U%F JOHNS HOPKINS Opioid Industry Documents Archive
Y

University of California UNIVERSITY https://www.industrydocuments.ucsf.edu/opioids/

San Francisco

Insys Litigation Documents — Selected Case-Specific Documents

Oregon Department of Justice, in the matter of Insys Therapeutics, Inc., Notice of Unlawful
Trade Practices and Proposed Resolution (July 2015)

Oregon sent Insys a Notice of Unlawful Trade Practices and Proposed Resolution in July 2015,
and Insys signed an Assurance of Voluntary Compliance in August 2015. Oregon was the first
government entity to settle with Insys for their alleged misconduct. The settlement resolved
allegations including that Subsys was marketed in Oregon for off-label uses such as non-cancer
neck and back pain; the use of improper financial incentives to some doctors to increase
Subsys prescriptions; targeting doctors who were not qualified to prescribe the powerful drug;
and deceptively promoting Subsys for treatment of mild pain.

State of New Jersey v. Insys Therapeutics, Inc., and John N. Kapoor (October/November 2017)
In October 2017, the State of New Jersey filed suit against Insys Therapeutics, Inc., charging
that despite Subsys only having received FDA approval for the “narrow” purpose of treating
“breakthrough cancer pain” in opioid-tolerant patients, Insys unlawfully directed its sales force to
push Subsys for prescription to a broader patient population—patients suffering any type of
chronic pain—and at higher doses. In November 2017, the State of New Jersey filed an
amended complaint against Insys adding John N. Kapoor, billionaire founder of the company, as
a defendant, accusing both the company and Kapoor of endangering the public through a
greed-driven, unlawful marketing campaign designed to exponentially increase sales of Subsys
by making fraudulent claims and unlawfully incentivizing health care providers to prescribe
Subsys to an inappropriately broad array of pain patients. In January 2021, the State of New
Jersey announced an anticipated $5 million dollar settlement with Kapoor; most of the recovery
will be dedicated to fund opioid abatement purposes.

State of New York v. Insys Therapeutics, Inc. (February 2018)

New York’s suit describes how “Insys marketed Subsys with no regard to the health and safety
of patients.” Allegations include sales tactics such as promoting off-label use, minimizing the
risks of fentanyl addiction, and marketing to doctors who the company knew had previously
been arrested and charged for illegal prescribing practices; rewarding high prescribers with paid
speaking engagements; and Insys staff calling insurers and representing themselves as working
in a doctor’s office in order to get prior authorizations for prescriptions.

State of Minnesota v. Insys Therapeutics, Inc. (May 2018)

Minnesota’s complaint echoes New York’s in focusing on Insys’s practices of promoting off-label
use and paying doctors for speaker programs. This suit describes in detail how sales
representatives were instructed to “live with” and focus on individual doctors to market to, and to
press the doctors to increase the number of patients taking Subsys and to increase doses
prescribed. Salespersons’ low baseline salaries with promises of bonuses “incentiviz[ed] sales
above education on the risks and proper use of Subsys.”
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State of Maryland v. Insys Therapeutics, Inc. (September 2018)

Maryland’s complaint centers on the “thousands of violations of the Maryland Consumer
Protection Act.” The suit describes Insys’s strategies to drive prescriptions for inappropriate
patients and mislead insurance companies.

USA v. Alfonso (June 2015)

Heather Alfonso was sentenced to three years of probation for accepting $83,000 dollars in
kickbacks through Insys’s Speaker Bureau program. An advanced practice registered nurse
(APRN), Alfonso was the highest prescriber of Subsys in Connecticut, and her conduct resulted
in a loss to Medicare of more than $2.5 million dollars. In addition to probation, she was ordered
to pay full restitution, jointly and severally with other defendants convicted in the kickback
scheme.

United States v. Babich et al. (January 2019)

A federal jury convicted the founder and four Insys executives—John Kapoor, Michael Gurry,
Sunrise Lee, Joseph Rowan, and Richard Simon—of racketeering conspiracy in May 2019, per
the Racketeer Influenced and Corrupt Organizations Act (RICO). These Insys leaders were
found guilty of conspiring to bribe practitioners in various states to prescribe Subsys and to
mislead insurance providers to approve payment for the drug. Prior to the start of the trial, two
other executives, Alex Burlakoff and Michael Babich, pleaded guilty.
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