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New Electroceutical Technologies May Revolutionize Medical Care

Over the past few years, there has been increasing
interest  and research in electroceuticals.’
Electroceuticals are devices that target individual nerve
fibers or specific brain circuits to treat an array of
medical conditions.? The devices modulate the neural
impulses that control many voluntary and involuntary
movements of the human body, repair lost function, and
reinstate a healthy balance.® Electroceuticals may treat
major conditions such as hypertension, diabetes,
obesity, heart failure, pulmonary disorders, and vascular
disease.” Not only could these devices treat major
conditions, they could do so in a safe, non-intrusive
manner.”> Currently, many electroceutical devices, such
as  pacemakers, defibrillators, and deep-brain
stimulators, exist on the market and harness electrical
impulses to treat various diseases.® However, currently
available electroceutical devices do not target specific
cells and are limited in their scope for expansion.’ This
Health Capital Topics article will discuss the increasing
interest in the electroceuticals industry and the potential
impact electroceuticals may have on healthcare
delivery.

Many healthcare technology innovators believe that the
electroceutical device market is ripe for expansion.
While there are electroceutical devices currently
available in today’s market, experts at GlaxoSmithKline
(GSK), the largest pharmaceutical company in the
United Kingdom, say that these devices fail to take into
account the complexities of the nervous system.® The
nervous system plays a vital role in maintaining all
aspects of physical and mental health.” Whenever there
is an infection or injury, nerves trigger reflexive
responses, or electrical impulses.'® Electrical impulses
are the language of the nervous system, in that
essentially all organs and functions of the body are
regulated through circuits made of neurons
communicating through these electrical impulses.*
These circuits are what are targeted by electroceuticals
for therapeutic intervention.'? There are already devices
on the market today that harness electrical impulses to
treat disease."® Some devices and treatments include: (1)
pacemakers and  defibrillators; (2)  deep-brain
stimulation that is used to improve the quality of life for
those with Parkinson’s disease and depression; (3)
sacral nerve stimulation to help restore some bladder
control in people with paraplegia; and, (4) vagus-nerve
stimulation which has multiple clinical benefits in
diseases ranging from epilepsy to rheumatoid arthritis.**
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Consumer devices, such as Thync, work by signaling
nerves on the head and neck to act on the brain’s
adrenaline system to activate the body’s “natural state of
energy or calm.”™ However, neural tissue is compact,
and therefore unrelated circuits often run close
together.'® Current devices activate or inhibit numerous
cells across an area broadly, which results in imprecise
clinical effects,'” since neural circuits act through very
precise electrical impulses.’® In order to successfully
treat disease, the device must precisely target a
particular nerve; a sophisticated process that is
deficiently mimicked by today’s devices.’® However,
experts believe that the stepping stones are already in
place to rise above these limitations and create devices
that will be able to artificially modulate nerves to
restore healthy patterns of signaling in neural circuits to
treat disease.”” Through multidisciplinary collaboration
and public-private funding, electroceuticals could soon
become a mainstay of medical treatment.?

In October of 2015, the Defense Advanced Research
Projects Agency (DARPA) launched the first seven
research projects of its Electrical Prescriptions
(ElectRx) program.?? The goal of this program is to
reframe the approach of modern medicine and chronic
illness by developing a closed-loop system that treats
diseases by modulating the activity of peripheral
nerves.” ElectRx consists of two Technical Areas
(TAS), labeled TA1 and TA2.%* TAL deals with the
biological  foundations  for  feedback-controlled
neuromodulation, while TA2 deals with disruptive bio-
interface technologies.”® This two-prong approach
focuses on: (1) “innovative studies of human physiology
and demonstration of novel neuromodulation strategies
in humans”; and, (2) “neural interface and biosensing
technologies that offer advanced capability for long-
term use,... and can be deployed without sr/trgery.“26
ElectRx hopes to be able to treat diseases, such as
rheumatoid arthritis, chronic pain, inflammatory
disease, and post-traumatic stress disorder, that may not
be responsive to traditional treatments.?’ DARPA has
made similar technological advancements through its
Revolutionizing Prosthetics program, which allows
people living with paralyzed or missing limbs to be able
to manipulate objects by sending signals from their
brain to robotic devices.?

