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1. INTRODUCTION

Ivor J. Benjamin, MD, FAHA, FACC
William J. Oetgen, MD, MBA, MACC
Katherine A. Sheehan, PhD

C. Michael Valentine, MD, MACC, FAHA

The 2020 American Heart Association and American
College of Cardiology Consensus Conference on
Professionalism and Ethics (2020 Consensus Con-
ference) comes at a time even more fraught than
the eras of the 3 previous meetings on the same
topics. A virulent pathogen has challenged the
physical and economic health of the entire country;
a series of tragedies have awakened a sense of so-
cial justice previously unexpressed nationally; and
the political climate rivals the divisiveness seen at
the birth of the nation.” Arguably, there could be
no better time to review and take a fresh perspec-
tive on medical ethics and professionalism in the
light of established norms and current stressors.
In addition, the American Heart Association (AHA)
and the American College of Cardiology (ACC) rec-
ognize that this important assessment should be
undertaken on a more regular basis. There should
be no more 16-year gaps.
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Building on a solid understanding of previous similar
efforts and with a firm appreciation of the obligations of
medicine’s social contract, the tenets of medical ethics,
and the principles and commitments of medical profes-
sionalism, the ACC and the AHA sponsored a confer-
ence on medical professionalism and ethics on October
19 t0 20, 2020. Multiple medical professional organiza-
tions provided valuable input. The purpose of the pres-
ent 2020 Consensus Conference is to address the prac-
tical management of professional and ethical behavior
of cardiovascular clinicians and scientists and to make
specific recommendations in light of contemporary is-
sues of professionalism and ethics. The consensus com-
mittee reviewed previously published documents and
current materials to formulate their recommendations.

1.1. Historical Perspective and Current
Plan

The AHA and the ACC have long individual and collec-
tive histories of formally addressing issues of medical
ethics and medical professionalism. The 21st Bethesda
Conference (Ethics in Cardiovascular Medicine) was
held in October 1989?; the 29th Bethesda Conference
(Ethics in Cardiovascular Medicine [1997]) was held
in October 19973; and the collaborative effort (ACC/
AHA Consensus Conference on Professionalism and
Ethics) was held inJune 20044 The specific major top-
ics and subtopics discussed in these conferences re-
flect the ethical and professional issues extant at the
time of the assemblies.

The 21st Bethesda Conference? was devoted to dis-
cussions of ethical decision making in medicine; the
relation of cardiovascular specialists to patients, other
physicians, and physician-owned organizations; the al-
location of limited resources in cardiovascular medicine;
scientific responsibility and integrity in medical research;
and the relation of cardiovascular specialists to industry,
institutions, and organizations.

Subtopics included in the 21st Bethesda Conference
discussion were the following: acting in the patient’s
interest; respecting the patient’s preferences; distribu-
tive justice; physician responsibilities to society; medi-
cal decision making; end-of-life decisions; AIDS and the
cardiovascular physician; conflicts of interest (COls) and
ethics in medical education; resource limitations and
distribution; end-of-life care; cost and efficacy of medi-
cal technology; the welfare of the individual patient
and the welfare of society; responsibilities of clinical
investigators, research objectivity, credibility, and COls;
specific physician relationships with industry (RWIs);
physician ownership of healthcare facilities; and phy-
sicians’ relationships to institutions and organizations.

The 29th Bethesda Conference® discussed external
influences on the practice of cardiology, application of
medical and surgical intervention near the end of life,
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and clinical research in a molecular era and the need to
expand its ethical imperatives.

Subtopics discussed in the 29th Bethesda Confer-
ence included managed care and the reinterpretations
of ethical standards and the concept of professional-
ism; the relationship of medical ethics and business
ethics; the application of medical and surgical interven-
tions in elderly patients; palliative care; futile care; for-
going treatment and advance care planning; physician-
assisted suicide; ethical considerations in the conduct of
clinical trials; the ethical, legal, and social implications
of the Human Genome Project; data confidentiality;
and genetic information and its implications for medi-
cal insurance.

The ACC/AHA Consensus Conference* dwelt on
codes of conduct in human subjects research (HSR);
investigator participation in clinical research; disclosure
of relationships with commercial interests and policies
for educational activities and publications; appropriate
clinical care and issues of self-referral; expert testimony
and opinions; and a code of conduct for organizational
staff and volunteer leadership.

Subtopics treated in the ACC/AHA Consensus Con-
ference were COls and proper disclosure; formal scru-
tiny of research involving huma!) subjects; confidenti-
ality in research activities; indemnification of research
activities; avoidance of bias in clinical trials; physician
self-referral; direct-to-consumer advertising; cardiovas-
cular-specialty- hospitals-and physician financial COls;
antikickback statutes; Stark laws; expert testimony in
professional liability, class action litigation, and patent
issues; and nonprofit organizational governance, man-
agement, and potential COls.

For the 3 prior ACC or ACC/AHA ethics and pro-
fessionalism conferences, there were 164 unique at-
tendees; 11.6% were identified as women, and 2.4%
were identified as Black. Twenty of the 164 attendees
were present at 2 or 3 of the conferences. Of the 164
attendees, 20 were past, present, or future ACC presi-
dents, and 13 were past, present, or future AHA presi-
dents. No attendees were identified as early career or
fellows-in-training.

In the 2020 Consensus Conference, of the 61
participating attendees, 41.2% were women, 7.9%
were Black, and 4.8% were Hispanic. Three of the 61
were present at the prior conference in 2004; 6 were
past, present, or future ACC presidents; and 4 were
past, present, or future AHA presidents. Two 2020
Consensus Conference attendees were identified as
early career, and 4 were fellows-in-training. Figure 1
shows comparative attendee demographic data for
the combined earlier conferences and for the 2020
Consensus Conference.

Figure 2 shows the academic degrees and profes-
sional representations of the attendees at the current
conference and at each of the 3 previous conferences.

TBD TBD, 2021 e3
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Figure 1. American Heart Association (AHA)/American College of Cardiology (ACC) conferences on professionalism and ethics: attendee demo-

graphics.

It is important to note that for the purpose of the
current conference, the ascendancy of the team care
paradigm in 21st century cardiovascular medicine is
recognized, and references to physicians in prior pub-
lications, by extension, include all members of the
healthcare team. In this document, the terms clinician,
practitioner, and medical professional will be used in
lieu of the term provider.

This document is a comprehensive summary of the
deliberations of the 5 task forces that made up the
2020 Consensus Conference. Throughout the prepara-
tion of this report, efforts were made to be as concise
as reasonably possible; however, because this is envi-
sioned to be a reference document, essential detail was
deliberately not euthanized for the sake of brevity.

1.2. Context Framing

These conferences have reinforced the notion that the
operative underpinning for the practice of medicine in
the United States is a set of principles of medical ethics.
These principles also form the basis for medical profes-
sionalism and what has become known in more recent

years as medicine’s social contract. Ethical medical prac-
tice is an a priori assumption of medicine’s social con-
tract, and the principles of ethics shape that contract,
giving rise to the concept of professionalism and the
rules by which that contract is implemented from the
perspective of the medical profg—;sssional.i6
The American College of Phy?c@:jgfoand the Ameri-
can Medical Association (AMA)® have codes of ethics
for physicians. The American College of Physicians’ Eth-
ics Manual provides context, for example, in reviewing
the principles of medical-ethics and-reminding us that
Medicine is not, as Francis Peabody said, “a trade
to be learned, but a profession to be entered.” A
profession is characterized by a specialized body
of knowledge that its members must teach and
expand,; by a code of ethics and a duty of service
that, in medicine, puts patient care above self-
interest; and by the privilege of self-requlation
granted by society. Physicians must individually
and collectively fulfill the duties of the profession.”
The tenets of medical ethics, the principles and com-
mitments of medical professionalism, and the specific

60% —
50% — ]
40% —
30% —
20% —

10% —

0% —

MD or MD-PhD PhD

JD RN

Bl Bethesda 21st 1989 (N=63)
[] Bethesda 29th 1997 (N=60)
Il ACC/AHA 2004 (N=68)
[l ACC/AHA 2020 (N=61)

Administration

Figure 2. American Heart Association (AHA)/American College of Cardiology (ACC) Conferences on Professionalism and Ethics: attendee academic

and professional representation.
Mean conference attendance=63.
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obligations of medicine’s social contract form the basis
of this joint AHA/ACC study of medical ethics and pro-
fessionalism in the 21st century. By way of creating a
common ground of understanding, in this introduction,
each of these 3 sets of elements is reviewed.

