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An Overview of Infection Control and Patient Safety in the Era of “Never Events”

This four part HC Topics Series: Infection Control and
Patient Safety in an Era of Never Events, examines the
history and development of patient safety and infection
control within the context of current regulations
regarding mandatory public reporting and the impact of
“never events.” This first article reviews the history of
infection control and provides an overview of the
current patient safety environment. Future articles in
the series will delve more deeply into various regulatory
and reimbursement aspects of “no pay events”;
mandatory reporting; and, the effects of current
regulation on stakeholders in the healthcare delivery
system.

The roots of infection control in healthcare date back to
medieval times when diseases, such as the bubonic
plague and smallpox, ran rampant; where surgery was
performed without anesthesia; and, earthworms and
snake flesh were used as treatments. Throughout the
centuries, the healthcare industry discovered hand
hygiene; asepsis; disinfection; and, vaccination, all
associated in evidence-based literature with decreases in
infection rates, morbidity and mortality." The concept
of a line listing of hospital infections first occurred in
the post-World War II era, but it wasn’t until the 1970s
that the National Nosocomial Infection Surveillance
System (NNIS) was created to facilitate the collection
and analysis of infection control data to create national
benchmarks.? It was in 1976 that the Joint Commission
(fka Joint Commission on Accreditation of Healthcare
Organizations) mandated that hospitals establish an
infection control program. The first time a national
reporting mechanism for hospital-acquired infections
was developed was in the mid-1980°s.® The Institute of
Medicine’s (IOM) landmark report “To Err is Human”,
published in 2000, cited several case studies and
examples of preventable medical errors in hospitals
across the country, and called for the industry “...to
break the cycle of inaction” in order to improve the
safety and quality of care delivered at hospitals. The
IOM  Report’s recommendations included the
development of both mandatory and encouragement of
voluntary public reporting efforts. * Today, despite
advances in treatment, practice, and technology across
various fields of medicine, hospitals throughout the U.S.
still struggle to reduce nosocomial infection rates and
improve other quality-driven process and outcome
measures.
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In 1995, The Joint Commission established voluntary
reporting of “sentinel events”, defined as “...unexpected
occurrence[s] involving death or serious physical or
psychological injury, or the risk thereof.”® From 2004
through 2012, almost 7,000 sentinel events were
investigated by The Joint Commission, approximately
67% of which were self-reported.® It was not until after
the publication of the IOM Report “To Err is Human”
that the U.S. began to observe agencies implementing
reporting forums and requiring tracking of various
healthcare quality metrics. In response to the request
for additional patient safety metrics, the National
Quality Forum (NQF) developed a list of 27 Serious
Reportable Events (SRE) in 2002, ranging from wrong
site surgery to patient suicide and healthcare acquired
stage 3 or 4 pressure ulcers.” This list was updated in
2006 and 2011, and currently consists of 29 SREs.?
Following the creation of SREs, Congress passed the
Deficit Reduction Act of 2005, which included a rule
that certain designated hospital-acquired infections
would be considered “no pay” events beginning on
October 1, 2008.° The Centers for Medicare and
Medicaid Services (CMS) titled these infections
Hospital Acquired Conditions (HAC), of which there are
currently 14, including: falls resulting in trauma; blood
incompatibility;  catheter-associated  urinary  tract
infections; and, various surgical site infections.’® SREs
and HACs together form a category entitled “never
events”, i.e. events that are considered to be “largely
preventable” and unacceptable in an era of growing
concern for patient safety and risk reduction.'
Additional quality indicators have been developed by
other professional organizations and national healthcare
quality associations, some of which will be discussed in
this series.

In 2005, the NNIS was revamped and renamed as the
National Healthcare Safety Network (NHSN),*? tasked
with continuing the work of NNIS in addition to
expanding the analytical and public reporting
capabilities for participating healthcare entities. Today,
NHSN is utilized by over 11,000 healthcare enterprises
across the U.S., and consumers may view reported data
on the Hospital Compare website."* In addition, many
states currently require the reporting of one or more
HAIs to NHSN. The types of interventions and
successes in infection prevention for individual states
can be viewed on the Centers for Disease Control and
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http://www.medicare.gov/hospitalcompare/?AspxAutoDetectCookieSupport=1

Prevention (CDC) website.** Consumers today can
view multitudes of healthcare data, including physician
“ratings” and several metrics related to hospital quality
and safety. In May 2013, Consumer Reports released a
report that “graded” hospitals across the U.S. on safety
measures using publicly reported quality and safety
data. Of note is that the highest score, on a 100-point
scale, was only a 74.%

