatives to aggressively target individual patients who were
taking opioid pain medication and convince them to switch to Subsys, regardless of
whether the patient had breakthrough cancer pain and regardless of whether doing so

would put the health of the patient at risk.

~14—
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51

32.

53.

54.

The FDA and the TIRF-REMS program required that Subsys should be used at the lowest
possible dose to treat a patient’s breakthrough cancer pain. Thus, when being prescribed
for patients with breakthrough cancer pain, its only approved and indicated usage, Subsys
was to be commenced at 100 micrograms (“mcg”) and only safely increased or “titrated”
slowly and in 100 mcg increments, but only if necessary.

The Defendants earned more money when a higher dose was prescribed, as did Insys
sales representatives, whose compensation was based largely on commission. Subsys
sales representatives were given an economic incentive to recommend a higher dose that
is contrary to the FDA guidelines and the terms of the TIRF-REMS program. Insys,
Kapoor, Babich and Burlakoff developed a compensation plan that promoted, encouraged
and rewarded their schemes of fraud by aligning sales staffs’ bonus to the strength of
Subsys they could fraudulently induce physicians to prescribe.

Insys, Kapoor, Babich and Burlakoff intentionally encouraged and mandated its sales
representatives to recommend and encourage prescribers to skip titration and prescribe a
higher dose of Subsys by representing to prescribers and patients the “effective dose” to
be between 600 mcg and 1600 mcg, instead of the lowest possible dose to manage the
patient’s pain, contrary to FDA guidelines and the mandated TIRF-REMS access
program agreement/contract.

Insys based commissions for its sales representatives on the overall dollar sale amount
and not per unit, pushing its sales force to fall in line with its scheme of promoting and
having Subsys prescribed for off-label indications at extremely dangerous dosages,

knowing this would amount to a much broader market for Subsys as well as higher
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535.

56.

profits for the company while ignoring the obvious risk posed to patients, including the
Decedent, Sarah A. Fuller.

In furtherance of its unlawful, intentional and reckless scheme in promoting and
marketing Subsys for unapproved and indications for which it was never deemed safe,
Insys, Kapoor, Babich and Burlakoff set up an entire department at Insys corporate
headquarters to defraud insurers by obtaining approval and ultimate payment for Subsys
that had been unlawfully prescribed for indications for which there was no approval and
safe and effective treatment. This department was known as the “Insys Reimbursement
Center”, (“IRC”) where the sole function was to gain prior authorization for Subsys (prior
authorization is a requirement by health insurers to physicians to justify why a certain
drug may be needed for a patient) and then ultimate payment through fraudulent
inducement from insurers for Subsys prescribed for indications for which it was not
approved nor safe.

Insys, Kapoor, Babich and Burlakoff defrauded insurers by disguising the identity and
location of the IRC with the guise that the unit was actually from the prescribing doctor’s
office, providing false information about patients’ true diagnoses, the type of pain being
treated and the patients’ previous course of treatment with other opiates that had failed.
In addition, the IRC would block the phone numbers they were calling from and
fraudulently and misleadingly inform insurers and pharmacy benefit managers that they
were calling from the office of the practitioner to fraudulently induce the granting of prior
authorization and ultimate payment for Subsys. Insys, Kapoor, Babich and Burlakoff set

up IRC working groups with high level Insys executives, including themselves, to
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monitor the IRC schemes they had planned and had executed to do whatever was needed
to succeed in duping insurers and PBMs into granting and paying for Subsys for those it
knew it was not approved nor safe.

57.  Insys, Kapoor, Babich and Burlakoff provided doctors with Insys generated Prior
Authorization forms which Insys would partially pre-populate with information and the
prescribing doctor would then complete with patient specific information with the Prior
Authorization form then going back to the IRC where the staff would do whatever it
needed to secure pre-approval and payment for Subsys for unapproved indications.