1.3. The Tenets of Medical Ethics

The classic ethical principles of medical practice are du-
ties based in respect for autonomy, beneficence, non-
maleficence, and justice.”®
¢ Respect for autonomy. The duty to protect and
foster a patient’s free, uncoerced choices.
¢ Beneficence. The duty to promote good and to
act in the best interest of the patient.
¢ Nonmaleficence. The duty to do no harm in every
interaction with patients.
¢ Justice. There should be fairness and equity in
health care.

1.4. The Principles and Commitments of
Medical Professionalism

The Physician Charter on Medical Professionalism was
published in 2002 as a collaboration between the
American Board of Internal Medicine Foundation, the
American College of Physicians—American Society of In-
ternal Medicine Foundation, and the European Federa-
tion of Internal Medicine.'®Both the ACC and the AHA
have officially endorsed the charter, as have >100 other
medical professional organizations across the world."
The charter contains eloguent, succinct, and action-
able expressions of the principles and commitments of
medical professionalism. Its descriptors are reproduced
here with permission.™

1.4.1. Principles of Professionalism

e Primacy of patient welfare. This principle is
based on a dedication to serving the interest of
the patient. Altruism contributes to the trust that
is central to the physician-patient relationship.
Market forces, societal pressures, and administra-
tive exigencies must not compromise this principle.

e Patient autonomy. Physicians must have respect
for patient autonomy. Physicians must be honest
with their patients and empower them to make
informed decisions about their treatment. Patients’
decisions about their care must be paramount, as
long as those decisions are in keeping with ethical
practice and do not lead to demands for inappro-
priate care.

e Social justice. The medical profession must pro-
mote justice in the healthcare system, includ-
ing the fair distribution of healthcare resources.
Physicians should work actively to eliminate dis-
crimination in health care, whether based on race,

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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sex, socioeconomic status, ethnicity, religion, or
any other social category.

1.4.2. Commitments of Professionalism

¢ Professional competence. Physicians must be
committed to lifelong learning and be respon-
sible for maintaining the medical knowledge and
clinical and team skills necessary for the provision
of quality care. More broadly, the profession as a
whole must strive to see that all of its members
are competent and must ensure that appropriate
mechanisms are available for physicians to accom-
plish this goal.

¢ Honesty with patients. Physicians must ensure
that patients are completely and honestly informed
before the patient has consented to treatment and
after treatment has occurred. This expectation does
not mean that patients should be involved in every
minute decision about medical care; rather, they
must be empowered to decide on the course of
therapy. Physicians should also acknowledge that
in health care, medical errors that injure patients
sometimes do occur. Whenever patients are injured
as a consequence of medical care, patients should
be informed promptly heCause, failure to do so
seriously compromises péf‘igh%gfcéﬂ'\cd societal trust.
Reporting and analyzing medical mistakes provide
the basis for appropriate prevention and improve-
ment strategies and for appropriate compensation
to injured parties.

o Patient confidentiality. Earning the trust and
confidence of patients requires that appropriate
confidentiality safeguards beapplied to disclosure
of patient information. This commitment extends
to discussions with individuals acting on a patient’s
behalf when obtaining the patient’s own consent
is not feasible. Fulfilling the commitment to confi-
dentiality is more pressing now than ever before,
given the widespread use of electronic information
systems for compiling patient data and an increas-
ing availability of genetic information. Physicians
recognize, however, that their commitment to
patient confidentiality must occasionally yield to
overriding considerations in the public interest (for
example, when patients endanger others).

e Maintaining appropriate relations with
patients. Given the inherent vulnerability and
dependency of patients, certain relationships
between physicians and patients must be avoided.
In particular, physicians should never exploit
patients for any sexual advantage, personal finan-
cial gain, or other private purpose.

e Improving quality of care. Physicians must be
dedicated to continuous improvement in the qual-
ity of health care. This commitment entails not
only maintaining clinical competence but also

TBD TBD, 2021 e5
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working collaboratively with other professionals
to reduce medical error, to increase patient safety,
to minimize overuse of healthcare resources, and
to optimize the outcomes of care. Physicians must
actively participate in the development of better
measures of quality of care and the application
of quality measures to routinely assess the perfor-
mance of all individuals, institutions, and systems
responsible for healthcare delivery. Physicians,
both individually and through their professional
associations, must take responsibility for assisting
in the creation and implementation of mechanisms
designed to encourage continuous improvement
in the quality of care.

Improving access to care. Medical profession-
alism demands that the objective of all health-
care systems be the availability of a uniform and
adequate standard of care. Physicians must indi-
vidually and collectively strive to reduce barriers
to equitable health care. Within each system, the
physician should work to eliminate barriers to
access based on education, laws, finances, geog-
raphy, and social discrimination. A commitment to
equity entails the promotion of public health and
preventive medicine, as well as public advocacy on
the part of each physician, without concern for the
self-interest of the physician or the profession.

A just distribution of limited finite resources.
While meeting the needs of individual patients,
physicians are required to provide health care that
is based on the wise and cost-effective. manage-
ment of limited resources. They should be com-
mitted to working with other physicians, hospitals,
and payers to develop guidelines for cost-effective
care.

Scientific knowledge. Much of medicine’s con-
tract with society is based on the integrity and
appropriate use of scientific knowledge and tech-
nology. Physicians have a duty to uphold scientific
standards, to promote research, and to create new
knowledge and ensure its appropriate use. The
profession is responsible for the integrity of this
knowledge, which is based on scientific evidence
and physician experience.

Maintaining trust by managing COls. Medical
professionals and their organizations have many
opportunities to compromise their professional
responsibilities by pursuing private gain or per-
sonal advantage. Such compromises are especially
threatening in the pursuit of personal or organi-
zational interactions with for-profit industries,
including medical equipment manufacturers,
insurance companies, and pharmaceutical firms.
Physicians have an obligation to recognize, to dis-
close to the general public, and to deal with COls
that arise in the course of their professional duties

TBD TBD, 2021
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and activities. Relationships between industry and
opinion leaders should be disclosed, especially
when the latter determine the criteria for conduct-
ing and reporting clinical trials, writing editorials
or therapeutic guidelines, or serving as editors of
scientific journals.

¢ Professional responsibilities. As members of a
profession, physicians are expected to work collab-
oratively to maximize patient care, to be respectful
of one another, and to participate in the processes
of self-regulation, including remediation and disci-
pline of members who have failed to meet profes-
sional standards. The profession should also define
and organize the educational and standard-setting
process for current and future members. Physicians
have both individual and collective obligations
to participate in these processes. These obliga-
tions include engaging in internal assessment and
accepting external scrutiny of all aspects of their
professional performance.