Despite the growing attention on improving patient
safety and quality of care from healthcare policymakers,
providers, and consumers alike, many healthcare
facilities across the U.S. continue to struggle with the
prevention of adverse events. As noted in a 2011
Health Affairs article, “What has eluded us...is
maintaining consistently high levels of safety and
quality over time and across all health care services
and settings...Along with some progress, we are
experiencing an epidemic of serious and preventable
adverse events.”*® In November 2010, the Office of the
Inspector General released a report regarding the
incidence of “never events” among Medicare
beneficiaries, which indicated that 13.5 percent of
Medicare beneficiaries experienced an adverse event as
a hospital inpatient, 44 percent of which were
determined to be preventable.!” Of note, less than one
percent of adverse events were attributable to the NQF
SRE or CMS HAC lists,*® suggesting that despite the
recent growth in reporting of quality measures, many
potentially preventable adverse events still remain
unnoticed within the context of the current regulatory
and reimbursement environments. Subsequent articles
in this series will further describe the complexity and
challenges for infection control and patient safety within
the context of the current healthcare marketplace, and
its impact on various stakeholders in the industry.
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HEALTH CAPITAL
CONSULTANTS (HCC) is an
established, nationally recognized
healthcare financial and economic
consulting firm headquartered in
St. Louis, Missouri, with regional
personnel nationwide. Founded in
1993, HCC has served clients in
over 45 states, in providing
services including: valuation in all
healthcare sectors; financial
analysis, including the
development of forecasts, budgets
and income distribution plans;
healthcare provider related
intermediary services, including
integration, affiliation, acquisition
and divestiture; Certificate of
Need (CON) and regulatory
consulting; litigation support and
expert witness services; and,
industry research services for
healthcare providers and their
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.
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Robert James Cimasi, MHA, ASA, FRICS, MCBA, AVA, 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 Masters in Health Administration from the University of Maryland, as well as
several professional designations: Accredited Senior Appraiser (ASA — American Society of
Appraisers); Fellow Royal Intuition of Chartered Surveyors (FRICS — Royal Institute 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, the
author of several books, the latest of which include: “Accountable Care Organizations: Value Metrics
and Capital Formation” [2013 - Taylor & Francis, a division of CRC Press], “The Adviser’s Guide to
Healthcare” — Vols. I, Il & Ill [2010 — AICPA], and “The U.S. Healthcare Certificate of Need
Sourcebook” [2005 - Beard Books]. His most recent book, entitled "Healthcare Valuation: The
Financial Appraisal of Enterprises, Assets, and Services" will be published by John Wiley & Sons in
the Fall of 2013.

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 valuation and
financial analysis for hospitals and other healthcare enterprises. Mr. Zigrang
has significant physician integration and financial analysis experience, and has
participated in the development of a physician-owned multi-specialty MSO and
networks involving a wide range of specialties; physician-owned hospitals, as
well as several limited liability companies for the purpose of acquiring acute
care and specialty hospitals, ASCs and other ancillary facilities; participated in
the evaluation and negotiation of managed care contracts, performed and
\ assisted in the valuation of various healthcare entities and related litigation
support engagements; created pro-forma financials; written business plans; conducted a range of
industry research; completed due diligence practice analysis; overseen the selection process for
vendors, contractors, and architects; and, worked on the arrangement of financing.

Mr. Zigrang holds a Master of Science in Health Administration and a Masters in Business
Administration from the University of Missouri at Columbia. He is a Fellow of the American College
of Healthcare Executives, and serves as President of the St. Louis Chapter of the American Society of
Appraisers (ASA). He has co-authored “Research and Financial Benchmarking in the Healthcare
Industry” (STP Financial Management) and “Healthcare Industry Research and its Application in
Financial Consulting” (Aspen Publishers). He has additionally taught before the Institute of Business
Appraisers and CPA Leadership Institute, and has presented healthcare industry valuation related
research papers before the Healthcare Financial Management Association; the National CPA Health
Care Adviser’s Association; Association for Corporate Growth; Infocast Executive Education Series;
the St. Louis Business Valuation Roundtable; and, Physician Hospitals of America.

Anne P. Sharamitaro, Esq., is the Executive Vice President & General
Counsel of HEALTH CAPITAL CONSULTANTS (HCC), where she focuses on
the areas of Certificate of Need (CON); regulatory compliance, managed care,
and antitrust consulting. Ms. Sharamitaro is a member of the Missouri Bar and
holds a J.D. and Health Law Certificate from Saint Louis University School of
Law, where she served as an editor for the Journal of Health Law, published by
the American Health Lawyers Association. Ms. Sharamitaro has presented
healthcare industry related research papers before Physician Hospitals of
America and the National Association of Certified Valuation Analysts and co-
authored chapters in “Healthcare Organizations: Financial Management
Strategies,” published in 2008.
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