58. If Insys’ IRC unit was unable to gain approval upon its first submission of the Prior
Authorization for Subsys, Insys, Kapoor, Babich and Burlakoff would then provide
prospective patients with free product samples with the goal to get the patient
dependent/addicted to Subsys so that Insys’ IRC could later submit for approval and
payment citing the patient’s usage of Subsys.

59. Insys, Kapoor, Babich and Burlakoff were successful with their unlawful, false, deceptive
and reckless scheme and pattern of marketing and promoting Subsys for unapproved off-
label purposes and in deceiving the medical community to prescribe Subsys for
unapproved medical conditions; however, Insys, Kapoor, Babich and Burlakoff needed a
pharmacy and a wholesale distributor to turn a blind eye to what it was doing and
dispense Subsys throughout the country and Insys’ main partners to execute its scheme
during the years 2012-2016 were Linden Care and RDC.

60. As previously stated, Defendant, Linden Care, was subject to all of the terms and

conditions of the TIRF-REMS access program and also certified that it knew it could
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only fill and dispense prescriptions for Subsys for the drug’s only approved purpose,
patients experiencing breakthrough pain due to malignant cancer.

61.  Linden Care also certified that it would comply with the FDA dosage instructions in that
patients for whom Subsys was properly indicated would be started on a 100 mcg initial
dosage and increase in dosage would then be in 100 mcg increments.

62.  According to the Controlled Substances Act and New Jersey Regulations pertaining to
dispensing of controlled substances, Linden Care knew that it could not dispense Subsys
or any controlled substance without physical possession of an original prescription.

63.  Atall times relevant hereto, Linden Care ignored and subverted the terms and conditions
of the TIRF-REMS access program, by dispensing Subsys when it knew or should have
known that Sarah Fuller, did not have pain from cancer, by accepting facsimile
prescriptions and dispensing Subsys upon facsimile, by knowingly dispensing an initial
prescription of Subsys for Decedent at 200 mcg and then within thirty (30) days
dispensing Subsys for Decedent at 600 mcg, triple the initial prescription.

64. The systematic scheme and fraud of Insys, Kapoor, Babich, Burlakoff, Linden Care,
RDC, Doud and Dr. Matalon recklessly, wantonly and negligently disregarded the duty
of care owed to Sarah Fuller by engaging in practices that allowed dangerous amounts
and combinations of schedule II and schedule IV narcotics, along with Subsys, to be
prescribed and delivered without any medical justification which caused Sarah to become
addicted which then led slowly and painfully to her death.

65.  Decedent, Sarah Fuller first became a patient of Dr. Matalon and her medical practice

TLC Healthcare on or about August 13, 2014. The purpose of Sarah seeking a
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doctor/patient relationship with Dr. Matalon was for Dr. Matalon to manage the various
prescription medications that Sarah was taking for her various health conditions, i.e.,
fibromyalgia, back pain, with the goal to reduce and limit the need for the number of
medications while managing her overall heath. However, Sarah Fuller did not have
cancer nor pain from cancer.

66. At this initial consultation with Dr. Matalon, Sarah was accompanied by her parents,
Deborah and David Fuller who had explicitly explained to Dr. Matalon that Sarah had
been prescribed narcotic pain medications in the past and had become dependent/addicted
and that Sarah had now overcome that and that narcotic pain medications were not to be
part of any treatment regimen. Sarah was not taking any narcotic pain medication at the
time she became a patient of Dr. Matalon on August 13, 2014.

67.  Despite having been advised of Sarah’s prior dependency on narcotic pain medication, on
October 6, 2014, Dr. Matalon began prescribing narcotic pain medication to Sarah
beginning with prescriptions for Oxycodone 7.5 mg every 6 hours and Oxycontin 10 mg
every 12 hours.

68. At no time did Dr. Matalon ever attempt to develop any alternative treatment plan for
Sarah that did not involve the use of narcotics or make any referrals to any specialists to
develop a treatment plan to treat Sarah without the use of narcotic pain medication. From
October 6, 2014 through January of 2015, without any medical explanation and
justification, Dr. Matalon prescribed Sarah over three hundred (300) Oxycontin and 250
Percocet pills.