1.5. The Obligations of Medicine’s Social
Contract v

Medicine’s social contract is \*ar!’ agreement between
2 parties: society as a whole and medical practitio-
ners.'213 Some elements of the contract are tacit, and
some are codified in the laws and regulations govern-
ing the practice of medicine. Examples of the latter are
laws. establishing the healthcare system, educational
requirements, and licensure. The tacit elements are be-
haviors and-attitudes expressed by practitioners such as
honesty, commitment, compassion, and altruism, none
of which are concepts suitable for legislative or regu-
latory actions. Contracts—tacit or written—document
the obligations agreed to by the parties involved. The
obligations of the healthcare social contract, as delin-
eated by Cruess and Cruess,' are as follows:

1.5.1. Medical Practitioners Agree to:

¢ Fulfill the role of the healer. The healer is an
elemental and well-defined role in all human soci-
eties. Attributes of the healer include caring and
compassion; insight and self-awareness; open-
ness; respect for the healing function; respect for
patient dignity and autonomy; being fully pres-
ent and without distraction for the patient; and
accompanying the patient through the journey of
healing.™

¢ Achieve and maintain proficiency in the knowl-
edge of their area of practice. At the basic level
for initial licensure, all US states require an allopathic
or osteopathic medical degree, successful comple-
tion of a licensure examination, and between 1
and 3 years of postgraduate training.'® For license
renewal, all US states except Colorado and South

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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Dakota require continuing medical education.’”
At the higher clinical functioning level, all boards
require postgraduate training in an approved pro-
gram and successful completion of a comprehensive
examination for specialty certification. All specialty
boards provide time-limited certification, and all
require participation in a maintenance of certifica-
tion program for recent diplomates.'®
Achieve and maintain a high level of skill in
their area of practice. At the level of the medical
student, clinical skills are assessed by Step 2 (Clinical
Skills) of the United States Medical Licensing
Examination process.’” The Accreditation Council
for Graduate Medical Education (ACGME) sets skill
standards for residents and fellows-in-training.?°
For the practicing physician, fulfillment of this obli-
gation of the social contract is aspirational. There is
no formal organization or process for assessing and
documenting clinical skills beyond clinical training,
although hospital medical staff quality committees
have the responsibility of monitoring procedural
outcomes across a variety of specialties.
Provide for the patient’s needs ahead of their
own. This is the fundamental expression of altru-
ism, which is a basic tenet of all descriptions of
professionalism. The modern concept of altru-
ism is that it is not an inherent, fixed personality
trait; rather, it 'can be objectively measured and
increased by education, practice, role-modeling,
and reinforcement.?'

Provide access to needed care. Five steps have

recently been highlighted with which physicians

can advocate or act to improve access to care for
the most vulnerable of our fellow Americans:

— Ensure adequate funding of the Children’s
Health Insurance Program and retain Medicaid
expansion and implement expansion in more
states.

— Stabilize individual insurance marketplaces and
retain Affordable Care Act market reforms.

— Address physician clinical workforce shortages.

— Expand telehealth and remote patient
monitoring.

— Increase the efficiency of the existing workforce
by instituting common-sense medical liability
reforms and reducing government and insur-
ance industry regulatory burdens such as prior
authorization that detract from patient care and
increase costs.??

Behave with morality, integrity, and hon-

esty within a delineated code of ethics. Both

the ACC?® and the AHA?* have established codes
of ethics that define the values and behaviors
required of their respective members.

Be trustworthy. Patients must be confident that

physicians will act not in self-interest but in the
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interests of their patients. Avoidance of even the
appearance of a COl is the responsibility of each
physician and is a corollary to the fundamen-
tal altruistic obligation to put the patient’s needs
ahead of the physician’s own needs.?®

Show respect for patient dignity and autonomy.
Respect for the dignity and autonomy of the patient
is foundational to the practice of modern medicine.
It is the legal right of patients who are properly
informed and of sound mind to make the decisions
directing their own care. This is an important bound-
ary to practitioner autonomy in the practice of medi-
cine that is imposed by the social contract.?®

Be the source of objective information and
advice. Patients expect honesty and openness
from their physicians, although some data suggest
that this ideal is not always met.?’ It may be par-
ticularly difficult when patient injury has occurred,
but even in these difficult circumstances, for sev-
eral reasons, honesty is the best policy.?®
Promote the public good. In general, it is
expected that physicians have a responsibility to
contribute to community health-related issues
beyond their duty of provjding care to individual
patients. Research has shop/m'"emat civic-minded-
ness and participation in public roles are gener-
ally supported by practicing physicians.?® In 2020,
17 physicians were members of the 116th US
Congress (3 senators-and 14 representatives).°
Be transparent and accountable for all of
the promised elements of the contract.
Transparency and accountability are the sine qua
non of the physician’s responsibilities under medi-
cine’s social contract. This is particularly true with
respect to identifying and treating physicians who
are incompetent or are emotionally or mentally
impaired. The notion of this as an individual phy-
sician responsibility is supported by survey data,
but the actual execution of this responsibility falls
short of the ideal.*’

1.5.2. Society Agrees to:

Trust medical practitioners

Provide autonomy to medical practitioners
Allow self-regulation for medical practitio-
ners within legal boundaries

Create and maintain a healthcare system that is
— Value based

— Adequately funded

— Reasonably flexible

Allow medical practitioners to have a role in
the creation of public policy

Require that members of society accept some
responsibility for their own health
Allow monopolies with
boundaries

reasonable
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® Allow a balanced lifestyle for medical practitioners
¢ Provide rewards
— Nonfinancial rewards: respect and the presump-
tion of benignity
— Financial rewards

1.6. Organization of Writing Committee

The Consensus Conference attendees represented
the broad range of expertise in cardiovascular medi-
cine and a number of medical specialty organiza-
tions. This report summarizes the discussions and
recommendations of that conference. The writing
committee consisted of a diverse group of medical
experts, including cardiologists, internists, cardiovas-
cular team members, and a lay patient representa-
tive. The writing committee included representa-
tives from the ACC and the AHA. Appendix 1 of the
present document lists writing committee members’
comprehensive RWIs.

1.7. Document Review and Publication
Approval

This document was reviewed by 4 official reviewers
nominated by the ACC and the AHA, as well as individ-
ual content reviewers. Reviewers’ RWI information was
distributed to the writing committee and is published as
a table in this document (Appendix 2).

The recommendations set forth in this report are
those of the conference participants and do not neces-
sarily reflect the official position of the AHA and ACC.

1.8. Abbreviations

Abbreviation Meaning

ACC American College of Cardiology

ACGME Accreditation Council for Graduate Medical Education
AHA American Heart Association

AMA American Medical Association

AUC appropriate use criteria

CMS Centers for Medicare & Medicaid Services
col conflict of interest

CPG clinical practice guideline

DEIB diversity, equity, inclusion, and belonging
EHR electronic health record

GME Graduate Medical Education

HIT health information technology

HSR human subjects research

NAM National Academy of Medicine

RWI relationship with industry

SDM shared decision making

URIM underrepresented in medicine
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2. TASK FORCE REPORTS

2.1. Task Force 1: Navigating Conflicts:
RWIs and COls in Teaching and
Publications, Peer Review, Research Data,
Technology, and Expert Testimony

Co-Chairs:

Ralph G. Brindis, MD, MPH, MACC, FAHA
William H. Roach Jr, MS, JD

Authors:

Robert A. Harrington, MD, FAHA, MACC
Glenn N. Levine, MD, FACC, FAHA

Rita F. Redberg, MS, MD, FACC, FAHA
Discussants:

Bernadette M. Broccolo, JD

Adrian F. Hernandez, MD, MHS, FAHA

This task force section addresses interests a healthcare
practitioner, a researcher, or other healthcare profession-
als might have that could give rise to a potential COI
and biased decision making. These include relationships
the practitioner has with industry, academic institutions,
healthcare systems, professional organizations, research
institutions, advisory bodies, othgr entities, and other in-
dividuals in addition to their v telectual interests. A
COl is set of circumstances that Create a risk that profes-
sional judgment or actions concerning a primary inter-
est could be.influenced by a secondary interest* or that
have the appearance of having the potential to create
such a risk. A primary interest varies according to the
purpose of a professional activity, but for physicians and
researchers in their professional roles, it includes promot-
ing and protecting the welfare of patients, the integrity
of research, and the quality of medical education. Physi-
cians and researchers exercise judgment and discretion
in their work, and their primary interests are sometimes
stated as ends or goals (eg, promotion of patient wel-
fare), as obligations (eg, the physician’s obligation to pro-
mote patient welfare), or as rights (eg, the patient’s right
to have the physician promote his or her welfare).?> A
secondary interest can include not only the potential for
financial gain from financial interests such as an RWI but
also relationships between individuals (from friends and
family to students and colleagues)?® or an intellectual
interest. A 4-step process (described graphically in Fig-
ure 3) is essential to considering whether a practitioner’s
interests create a COI and, if so, effectively managing it:

1. Full disclosure of RWIs, individual relationships,
and any relevant intellectual interests, ensuring
full transparency of the endeavor;

2. Assessment of those relationships by an objec-
tive body to determine whether any disclosures
create an actual or apparent COI,

3. Management by an oversight body of any
COls in a way that protects the integrity of the
endeavor; and
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4. Oversight of the process by completely inde-
pendent organizational personnel to ensure
compliance.

This section discusses this process as it applies to as-
sociational and intellectual interests and in the context
of educational activities, publications, peer review, re-
search data, technology, and expert testimony. The
many other contexts in which an interest can cre-
ate COls are beyond the scope of this section. The
task force supports the existing relevant policies and
guidelines of the ACC and AHA, National Academy
of Medicine (NAM), ACGME, AMA, and National In-
stitutes of Health, all of which have been carefully cre-
ated and vetted,?? and makes recommendations that
merit further consideration in the implementation of
this process.

2.1.1. Recommendations Related to Disclosure
of RWIs in Educational Activities and Scientific
Publications

Disclosure of RWIs should be mandatory for educational

activities and scientific publications.

Comprehensive current RWI disclosures should be collected
2. and assessed by organizations for individuals involved in
educational activities and scientific publications.

The ACC and AHA should educate their members and
promote compliance with the applicable policies®** and
other organizational publications on RWIs as they relate to
educational activities and publications.

The ACC and AHA should have oversight bodies and per-
sonnel in place to independently and objectively assess,

4, manage, and oversee the integrity of any endeavor in ac-
cordance with applicable laws, industry standards, and best
practices.

1. Disclosure of RWIs should be mandatory for edu-
cational activities and scientific publications.
Rationale: Not all RWIs constitute a COl. For that rea-
son, the term RW/ is generally preferred over the term
COI when describing a relationship with an entity.?®
When a disclosed RWI is assessed and determined to be
an actual or apparent COI, appropriate management
of the COI can be established. Strict ACC and AHA
policies are in place for reporting RWIs in as transpar-
ent a manner as possible and assessing and managing
them so as to avoid the appearance or actual effect
of unduly influencing ACC and AHA policies, educa-
tional activities, and publications.?® Similar standards
for disclosing RWIs extend outside of publications to
cover practitioner responsibilities within healthcare or-
ganizations and governmental advisory groups, among
others. Although not unanimous, there is a reasonable
consensus that RWI data should be collected for the
12 months before such activities, a timeline consistent
with the Accreditation Council for Continuing Medical
Education’s Standards for Commercial Support for edu-

cational activities.?
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COI Compliance Program

Assessment
of Interests

Disclosure
of Interests

4 essential
components of

a conflicts of
interest

compliance
program

Oversight/
Enforcement of
Conflict Management
Plan

Management
of Interests

Guiding Principles
Process = Substance

a. All 4 Components are Essential
— Mere disclosure or reporting of interests is not enough

b. Mere presence of an interest in not enough to create a COI

c. Most COls are manageable if the Conflict Compliance Program
is effectively implemented and maintained

d. Entire process must be conducted and overseen with
complete independence

Figure 3. Conflict of interest (COI) compliance program.
Source: Bernadette M. Broccolo, Esg, McDermott Will & Emery, LLP 2020.

Current ACC/AHA policies®® state that a relevant
RWI'is present when:

e The relationship or-interest relates to the same
or similar subject matter, intellectual property
or asset, topic, or issue addressed in the docu-
ment; or

e The company or entity (with whom the relation-
ship exists) makes a drug, drug class, or device
addressed in the document or makes a drug
or device that competes for use with a product
addressed in the document; or

e The person or a household member has a reason-
able possibility of financial, professional, or other
personal gain or loss as a result of the issues or
content addressed in the document.

To what degree a particular relevant RWI might consti-
tute a COIl remains unclear,*® and the AHA and the ACC
should consider providing more specific guidance for
when an RWI becomes a COI.

2. Comprehensive current RWI disclosures
should be collected and assessed by orga-
nizations for individuals involved in educa-
tional activities and scientific publications.

Rationale: The collection and maintenance of cur-

rent RWI data at the organizational level enhance

accurate assessment of RWIs and transparent public
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disclosure to medical and lay communities when
practice-related and other documents are formulated
and published. RWIs are dynamic and require peri-
odic updating in accordance with existing ACC and
AHA mechanisms.

3. The ACC and AHA should educate their
members and promote compliance with the
applicable policies**3* and other organiza-
tional publications on RWIs as they relate to
educational activities and publications.

Rationale: All practitioners should adhere to national

organization guidance on appropriate professional

conduct with respect to RWIs. Practitioners and pro-
fessional organizations should endorse current AMA
recommendations “to preserve the trust that is fun-
damental to the patient-physician relationship and
public confidence in the profession.”3 Thus, clini-
cians should:
¢ Decline monetary or other gifts in any amount
from an entity that has a direct interest in physi-
cians’ treatment recommendations;
¢ Decline any gifts for which reciprocity is expected
or implied; and
e Accept an in-kind gift for the clinician’s practice
only when the gift:
— Will directly benefit patients, including patient
education; and
— Is of minimal value.

The 2004 “ACC/AHA Consensus Conference Report

on Professionalism and Ethics”4 addressed issues

related to relationships with commercial interests
in detail, including issues related to educational ac-
tivities and publications. In 2014,3* the Accreditation

Council for Continuing Medical Education published

detailed minimum compliance requirements for con-

tinuing medical education activities. Other organiza-
tions, including the ACGME,*” the NAM,® and the

AHA/ACC,*® have similarly updated or published

new guidance for RWIs as they relate to education

or publications. The 2004 report recommended that
the ACC and AHA develop uniform, secure databas-
es, updated yearly, containing full disclosure of RWIs
for individuals participating in ACC and AHA educa-
tional activities and scientific publications. Both or-
ganizations have done this and have developed RWI
definitions, policies, and procedures specifically as

RWIs relate to the development of guidelines, per-

formance measures, and data standards.®? Organi-

zation-specific RWI policies for other organization-
specific documents are similar to these criteria.3*4°

These policies provide helpful definitions for prac-

titioners serving as consultants, principal investiga-

tors, speakers, employees, beneficiaries of industry
grants to their institutions, and expert witnesses;
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holding equity positions in business entities; and en-
gaging in other arrangements with industry.

4. The ACC and AHA should have oversight bod-
ies and personnel in place to independently
and objectively assess, manage, and oversee
the integrity of any endeavor in accordance
with applicable laws, industry standards, and
best practices.