Additionally, the National Institutes of Health’s (NIH)
Common Fund has started a $248 million program
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called Stimulating Peripheral Activity to Relieve
Conditions (SPARC), which is a community resource
that provides public and private research communities
with  the scientific ~ foundation to  advance
neuromodulation therapies towards precise neural
control, in order to treat diseases and conditions.?® The
SPARC  program was initiated to  support
interdisciplinary teams of researchers to ultimately
develop new minimally invasive neuromodulation
therapies.®® Similar to ElectRx, the SPARC program is
divided into multiple components, including: (1)
Functional and Anatomical Mapping of Innervation of
Major Internal Organs; (2) Next Generation Tools and
Technologies; (3) Use of Existing Market-Approved
Technology for New Market Indications; and, (4) Data
Coordination, Mapping, and Modeling Center.** These
components focus on enhancing scientific knowledge,
developing new technologies, and exploring the utility
of existing devices to address new indications of
disease.* SPARC currently has partnerships with seven
medical device companies through its New Market
Indications Initiative, which allows for the medical
device company to explore the utility of existing devices
and address potential new applications, such as sleep
apnea and heart failure.*®* Through these partnerships,
new clinical utilities of market-approved devices are
expected in the near term.** Not only is SPARC
developing new technologies, but the program is also
utilizing current market-approved devices in hopes of
achieving market approval more quickly.* GSK hopes
to act as a catalyst for electroceutical development, as
evidenced by previous efforts to incentivize innovation
in this field, including: (1) launching a funding program
in April of 2013; (2) organizing a global forum in
December of 2013 for a broader set of research on
electroceuticals; and, (3) offering a one million dollar
innovation prize to overcome a key hurdle in the field.*
If these programs are successful, dependence on
traditional drugs could be reduced, and new treatments
could be created that could be better tailored to the
needs of individual patients.*

The potential benefits of electroceuticals make these
new technologies an exciting development in the world
of medicine. In addition to being able to treat diseases
that previously were not treatable, electroceuticals may
also reduce the need for medication compliance on the
part of the patient.®® Electroceuticals could provide new
opportunities for patients to improve their quality of life
with lower side effects.*® One of the biggest challenges
associated with electroceuticals will be educating payers
about the financial benefits of electroceuticals, since
there is often a larger, one-time upfront fee for
implantables or similar devices, but there are commonly
cost savings over the course of 10-15 years.** There
may also be a need to educate a new generation of
doctors about electroceuticals.** With the incredible
complexity of the nervous system, some critics argue
that proponents of electroceuticals fail to realize the
challenges in reliably, durably, and non-disruptively
addressing a larger number of individual neurons
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without impeding their functionality.”” Today’s
electroceuticals fail to address these challenges by only
being able to provide treatment temporarily; once the
device is removed from the patient, the patient’s
symptoms instantly return.* Additionally, critics
believe that there are too many unknowns regarding the
nervous system and the risks involved are too high.*

Notably, advancements in electroceuticals may have a
significant impact on healthcare costs, if these
technologies become a mainstay of medical treatment.
Researchers generally agree that advances in medical
technology have contributed to rising healthcare costs.*®
However, whether a particular new technology will
increase or decrease health expenditures depends on
several factors, such as the new technology’s impact on
the cost of treating an individual patient, whether the
new technology supplements or becomes a substitute for
existing treatment, and whether the direct costs of the
new technology effect the use or cost of other healthcare
services such as hospital stays or physician office
visits.”® For example, a case study of a single new
technology may show cost savings per use if the new
innovation is replacing a more expensive service and
device, while an analysis of system-wide healthcare
costs may show cost increases if the new technology has
greater healthcare utilization than its predecessor.*’

With the influx of funding and research regarding the
innovation  of  electroceuticals, the field of
neuromodulation may be an important market to
monitor  within  the  healthcare  technological
environment.”® The increase in the number of clinical
trials, new products, and potential clinical applications
for neuromodulation devices is a testament to the
growing interest about electroceuticals among
clinicians, investors, and patients.”® For those patients
who have no success with traditional medical treatment,
electroceuticals may provide an alternative approach for
treatment.™  Coupling  improved  physiological
understanding with new technological capabilities could
allow clinicians to precisely manage many acute and
chronic conditions.>* While electroceutical technology
is still in the early stages of research and development,
this field could have a significant impact on healthcare
delivery in the future by revolutionizing the treatment of
many chronic and acute diseases.
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advisors. HCC’s accredited
professionals are supported by an
experienced research and library
support staff to maintain a
thorough and extensive knowledge
of the healthcare reimbursement,
regulatory, technological and
competitive environment.

© HEALTH CAPITAL CONSULTANTS

Robert James Cimasi, MHA, ASA, FRICS, MCBA, CVA, CM&AA, serves as Chief Executive
Officer of HEALTH CAPITAL CONSULTANTS (HCC), a nationally recognized healthcare financial
and economic consulting firm headquartered in St. Louis, MO, serving clients in 49 states since
1993. Mr. Cimasi has over thirty years of experience in serving clients, with a professional focus on
the financial and economic aspects of healthcare service sector entities including: valuation
consulting and capital formation services; healthcare industry transactions including joint ventures,
mergers, acquisitions, and divestitures; litigation support & expert testimony; and, certificate-of-
need and other regulatory and policy planning consulting.