69. On or about January 5, 2015, at a follow up office visit in her office, Dr. Matalon
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orchestrated a “meeting” with Sarah, Sarah’s father David, Melina Ebu-Issac Spalter, a
sales representative employed by Insys and herself for the purpose of allowing the Ms.
Isaac Spalter to convince Sarah that Subsys would be beneficial to her for the treatment
of her neck and back pain. At that time, multiple material misrepresentations were made
to Sarah and her father regarding the safe and legitimate use of Subsys as well
misrepresentations as to the true and serious risks associated with the drug as she had
been trained to do by Kapoor, Babich and Burlakoff. Neither the Insys sales
representative nor Dr. Matalon informed Sarah or her father that Subsys was fentanyl and
that it was only approved and indicated for patients that were experiencing breakthrough
cancer pain from malignant cancer.

70. At this January 5, 2015 “meeting” in Dr. Matalon’s office, Insys succeeded with its
unlawful and dangerous promotion of Subsys and Dr. Matalon recklessly acquiesced and
Sarah was prescribed 200 mcg of Subsys to be sprayed under her tongue every four (4)
hours.

71.  Upon this January 5, 2015 visit, Dr. Matalon, as instructed by the Insys sales
representative, faxed the Subsys prescription to Linden Care and Linden Care
intentionally and recklessly disregarded the law and the TIRF-REMS requirements by
then dispensing a large carton of the 200 mcg Subsys which it had delivered via Federal
Express to Sarah’s doorstep.

72. Linden care was only able to carry out its part in the scheme due to the actions of the
Defendant RDC in fraudulently, negligently and willfully hiding the suspicious

prescriptions and activities of Linden Care and other actors in the scheme from being
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73.

74.

reported to the DEA contrary to federal law. RDC distributed Subsys to Linden Care
knowing it was being dispensed to patients like Sarah Fuller for illegitimate and illegal
purposes.

The fraudulent sales and other practices as described were how Insys operated
companywide and across the country as planned by and promoted by the Defendants
named herein.

On January 7, 2015, as Insys employee from the “IRC”, Jeanne Flores, called Sarah
Fullers’ Medicare PBM, Envision Rx, from the Insys headquarters in Chandler, Arizona.
The Insys representative, as she had been trained to do under the direction of Kapoor,
Babich and Burlakoff identified herself as being a member of Dr. Matalon’s staff and
fraudulently advised Envision, among other things, that Sarah Fuller needed to use
Subsys because she had cancer and was suffering from breakthrough cancer pain. The
call was blocked so Envision could not tell that the call was coming from Insys
headquarters in Arizona but the phone record since obtained shows the call was made
from Insys headquarters just as hundreds of these fraudulent phone calls were being made
each day as part of Insys companywide fraudulent schemes. As part of its regular course
of business, Envision RX recorded incoming calls for prior authorization of drugs and the
fraudulent phone call made by Ms. Flores is in the possession of Envision, Insys and

Plaintiff.
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75.

76.

77.

Twenty days later, on January 26, 2015, without any explanation and medical
justification, upon the urging of the Insys sales representative, as she had been trained to
do by Kapoor, Babich and Burlakoff and in violation of the TIRF-REMS program and
agreement, Sarah’s Subsys prescription was tripled in strength to 600 mcg., to be taken
along with the aforementioned daily doses of Percocet and Oxycontin that Dr. Matalon
had been prescribing since October of 2014. On or around this date, a second fraudulent
phone call almost identical to the first was made by Insys IRC employee, Jeanna Flores,
to Envision RX seeking a new prior authorization for the increase of Subsys to 600 mcgs.
All the same fraudulent pretenses were utilized by Ms. Flores as she had been trained,
coached and instructed by Insys, Kapoor, Babich and Burlakoff. This second call was
also recorded by Envision RX as part of its regular course of business.