Rationale: A formal process with a conflict manage-
ment plan needs to be firmly in place for the manage-
ment and oversight of potential COls and RWIs. The
conflict management plan addresses, for example,
what information and to whom a COI should be dis-
closed; any needed changes in personnel or partici-
pation required; and whether the person with a COI
should be screened or blinded from certain roles in
the endeavor. The conflict management plan should
include initial and periodic compliance reports and
ongoing disclosures during the course of the en-
deavor; it should decide the need for an independent
oversight committee and determine sanctions for
compliance failures.

2.1.2. Recommendations Relaged to Associational
and Intellectual Interests g =i

An associational interest should be fully disclosed and
carefully assessed to determine whether the holder of the
interest has a COI that would disqualify the holder from
participating in an organizational activity; if participation
is allowed, a plan for managing the COI should be devel-
oped, implemented, and enforced.

An intellectual interest should be fully disclosed any time
it is relevant to the matter under consideration and care-
fully assessed to determine whether the holder of the

2. interest has a COI that would disqualify the holder from
participating in an organizational activity; if participation
is allowed, a plan for managing the COI should be devel-
oped, implemented, and enforced.

1. An associational interest should be fully dis-
closed and carefully assessed to determine
whether the holder of the interest has a COl that
would disqualify the holder from participating
in an organizational activity; if participation is
allowed, a plan for managing the COI should be
developed, implemented, and enforced.

Rationale: An associational interest is an interest that

arises from an individual's formal or informal, nonfi-

nancial participation in or relationship with an organi-
zation or an individual. For example, such an interest
can arise from the individual’s fiduciary or official re-
lationship with an organization or from a relationship
with a person who can exercise substantial influence
over the individual. These interests occur over an ex-
tremely broad landscape encompassing professional,
business, social, and personal relationships, each of
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which can create potential for bias. Although identi-
fying associational interests can be challenging, their
full disclosure promotes transparency and enhances
the ability to assess effectively the interests for COls.
Even if the assessment concludes that an association-
al interest creates no actual COl, the circumstances
of the interest may create the appearance of a COI
that will require careful management. In situations
with high risk of bias or broad clinical impact, an in-
dividual with a relevant associational COI should not
be included in the relevant decision-making group.
If the involvement of such an individual is essential
(eg, because of unique content expertise), his or her
role in the group should be limited to a nonvoting, ad
hoc consulting role or otherwise managed to prevent
biased influence.®*

2. An intellectual interest should be fully dis-
closed any time it is relevant to the matter
under consideration and carefully assessed
to determine whether the holder of the
interest has a COI that would disqualify the
holder from participating in an organiza-
tional activity; if participation is allowed, a
plan for managing the COI should be devel-
oped, implemented, and enforced.

Rationale: An intellectual interest is a strongly held

opinion, belief, or position or a strong desire to pro-

tect or advance such an opinion, belief, or position.
These interests can arise in many circumstances such
as when:
¢ A renowned scientist’s career has been based on a
particular long-held concept, hypothesis or clinical
procedure; or

e A department chair inappropriately advances or
impairs the career of another person with whom
the chair disagrees without an independent,
objective evaluation of the scientific quality or
the value of the proposed work or action; or

e An editor makes an adverse decision concerning
the publication of an article that does not align
with personal interests or beliefs but may be mis-
construed as publication bias or, contrarily, over-
promotes publications that align with the editor’s
personal beliefs.

Like associational interests, intellectual interests

can be difficult to identify, even by the individu-

als involved, and require the knowledge of disin-
terested individuals or organizations who are fa-
miliar with the holder of such interests. Despite
these obstacles, intellectual interests should be
identified, fully disclosed, and carefully assessed to
determine whether they give rise to a COIl or the
appearance of a COIl. If COls exist, they should be
carefully managed. In situations with high risk of
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bias or broad clinical impact, an individual with a
relevant intellectual COI should not be included in
the relevant decision-making group. Examples to
ensure that there is not a high risk of bias include
decisions about promotions, grants, and guideline
recommendations or editorial decisions. If the in-
volvement of such an individual is essential (eg, be-
cause of unique content expertise), his or her role
in the group should be limited to a nonvoting, ad
hoc consulting role or otherwise managed to pre-
vent biased influence.?®

2.1.3. Recommendations Related to External
Assessments of Interests

Open Payments reports of a single instance of in-kind
food and beverage of <$100 or aggregate food and bev-
erage from a company of <$500 should not generally be
labeled as an RWI or COIl.

Open Payments reports of significant payments to

an individual that are not self-reported during the
organizational vetting process should trigger an as-
sessment of this discrepancy. A formal process should
be established for such assessment and, if necessary,
management.

1. Open Payments reports (oi}'faagtngle instance of
in-kind food and beverage of£$100 or aggre-
gate food and beverage from a company of
<$500 should not generally be labeled as an
RWI or COI.

Rationale: The Physician Payments Sunshine Act requires
industry to report in the Centers for Medicare & Medic-
aid Services (CMS) Open Payments database receipt by a
practitioner of any meal provided or paid for by industry
and valued at >$10. Current ACC/AHA policy on RWIs,
as they relate to the development of guidelines, perfor-
mance measures, and data standards,? states that AHA
or American Stroke Association staff will review the
Open Payments database for any disclosures applicable
to committee members during formation of the writing
committee and every 6 months thereafter through pub-
lication. However, the ACC and AHA have established
no official policy for addressing discrepancies between
self-reported RWIs and Open Payments reports.

The existence of an external listing of payments
to physicians has presented both new opportuni-
ties and challenges in assessing RWIs. Although
the intent of the Physician Payments Sunshine Act
was to provide greater transparency for the public,
the Open Payments website provides potential ad-
ditional information beyond self-reporting that can
be used to assess RWIs. However, in some cases, re-
ported data may be inaccurate??*° but not deemed
by practitioners worthwhile in terms of time and
effort to dispute. Practitioners who wish to dispute
reported data would have to check the database
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regularly and then undertake a cumbersome and
time-consuming administrative process. Even when
accurate, it can be argued that such financial inter-
actions will not materially influence how a recipi-
ent will objectively assess and interpret clinical data
and formulate conclusions and recommendations.
Although 1 study reported a modest correlation
between the receipt of industry-sponsored meals
and prescribing patterns,*° it is still unclear to what
degree, if any, such occurrences would lead to true
bias in decision making and whether such modest
interactions constitute an RWI or COI. Furthermore,
addressing a potentially large number of such list-
ings could obscure more substantial reported finan-
cial relationships and divert attention and limited
resources from addressing those RWI discrepancies
that truly merit vetting.

In any event, the experience of some reputable
academic medical centers has shown that, regard-
less of whether incidental connections with industry
are influential, the appearance that they might be
influential is enough to create regulatory and public
relations sanctions. Therefore, the ACC, AHA, and
similar professional organizations should work with
external regulatory bodies to establish, as a matter of
law, that <$100 in value for any 1 reported RWI and
<$500 in value for RWIs with any 1 company would
not constitute a COI. It'is also acknowledged that the
effects of the number of industry-practitioner con-
tacts, independently of any actual financial support,
could potentially influence a practitioner’s behavior.
This deserves further consideration by the ACC and
AHA.

2. Open Payments reports of significant pay-
ments to an individual that are not self-
reported during the organizational vetting
process should trigger an assessment of this
discrepancy. A formal process should be estab-
lished for such assessment and, if necessary,
management.