Mr. Cimasi holds a Master in Health Administration from the University of Maryland, as well as several professional
designations: Accredited Senior Appraiser (ASA — American Society of Appraisers); Fellow Royal Institution of
Chartered Surveyors (FRICS — Royal Institution of Chartered Surveyors); Master Certified Business Appraiser
(MCBA — Institute of Business Appraisers); Accredited Valuation Analyst (AVA — National Association of Certified
Valuators and Analysts); and, Certified Merger & Acquisition Advisor (CM&AA — Alliance of Merger & Acquisition
Advisors). He has served as an expert witness on cases in numerous courts, and has provided testimony before federal
and state legislative committees. He is a nationally known speaker on healthcare industry topics, and is the author of
several books, the latest of which include: “Adviser’s Guide to Healthcare — 2nd Edition” [2015 — AICPA];
“Healthcare Valuation: The Financial Appraisal of Enterprises, Assets, and Services” [2014 — John Wiley & Sons];
“Accountable Care Organizations: Value Metrics and Capital Formation” [2013 - Taylor & Francis, a division of
CRC Press]; and, “The U.S. Healthcare Certificate of Need Sourcebook™ [2005 - Beard Books].

Mr. Cimasi is the author of numerous additional chapters in anthologies; books, and legal treatises; published articles
in peer reviewed and industry trade journals; research papers and case studies; and, is often quoted by healthcare
industry press. In 2006, Mr. Cimasi was honored with the prestigious “Shannon Pratt Award in Business Valuation”
conferred by the Institute of Business Appraisers. Mr. Cimasi serves on the Editorial Board of the Business
Appraisals Practice of the Institute of Business Appraisers, of which he is a member of the College of Fellows. In
2011, he was named a Fellow of the Royal Institution of Chartered Surveyors (RICS).

Todd A. Zigrang, MBA, MHA, ASA, FACHE, is the President of HEALTH CAPITAL
CONSULTANTS (HCC), where he focuses on the areas of valuation and financial analysis for
hospitals, physician practices, and other healthcare enterprises. Mr. Zigrang has over 20 years of
experience providing valuation, financial, transaction and strategic advisory services nationwide in
over 1,000 transactions and joint ventures. Mr. Zigrang is also considered an expert in the field of
healthcare compensation for physicians, executives and other professionals.

y Mr. Zigrang is the co-author of the “Adviser’s Guide to Healthcare — 2nd Edition” [2015 —
AICPA] numerous chapters in legal treatises and anthologies, and peer-reviewed and industry articles such as: The
Accountant’s Business Manual (AICPA); Valuing Professional Practices and Licenses (Aspen Publishers); Valuation
Strategies; Business Appraisal Practice; and, NACVA QuickRead. In addition to his contributions as an author, Mr.
Zigrang has served as faculty before professional and trade associations such as the American Society of Appraisers
(ASA); the National Association of Certified Valuators and Analysts (NACVA); Physician Hospitals of America
(PHA); the Institute of Business Appraisers (IBA); the Healthcare Financial Management Association (HFMA); and,
the CPA Leadership Institute.

Mr. Zigrang holds a Master of Science in Health Administration (MHA) and a Master of Business Administration
(MBA) from the University of Missouri at Columbia. He is a Fellow of the American College of Healthcare
Executives (FACHE) and holds the Accredited Senior Appraiser (ASA) designation from the American Society of
Appraisers, where he has served as President of the St. Louis Chapter, and is current Chair of the ASA Healthcare
Special Interest Group (HSIG).

John R. Chwarzinski, MSF, MAE, is Senior Vice President of HEALTH CAPITAL CONSULTANTS
(HCC). Mr. Chwarzinski’s areas of expertise include advanced statistical analysis, econometric
modeling, as well as, economic and financial analysis. Mr. Chwarzinski is the co-author of peer-
reviewed and industry articles published in Business Valuation Review and NACVA QuickRead,
and he has spoken before the Virginia Medical Group Management Association (VMGMA) and
the Midwest Accountable Care Organization Expo.

Mr. Chwarzinski holds a Master’s Degree in Economics from the University of Missouri — St.
Louis, as well as, a Master’s Degree in Finance from the John M. Olin School of Business at Washington University
in St. Louis. He is a member of the St. Louis Chapter of the American Society of Appraisers, as well as a candidate for
the Accredited Senior Appraiser designation from the American Society of Appraisers.

Jessica L. Bailey-Wheaton, Esq., is Senior Counsel of HEALTH CAPITAL CONSULTANTS (HCC),
where she conducts project management and consulting services related to the impact of both
federal and state regulations on healthcare exempt organization transactions and provides research
services necessary to support certified opinions of value related to the Fair Market Value and
Commercial Reasonableness of transactions related to healthcare enterprises, assets, and services.
Ms. Bailey is a member of the Missouri and Illinois Bars and holds a J.D., with a concentration in
Health Law, from Saint Louis University School of Law, where she served as Fall Managing Editor
for the Journal of Health Law & Policy.

Kenneth J. Farris, Esq., is a Research Associate at HEALTH CAPITAL CONSULTANTS (HCC),
where he provides research services necessary to support certified opinions of value related to the
Fair Market Value and Commercial Reasonableness of transactions related to healthcare
enterprises, assets, and services, and tracks impact of federal and state regulations on healthcare
exempt organization transactions. Mr. Farris is a member of the Missouri Bar and holds a J.D.
from Saint Louis University School of Law, where he served as the 2014-2015 Footnotes
Managing Editor for the Journal of Health Law & Policy.
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