Linden Care and RDC, Insys’ partners in executing its fraudulent schemes in dispensing
Subsys to those it was not intended and in dosages that were deadly, knowingly and/or
recklessly disregarded the terms and conditions of the TIRF-REMS program and filled
the prescription for and dispensed the 600 mcg of Subsys and had it shipped in a large
carton via Federal Express to Sarah’s doorstep. Linden Care needed a wholesale drug
distributor as a partner in order to carry out their illegal scheme and could not have
delivered the Subsys to Sarah Fuller without the knowing and active participation and
cooperation of RDC.

Defendant RDC was Linden Care’s partner in executing the illegal, fraudulent and
dangerous scheme by hiding the suspicious activity of Linden Care from the DEA and

ensuring that the dangerous deliveries of Subsys would be delivered to Sarah Fuller.
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78.

79.

Dr. Matalon continued the prescriptions of Subsys for Sarah, in addition to the other
narcotics, every month thereafter and Linden Care on a monthly basis would accept the
Subsys scripts via facsimile and then ship the Subsys via Federal Express to Sarah’s
doorstep. This activity continued unabated from January of 2015 up until the time of
Sarah’s death on March 25, 2016 as a direct result of the actions of RDC and Doud in
hiding the suspicious and illegal activity from the DEA and continually dispensing
Subsys to Linden Care knowing it was being dispensed by Linden Care for illegal and
illegitimate purposes.

On March 25, 2016, Sarah Fuller died due to an adverse reaction to prescription

medications, namely fentanyl (Subsys), filled and dispensed by Linden Care and RDC.

FIRST COUNT - NEGLIGENCE-WRONGFUL DEATH

Plaintiffs, Deborah Fuller and David Fuller, as Administrators Ad Prosequendum for the
Estate of Sarah A. Fuller, Deceased, and Deborah Fuller and David Fuller, Individually v.
Defendants Insys Therapeutics, Inc., John Kapoor, Michael Babich, and Alec Burlakoff

80.

81.

82.

Plaintiffs incorporate the previous paragraphs at length in this count as fully set forth
herein at length.

At the time of Decedent, Sarah A. Fuller’s death, she left surviving her mother and father,
Deborah Fuller and David Fuller, and her sister, Barbara Fuller.

At the time of Decedent, Sarah A. Fuller’s death and by reason of that wrongful death,
Plaintiffs and all surviving family members and beneficiaries have suffered pecuniary
losses and loss of household services and all are pursuing this applicable cause of action
under and by virtue of the New Jersey Wrongful Death Statute known and designated as
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83.

&4.

85.

86.

N.J.S.A. 2A:31-1through 6.
The actions of the Defendants, Insys, John Kapoor, Michael Babich, and Alec Burlakoff
as aforesaid constitute fraud, deception, misrepresentation, wantonness, negligence and
gross negligence that endangered the life, safety, health and welfare of the general public
and Sarah A. Fuller.
The grievous injuries, pain, suffering and ultimate death of Sarah A. Fuller, were caused
solely and exclusively by the negligence and other wrongful conduct of Defendants,
jointly, severally and/or individually, and/or by their agents, servants, and employees.
The lability of the Defendants is predicated upon individual acts and/or on principles of
respondeat superior and the Defendants are liable individually, jointly, severally and/or in
the alternative.
The injuries/death sustained by Decedent, Sarah Fuller, as aforesaid, were directly and
proximately caused by the negligent, careless, wanton, willful and reckless conduct of
Defendants and consisted of, but is not limited to, the following:
(a) failure to provide accurate and necessary medical information to Sarah
Fuller regarding drug side effects, including the extreme danger of
addiction and death;
(b)  failure to provide accurate and necessary medical information to health
care providers and others to lure patients into ingesting Subsys;
(©) Marketing and selling Subsys, a powerful, highly addictive, highly
dangerous and lethal drug to Sarah Fuller and the public, for off label use

when it knew Ms. Fuller did not have any condition for which Subsys was
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(d)

(e)

()

(2

(h)