Rationale: To assess accurately potential relevant

RWIs and COls, appropriate organizational staff

should vet significant discrepancies between what

is self-reported and what is reported on the Open

Payments website. The Open Payments data may

be inaccurate; the practitioner may not have real-

ized or remembered receiving compensation; or a

true unreported discrepancy may exist. It may be

best that the findings from such vetting are report-
ed in the forms of asterisk or supplemental appen-
dixes along with the published documents.
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2.1.4. Recommendations Related to Research,
Publication, Educational Activities, and
Implementation Ethics

Comprehensive individual and institutional RWI data
should be uniformly and carefully collected and dis-
closed for all investigators participating in HSR. For
financial COI, threshold levels should be set for allow-
ance of HSR participation based on the types of rela-
tionships and the role of the individual in the research.

All HSR should have a mechanism of completely inde-
2, pendent oversight that includes institutional review
boards and data safety monitoring boards.

All HSR, particularly clinical trials, should include a pro-
spective plan for publication of the results in a timely
fashion after completion of the project, regardless of
the results of the research.

All publications arising from HSR should be fair and
balanced presentations of the available data and
should be accompanied by a transparent and complete
listing of all authors’ roles in the research. Authorship
4. for all HSR should follow the recommendations and re-
quirements of the International Committee of Medical
Journal Editors. Any individual compensated to draft
or edit a publication should be listed either as a coau-
thor or in the acknowledgments section of the article.

The dissemination of knowledge through educational
programming, when following formal continuing

5. medical education formatSias well as nonregulated
programming, should be Hgyegg"?:é;é'gnusing the best
available science and evidence.

Both institutions and physicians should separate dis-
cussions with patients about philanthropy from con-
versations and decision making concerning a patient’s
6. clinical care so that patients receive medically neces-
sary care and the care delivery is not influenced by a
patient’s financial means or whether a patient does or
does not make a gift.

1. Comprehensive individual and institutional RWI
data should be uniformly and carefully collected
and disclosed for all investigators participating in
HSR. For financial COI, threshold levels should be
set for allowance of HSR participation based on
the types of relationships and the role of the indi-
vidual in the research.

Rationale: Clinical research, especially that dealing with

diagnostic tests and therapeutic agents, is often funded

by businesses that manufacture drugs and medical devic-
es. Biases arising from RWIs may exist in the design and
implementation of clinical trials to evaluate the potential
risks and benefits of medical products. Understanding
these biases and the perspective of the investigators can
help in the interpretation of the published study reports.

At some threshold of financial or intellectual COls, the

real or perceived biases should limit an individual’s role

in a clinical research project, especially in an investigator
role that interacts directly with human subjects.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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2. AIlHSR should have a mechanism of completely
independent oversight that includes institu-
tional review boards and data safety monitor-
ing boards.

Rationale: HSR is performed using an ethical framework

intended to protect individual participants’ rights. Thus,

it is critical that all HSR has independent, conflict-free
oversight mechanisms to ensure the safety of individu-
als and the integrity of the research. This oversight is
the fourth element of an effective COI compliance pro-
gram and should include institutional review boards
and data safety monitoring boards as part of an institu-
tion’s overall compliance effort. All HSR should be sub-
ject to this oversight, and most HSR, especially studies
of therapeutic interventions, should have a prestated
safety and monitoring plan that functions indepen-
dently of the investigators and the research sponsor.

Particular care should be taken when an industry spon-

sor is involved in HSR, including clinical trials of medi-

cal products being studied for possible commercial use.

Appropriate safeguards must be in place to protect the

integrity of the research from data manipulation, in-

cluding falsification and removal of study information.

Appropriate policies and procedures concerning data

integrity should be prospectively stated and periodically

monitored for compliance.

3. All HSR, particularly clinical trials, should
include a prospective plan for publication of
the results in a timely fashion after completion
of the project, regardless of the results of the
research.

Rationale: An essential component in the ethical con-
duct of all HSR is the unwavering commitment to
transparently disseminate knowledge through public
presentation and publication in peer-reviewed jour-
nals. Plans for publication should proceed whether
the trial results in positive, neutral, or negative find-
ings because all HSR should be considered potentially
informative. Consideration of the timing of public
disclosure of HSR results may be influenced by intel-
lectual property concerns and financial reporting obli-
gations, but these issues cannot supersede the ethical
obligation for sharing knowledge and full transpar-
ency in public results reporting.

4. All publications arising from HSR should be fair
and balanced presentations of the available
data and should be accompanied by a transpar-
ent and complete listing of all authors’ roles in
the research. Authorship for all HSR should fol-
low the recommendations and requirements of
the International Committee of Medical Journal
Editors. Any individual compensated to draft or
edit a publication should be listed either as a
coauthor or in the acknowledgments section of
the article.
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Rationale: There should be a full disclosure of HSR re-
sults that follows a prospective plan for statistical analy-
ses and the reporting of results, including according to
prespecified primary, secondary, and exploratory end-
points. Authorship for all HSR should follow the rec-
ommendations and requirements of the International
Committee of Medical Journal Editors, as defined in its
document, “Recommendations for the Conduct, Re-
porting, Editing, and Publication of Scholarly Work in
Medical Journals.”4!' Neither guest nor ghost author-
ship is appropriate in HSR publications. Guest authors
have not participated, in any meaningful way, in the
conduct of the research or in the presentation and
publication of the results. Ghost authors, who are not
listed as actual authors on a publication, can some-
times draft or write substantial portions of a publica-
tion and are frequently compensated medical writers
who were not involved in the conduct of the research.
The ethical approaches maintained in traditional pub-
lications should also be adhered to in nontraditional
communications such as social media platforms, blog
posts, podcasts, and radio and television.

5. The dissemination of knowledge through edu-
cational programming, gwhen, following for-
mal continuing medical ‘education formats as
well as nonregulated programming, should be
developed using the best available science and
evidence.

Rationale: Limiting bias and publicly disclosing poten-

tial biases are critical steps toward providing educa-

tional programming that is fair and based on the best
available scientific evidence. Although not all educa-

tional programming is intended to be delivered in a

regulated environment, similar concepts should still

apply so that the consumers of all educational pro-
gramming find it trustworthy.

6. Both institutions and physicians should sep-
arate discussions with patients about phi-
lanthropy from conversations and decision
making concerning a patient’s clinical care so
that patients receive medically necessary care
and the care delivery is not influenced by a
patient’s financial means or whether a patient
does or does not make a gift.

Rationale: Patient philanthropy is an importance source

of support for healthcare institutions. The AMA Council

on Ethical and Judicial Affairs states:
If they do not shift the focus of the patient-physician
relationship away from the patient’s welfare and
are conducted in @ manner that respects patients
dignity and rights, and benefits of the community,
solicitation activities can constitute an appropriate
use of physicians’ influential role in society.*

A survey of US patients found that “83% strongly

agreed or agreed that physicians talking with their
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patients about donating may interfere with the pa-
tient-physician relationship.”“® The ethical practitioner
must acknowledge the inherent vulnerability of pa-
tients and the importance of trust in the patient-prac-
titioner relationship. To minimize the risk of potential
interference in the patient-clinician relationship, fur-
ther donor solicitation ideally should be immediately
relegated to the institution’s development division.
The presence of patient philanthropy should not un-
dermine obligations to ensure equity in the healthcare
experiences of all patients, independently of their fi-
nancial means.

2.1.5. Recommendations Related to Peer Review
and Grant Study Sections

Peer review of publications is a cornerstone of the pro-
cess of advancing science and clinical medicine through
1. the dissemination of knowledge. Therefore, members of
the science community should participate in peer review
as an important service responsibility.

It is critically important to declare financial or nonfinan-
cial secondary interests before agreeing to review a man-
uscript. Disinterested journal editors should put those
competing interests into context and balance the need to
have the reviewer’s expertise against the inherent biases
in those competing interests.

