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Physicians hold a unique position as innovators in the healthcare industry. Research suggests that more than
half of new therapeutic uses for molecular entity drugs are discovered by practicing physicians independent
of the pharmaceutical industry and academic research. The extent of physicians’ contributions to the
medical device industry is even greater: from the invention of the stethoscope in 1816 by French physician
René-Théophile-Hyacinthe Laennec to Dr. Julio Palmaz’s invention of the first balloon-expandable coronary
stents in the 1980s, physicians have contributed to the creation of most medical devices in use today.” In
2018 alone, 2,342 individual physicians received approximately $466 million in royalty and license payments
from the life sciences industry for their intellectual property (“IP”) contributions to the development of new
products and/or for the ongoing improvement of existing products.’

Financial arrangements arising from the collaboration between physicians and the life sciences industry
take many forms, including: royalty payments for the use of IP, consulting fees for product performance
assessment and/or design, funding of research, and medical education activities. While these arrangements
are not improper, they have the potential to pique the interest of regulators and whistleblowers, which stand
to reap millions of dollars in potential settlements. The stakes are high: just in the last five years, violators paid
$11.03 billion in settlements and judgments in connection with 2,340 qui tam lawsuits, $1.9 billion of which
were awarded to whistleblowers.” Given the magnitude of the potential costs and penalties associated with
litigation, it is of paramount importance for industry participants to ensure compliance with key laws in their
financial relationships.

The Anti-Kickback Statute (“AKS”) and False Claims Act (“FCA”) are key tools used by federal prosecutors
to pursue alleged kickback arrangements involving healthcare providers. The AKS is a criminal statute
that prohibits the knowing and willful payment of remuneration to induce or reward patient referrals
or the generation of business involving any item or service payable by Federal healthcare programs
(e.g., drugs, supplies, or healthcare services for Medicare or Medicaid patients).” The FCA imposes civil
liability on any person who knowingly submits, or causes the submission of, a false or fraudulent claim
to the Federal Government.® The Affordable Care Act (“ACA”) strengthened these statutes by codifying
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the Physician Payments Sunshine Act (“PPSA”). The PPSA made violations of the AKS false claims under
the FCA and modified the AKS to explicitly state that specific intent is not required for a defendant to
violate the AKS. In addition, the ACA tightened scrutiny of payments to physicians by drug and medical
device manufacturers by mandating annual reporting of all payments and other transfers of value, and any
ownership or investment interest physicians, or their immediate family members, have in their company:’
Knowingly failing to submit payment information carries civil money penalties of not less than $10,000, but not
more than $100,000, for each payment.’

A recent case involving device maker Life Spine, Inc.,” a spinal implant company, is emblematic of cases alleging
violations under both AKS and FCA. The case was brought by the Manhattan U.S. Attorney against the spinal
implant company, its CEO, and another executive, for illegally paying millions of dollars in kickbacks to surgeons
in exchange for using its products. The lawsuit claims the company aggressively recruited surgeons, who had
the potential to use a high volume of Life Spine products, to enter into agreements to serve as paid consultants.
Additionally, Life Spine offered surgeons the ability to transfer their patents/patent applications to Life Spine
in exchange for payments and promised support to bring the surgeons’ new products to market. The lawsuit
claims Life Spine tied these agreements and the associated payments - as well as the company’s continued
commitment to devote resources to the surgeons’ product development projects - to the surgeons’ usage of
Life Spine’s products.

To stave off the specter of costly litigation and avoid the potential erosion of trust between physicians and
patients, drug and medical device manufacturers must establish the commmercial reasonableness of their financial
arrangements and ensure all payments to physicians are consistent with fair market value. To this end, obtaining
an independent valuation can be beneficial in preserving public trust and ensuring that financial arrangements
between physicians and the life sciences industry comply with federal regulation.

The Income, Cost and Market valuation approaches, which are applicable to the valuation of business enterprises
or assets, are also applicable to the valuation of IP and consulting agreements. Regardless of the appropriate
valuation methodology selected for a specific assignment, a prudent professional must take into consideration
facts and circumstances related to the specific IP being valued. When assessing the value of IP, for example,
an independent valuator brings specific industry and market knowledge, an understanding of the competitive
landscape, and the level of specialization within the industry segment where the IP is being deployed. The
ultimate determination of FMV must consider the availability of specialists with similar know-how, product
development time and expected life cycle, technical characteristics of the IP, relative contributions of physicians
to overall development, the manner and timing of proposed payments, and comparable market transactions.

KEY TAKE-AWAY

Physicians hold a unique position as innovators and educators in the healthcare industry, particularly with medical
device and drug manufacturers. However, such standing carries the potential for abuse through improper financial
relationships with life sciences firms. With increased scrutiny of physician-industry relationships, it becomes
important for manufacturers to ensure compliance with the AKS, FCA, and PPSA. Industry should take care to
document the commercial reasonableness of financial arrangements and structure financial relationships in ways
that do not provide undue benefits to physicians that are in a position to generate referrals. An independent,
third party opinion of the terms of any proposed financial arrangement can be beneficial in ensuring compliance
with federal regulation. HealthCare Appraisers’ professionals have provided fair market value opinions to some
of the world’s premier life science companies as well as to individual physicians and physician-led organizations
interested in commercializing their innovations.
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