()

ever intended to be used;

engaging in unlawful, deceptive, fraudulent and reckless marketing of
Subsys to Sarah Fuller knowing that her use of the product was
inappropriate, highly dangerous, contraindicated and forbidden by the
FDA;
marketing Subsys by targeting medical providers/prescribers knowing said
medical providers treated few, if any, cancer patients and specifically
marketing the product for conditions other than “breakthrough cancer
pain”, in an effort to increase sales;

using false and deceptive marketing in an effort to affirmatively mislead
the medical community, the public, health plans, as well as the Decedent,
in order to increase sales;

pre-populating TIRF-REMS documents and other Insys created forms in
order to mislead physicians into prescribing Subsys for unapproved
indications and then obtaining payment for the off-label prescriptions;
marketing, promoting and encouraging the use Subsys to Decedent
knowing she did not suffer from breakthrough cancer pain and without
regard to the extreme risk to decedent’s health and well being it posed,;
intentionally ignoring the FDA requirement mandating the lowest possible
dose for Subsys, instead promoting and encouraging a much higher and
much more dangerous “effective dose” solely to maximize profits and

commissions.
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() mandating and encouraging its salespersons to interfere with the
doctor/patient relationship and personally meet with patients, including
Sarah Fuller, and making material misrepresentations in regard to the sole
indication for Subsys and the true risks associated with the drug;

(k) paying kickbacks and other financial incentives to physicians in its
speakers program in order to have those paid speakers promote its false
and misleading information about the proper indications for Subsys and its
true risks in order to persuade the medical community to prescribe Subsys;

Q) fraudulently providing assistance to patients, physicians and pharmacies in
obtaining preauthorization and approval from Medicare and insurance
companies for payment of Subsys for the treatment of off label conditions
for which it is neither indicated nor safe..

(m) failing to warn Ms. Fuller of the true risks of Subsys and that it was never
proven safe for non-cancer related pain;

(n) instructing and training employees to mislead and deceive insurers
regarding their employment, patient diagnoses and tried and failed
medications;

(o) calling Sarah Fullers’ insurer and misrepresented that they were calling
from the office of the Decedent’s doctor and giving false information
regarding the Decedent’s diagnosis and tolerance to opioids in order to
fraudulently obtain approval for the drug.

(p) negligence/recklessness/wantonness as a matter of law.
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87. On behalf of the beneficiaries of Decedent, Deborah Fuller and David Fuller, as the
Administrators Ad Prosequendum for the Estate of Sarah A. Fuller, Deceased, and
Deborah Fuller and David Fuller, individually, claim damages for the full damages
allowed under the Wrongful Death Act and all decisional law interpreting said statute for
the pain, suffering, and inconvenience endured by Decedent prior to death, including, but
not limited to, physical pain and suffering, mental pain and suffering and the fright and
mental suffering attributed to the peril leading to Decedent's death.

WHEREFORE, Plaintiffs, Deborah Fuller and David Fuller, as Administrator Ad
Prosequendum for the Estate of Sarah A. Fuller, Deceased, and Deborah Fuller and David Fuller,
individually, demand damages and judgment against Defendant, Insys Therapeutics, Inc., John
Kapoor, Michael Babich, and Alec Burlakoff, individually, jointly, severally and/or in the
alternative, under the Wrongful Death Act, exclusive of pre-judgment interest, post-judgment
interest, costs, counsel fees and all other damages allowable by law.

SECOND COUNT - NEGLIGENCE- SURVIVAL ACTION

Plaintiffs, Deborah Fuller and David Fuller, as Administrator Ad Prosequendum for the
Estate of Sarah A. Fuller, and Deborah Fuller and David Fuller, individually v. Defendants
Insys Therapeutics, Inc., John Kapoor, Michael Babich and Alec Burlakoff

88. Plaintiffs incorporate the previous paragraphs at length in this count as fully set forth
herein at length.

89. At the time of Decedent, Sarah A. Fuller’s death, she left surviving her mother and father,
Deborah Fuller and David Fuller, and her sister, Barbara Fuller.