Peer reviewers should be fair and balanced in their cri-
tiques, mindful of their own biases, and timely in their
reviews. Strict confidentiality throughout the entire

3. review process, beginning with the invitation phase and
extending throughout the review and grant notifica-
tion period, is critical for fairness and trust in the grant
review system.

Scientists and laypeople invited to participate in a grant
study section should be aware of policies of the grant-
4. ing agency on RWIs and COls and disclose all relevant
secondary interests to responsible grant administrators
before accepting the responsibility to serve.

Reviewers who have been accepted to participate in a
grant study section should follow the granting agency’s
policies governing secondary interests throughout the
review process, including reporting new secondary in-
terests that might arise during their period of service on
that study section.

1. Peer review of publications is a cornerstone of
the process of advancing science and clinical
medicine through the dissemination of knowl-
edge. Therefore, members of the science com-
munity should participate in peer review as an
important service responsibility.

Rationale: Science and clinical medicine advance
through discovery, dissemination of knowledge, and
the implementation of that knowledge in an applied
way. Key to this system is peer review in the publication
process. Peer review protects the integrity of science by
independently reviewing the details of scientific discov-
ery as part of the editorial process. Scientists, clinicians,
and scholars should participate in peer review as part of
their service to the community.
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2. It is critically important to declare financial or
nonfinancial secondary interests before agree-
ing to review a manuscript. Disinterested
journal editors should put those competing
interests into context and balance the need to
have the reviewer’s expertise against the inher-
ent biases in those competing interests.

Rationale: Trust in the peer-review system helps main-

tain the integrity of medical and scientific publications.

Authors need to trust that reviewers approach their

work with transparency and fairness, and readers need

to know that editors exercised unbiased judgment and
considered and resolved any relevant secondary inter-
ests of authors and reviewers before accepting and pub-
lishing the manuscript. Financial interests might include
research funding, consulting compensation, or equity
from sponsors or competing sponsors of the submitted
work. Nonfinancial interests (associational or intellectu-
al) can be more difficult to identify. Editors have a duty
to consider and weigh the inherent biases in these in-
terests throughout the review process and to determine
what minority percentage of potentially biased review-
ers may be needed to achieve a high level of expertise
in the review committee. Additienal unbiased peer re-

viewers might be necessary tQipravide balance and a

fair process.

3. Peer reviewers should be fair and balanced in
their critiques, mindful of their own biases, and
timely in their reviews. Strict confidentiality
throughout the entire review process, begin-
ning with the invitation phase and extending
throughout the review and grant notification
period, is critical for fairness and trust in the
grant review system.

Rationale: All reviewers should be aware of the be-
liefs and biases they bring to their critique of submit-
ted scientific manuscripts, abstracts, or other scholarly
submissions and of the need to be fair and balanced
in their reviews. Timeliness in the review process is as
critical as attention to confidentiality until the submit-
ted work is made public. Reviewers should not use the
insights gained from prepublication reviews to further
their own interests, particularly their own research, or
efforts from interested third parties, including any med-
ical product companies from which a reviewer receives
research funding or consulting fees.

4. Scientists and laypeople invited to participate
in a grant study section should be aware of
policies of the granting agency on RWIs and
COls and disclose all relevant secondary inter-
ests to responsible grant administrators before
accepting the responsibility to serve.

Rationale: A competitive research grants system depends

on the willingness of fellow scientists and laypeople to
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provide critical review and appraisal of submitted appli-
cations so that the most meritorious work receives fund-
ing. The integrity and fairness of the process require that
reviewers approach their task free of personal, profes-
sional, or institution relationships that may be considered
COls. Each granting agency has policies and procedures
for the disclosure and management of potential COls
before acceptance of a role on a grant study section.
Typically, professional research administrators handle
assessment of these disclosures, adhering to applicable
policies. Disclosures of highly complex individual or in-
stitutional interests may require the oversight of higher-
level managers in the institution’s compliance program.

5. Reviewers who have been accepted to partici-
pate in a grant study section should follow the
granting agency’s policies governing second-
ary interests throughout the review process,
including reporting new secondary interests
that might arise during their period of service
on that study section.

Rationale: Because trust is critical in a merit-based grant

review process, it is important to be proactive in declar-

ing any COI that might develop during the tenure of a

grant study section.

2.1.6. Recommendations Related to Expert
Testimony and Opinions

Organizations should maintain requirements for ethical,
1. truthful, clear, science-grounded, and conflict-free expert
medical testimony in civil and criminal litigation.

Organizations should establish a practical mechanism for
conducting single-specialty or multispecialty prospective
peer review of proposed expert medical testimony in
civil and criminal litigation.

1. Organizations should maintain requirements
for ethical, truthful, clear, science-grounded,
and conflict-free expert medical testimony in
civil and criminal litigation.

Rationale: The AHA and ACC have established eth-
ics standards that apply to expert testimony given by
their members, volunteers, and employees.?* These
standards help to promote and maintain expert tes-
timony that supports the fair and equitable admin-
istration of justice. The consensus among medical
professional organizations is that medical opinions
rendered in civil and criminal litigation should have
the characteristics set out in Table 1.4444> Profes-
sional organizations should continue to support
these standards and sanction members who fail to
meet them.

2. Organizations should establish a practical
mechanism for conducting single-specialty or
multispecialty prospective peer review of pro-
posed expert medical testimony in civil and
criminal litigation.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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Table 1. Characteristics of Effective Expert Testimony in Civil and
Criminal Litigation

Truthful and furthers the cause of justice

Fair, accurate, and impartial without advocacy for any party to the litigation

Rendered by a physician who is board certified within his or her area of prac-
tice, has a valid, unrestricted license to practice, is actively engaged in that
area of practice, and is an acknowledged expert in the area in question

Limited only to matters within the physician’s clinical specialty and expertise

Objective and scientifically based

Based on all relevant documentation

Rendered in accordance with generally accepted standards of practice at
the time in question

Willing to be provided to plaintiffs and prosecutors or defendants

Provided for reasonable compensation not contingent on the outcome of
the case

Clarity as to whether testimony is offered as the physician’s individual opin-
jon or as the position of a professional association or other organization

If provided on behalf of a professional association or other organization,
free of any COIs

COl indicates conflict of interest.

Rationale: How can the ACC, AHA, and other pro-
fessional organizations more vigorously promote ef-
fective expert testimony in ciwil and criminal litiga-

merican

tion? Despite general agreéf@hﬁg;cggln the necessary
characteristics of ethical expert testimony, mislead-
ing, unscientific, and unethical testimony still oc-
curs.*- Trial judges are responsible for determining
whether the underlying reasoning or methodology
of the expert testimony is scientifically valid and can
be applied properly to the facts at issue.**° How-
ever, judges do not have the necessary knowledge to
make such a determination independently. Therefore,
professional associations and independent review or-
ganizations need an effective method of assessing
whether expert testimony supports the cause of jus-
tice and enables a judge to make an informed ruling
concerning its admissibility. Although several profes-
sional organizations have established procedures for
retrospective peer review of expert testimony given
by their members, such review occurs only on the
filing of a complaint with the organizations’ ethics
or disciplinary committees.®" Any damage or injus-
tice incurred by a party to the litigation as a result
of inappropriate testimony at trial will have occurred
already and is not likely to be remedied. Therefore,
a posttrial determination that a breach of ethics oc-
curred or that the expert in question was incompe-
tent to testify will not further the cause of justice in
that case. A prospective peer review that is tailored
to the requirements of the case in question and ap-
plies the same discipline and reliability that is firmly
established in rigorous medical research funding
and publication procedures would provide a useful
avenue to higher-quality testimony and to better in-
formed judicial decisions concerning the admissibility
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Table 2. Benefits of Prospective Review of Expert Testimony

Introduces accountability that courts are unable to provide

Disciplines scientific evaluation throughout the trial

Promotes the quality of science introduced in court

Emphasizes quality control rather than retrospective sanctions for experts

Safeguards justice

Promotes appropriate, fair dispute settlements that can prevent injustice

Reduces grounds for appeals

Enables multidisciplinary peer review

If provided on behalf of a professional association or other organization, is
free of any COls

COl indicates conflict of interest.

of expert opinions and would generate the benefits
noted in Table 2. If the facts of the case present com-
plex scientific questions requiring multiple experts, a
multidisciplinary prospective peer review of proposed
testimony would achieve greater sophistication, ac-
countability, and efficiency in the trial process.>?