90. At the time of Decedent, Sarah A. Fuller’s death and by reason of that wrongful death,

Plaintiffs and all surviving family members and beneficiaries have suffered pecuniary
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losses and loss of household services and all are pursuing this applicable cause of action
under and by virtue of the New Jersey Wrongful Death Statute known and designated as
N.J.S.A. 2A:31-1through 6.

91. The actions of the Defendants, Insys, John Kapoor, Michael Babich, and Alec Burlakoff,
as aforesaid constitute fraud, deception, misrepresentation, wantonness, negligence and
gross negligence that endangered the life, safety, health and welfare of the general public
and Sarah A. Fuller.

92.  The grievous injuries, pain, suffering and ultimate death of Sarah A. Fuller, were caused
solely and exclusively by the negligence and other wrongful conduct of the Defendants,
jointly, severally and/or individually, and/or by their agents, servants, and employees.

93. The liability of the Defendants is predicated upon individual acts and/or on principles of
respondeat superior and the Defendants are liable individually, jointly, severally and/or in
the alternative.

94. The injuries/death sustained by Decedent, Sarah Fuller, as aforesaid, were directly and
proximately caused by the negligent, careless, wanton, willful and reckless conduct of
Defendant and consisted of, but is not limited to, the following:

(a) failure to provide accurate and necessary medical information to Sarah
Fuller regarding drug side effects, including the extreme danger of
addiction and death;

(b) failure to provide accurate and necessary medical information to health
care providers and others to lure patients into ingesting Subsys;

() marketing and selling Subsys, a powerful, highly addictive, highly

-28—



Case 2:17-cv-07877-ES-SCM  Document 203 Filed 07/18/19 Page 30 of 31 PagelD: 7344

(d)

(e)

®

(2

(h)

@

dangerous and lethal drug to Sarah Fuller for off label use when it knew
Ms. Fuller did not have any condition for which Subsys was ever intended
to be used;

engaging in unlawful, deceptive, fraudulent and reckless marketing of
Subsys to Sarah Fuller and the public knowing that her use of the product
was inappropriate, highly dangerous, contraindicated and forbidden by the
FDA,

Marketing Subsys by targeting medical providers/prescribers knowing
said medical providers treated few, if any, cancer patients and specifically
marketing the product for conditions other than “breakthrough cancer
pain”, in an effort to increase sales;

using false and deceptive marketing in an effort to affirmatively mislead
the medical community, the public, health plans, as well as the Decedent,
in order to increase sales;

pre-populating TIRF-REMS documents and other Insys created forms in
order to mislead physicians into prescribing Subsys for unapproved
indications and then obtaining payment for the off-label prescriptions;
marketing, promoting and encouraging the use Subsys to Decedent
knowing she did not suffer from breakthrough cancer pain and without
regard to the extreme risk to Decedent’s health and well being it posed,
intentionally ignoring the FDA requirement mandating the lowest possible

dose for Subsys, instead promoting and encouraging a much higher and
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@

(k)

M

(m)

(n)

(0)

much more dangerous “effective dose™ solely to maximize profits and
commissions.

mandating and encouraging its salespersons to interfere with the
doctor/patient relationship and personally meet with patients, including
Sarah Fuller, and making material misrepresentations in regard to the sole
indication for Subsys and the true risks associated with the drug;

paying kickbacks and other financial incentives to physicians in its
speakers program in order to have those paid speakers promote its false
and misleading information about the proper indications for Subsys and its
true risks in order to persuade the medical community to prescribe Subsys;
fraudulently providing assistance to patients, physicians and pharmacies in
obtaining preauthorization and approval from Medicare and insurance
companies for payment of Subsys for the treatment of off label conditions
for which it is neither indicated nor safe..

failing to warn Ms. Fuller of the true risks of Subsys and that it was never
proven safe for non-cancer related pain;

instructing and training employees to mislead and deceive insurers
regarding their employment, patient diagnoses and tried and failed
medications;

calling Sarah Fullers’ insurer and misrepresented that they were calling
from the office of the Decedent’s doctor and giving false information

regarding the Decedent’s diagnosis and tolerance to opioids in order to
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