2.2. Task Force 2: Diversity, Equity,
Inclusion, and Belonging: Optimizing
Cardiovascular Health Care, Research,
and Education Through Equity

and Respect and Eliminating Bias,
Discrimination, Harassment;"and‘Racism

Co-Chairs:

Pamela S. Douglas, MD, MACC, FAHA
lleana L. Piiia, MID, MIPH, FACC, FAHA
Authors:

Emelia J. Benjamin, MD, ScM, FAHA, FACC
Megan Coylewright, MID, MPH, FACC
William J. Oetgen, MD, MBA, MACC
Jorge F. Saucedo, MD, MBA, FACC, FAHA
Discussants:

Keith C. Ferdinand, MD, FACC, FAHA
Sharonne N. Hayes, MD, FACC, FAHA
Athena Poppas, MD, FACC, FAHA

Although aspects of medical ethics and professionalism
often focus on patient care, injustices in the medical
profession and in society require increased attention to
the quality of the workforce, including how profession-
als interact with each other. A growing appreciation of
the essential importance of diversity in achieving excel-
lence and recognition of the widespread prevalence
and consequences of a range of behaviors and ineg-
uities from implicit bias, to discrimination and harass-
ment, to structural sexism and racism demands action.
When present, these can negatively affect education,
science, patient care, and public health, as does the
absence of diversity. Issues of health equity and social
justice are discussed in Task Force 4 of this conference

e16  TBDTBD, 2021

2020 AHA/ACC Consensus Conference Report on Professionalism and Ethics

(Patient Autonomy, Privacy, and Social Justice in Health
Care). Task Force 2 considers professional and career
aspects of diversity, equity, inclusion, and belonging
(DEIB), as well as related systematic inequalities in treat-
ment, power, and resources of individuals and groups.
[t must be recognized that this separation is somewhat
artificial and that the tenets and solutions for DEIB and
health equity are tightly and inextricably linked.

Underrepresentation and inequalities are pervasive
in today’s cardiovascular world. They have been created
and are sustained by structural factors, organizational
practices, individual interactions, and cultural beliefs.
The impact of even severe forms of sexism, racism, ha-
rassment, and discrimination on individuals and organi-
zations pales compared with the far more devastating
and enduring effects of centuries of institutional and
structural injustice in medicine. Structures, cultures,
and systems need to be reconfigured to address all as-
pects of DEIB (Figure 4)>3 to effectively reduce dispari-
ties, to empower marginalized groups, and to eliminate
injustice. In addition to ensuring DEIB within their own
ranks, professional societies such as the ACC and AHA
and the conveners of this conference have a unique
voice and authority, with responslblllty for guiding the
profession overall. ) ten

Foundational to these concerns is the need to
achieve diversity within the cardiovascular workforce
and its leadership to better reflect and represent
the patients and populations served. The cardiology
workforce includes proportions of women and Black,
Hispanic, and Native American individuals that are
lower than in the US population; there has been little
improvement in the past decade.>® The ACC, AHA,
and other organizations recognize the fundamental
need to "“benefit from a diversity of backgrounds, ex-
periences and perspectives in leadership, cardiovas-
cular healthcare delivery, business, education and sci-
ence.”® The current lack of diversity limits the ability
to address the “diverse health needs of cardiovascular
patients and populations...by cardiovascular clinicians
sensitive to and prepared to meet the unique needs
of their gender, cultural, racial and ethnic and other
dimensions of diversity.”>®

The current ACC Code of Ethics®® and Diversity and
Inclusion Governance principles (internal document)
and AHA's Code of Ethics and Nondiscrimination Pol-
icy’* and contract terms for research awardees (and
their institutions) include strong statements proscribing
discrimination, harassment, or retaliation, requiring re-
spect, equitable treatment, and “a culture of openness,
trust, and integrity.”*® The recommendations of Task
Force 2 serve to supplement and augment these docu-
ments while strongly emphasizing the positive aspects
of inclusion and belonging. The recommendations call
for constructive, affirming change because this pro-
vides the best possible basis for eliminating negative

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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Figure 4. Integration and alignment of components of diversity, equity, inclusion, and belonging.

Org indicates organization. Data derived from Burnett.>

behaviors and systems and their consequences and is
a requirement for a culture of inclusion and belonging
(Figure 5). Achieving personal and social justice in car-
diovascular health, medicine, and science requires indi-
viduals to fully value each other and for institutions to
fully value each person.

Diversity and respect are essential elements in com-
batting negative behaviors such as harassment and
discrimination but are insufficient. It is also crucial to
address entrenched structural inequities such as sex-
ism and racism. These inequalities, or indeed any sys-
tematic or structural inequity, are systems that config-
ure opportunity and label worth and accomplishment
according to certain characteristics (skin color and sex,
among others) that unfairly advantage some individu-
als and communities and unfairly disadvantage oth-
ers. These systems are present in our institutions and
societal norms, as well as interpersonal interactions,
and they weaken our entire community. Most impor-
tant to these recommendations, they are amenable to
modification and dismantling.>” This document may
serve as an initial step for larger, sustained efforts by
the ACC and AHA, as well as the entire cardiovascular
community.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963

2.2.1. DEIB: General Concepts

Diversity is the recognition that variety in race, ethnicity,
sex, and other characteristics brings the top talent and
experience necessary to advance the art and science of
cardiovascular health.

DEIB are collectively and individually essential to excel-
2. lence and therefore must be incorporated into all strategic
decisions in education, clinical care, research, and business.

Immediate DEIB goals are to:

¢ Achieve diversity in trainees, workforce, and leadership;
3. ¢ Ensure freedom from bias, discrimination, and harassment;
¢ Ensure equity, inclusion, and belonging; and

¢ Eliminate structural racism and sexism.

The existence and perpetuation of bias and structural
racial, ethnic, sex, and other inequities throughout the

4. cardiovascular community must be recognized and ac-
knowledged as a problem, and change must be embraced
and incentivized as vital to mission.

Efforts to address DEIB must be leader led and evidence
based and use a systems approach to change that is tied
to measurable outcomes. Efforts must use quality im-
provement principles and be well resourced and visible,
with transparent sharing of progress and best practices
(see Section 2.2.4.).

1. Diversity is the recognition that variety in race,
ethnicity, sex, and other characteristics brings
the top talent and experience necessary to
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advance the art and science of cardiovascular

health.

Rationale: Diversity goes beyond skin color, race, eth-
nicity, and sex to include age, socioeconomic back-
ground, disability status, gender identity, sexual
orientation, religion, and class, among others. Diver-
sity requires inclusion of individuals with varied “back-
grounds, experiences, and perspectives in leadership,
cardiovascular healthcare delivery, business, education,
and science”? who bring a range of perspectives and
approaches.

Rigorous quantitative and qualitative assessments
of institutional diversity are required to attain excel-
lence, and deliberate strategies to improve representa-
tion may reduce discrimination, cultural marginaliza-
tion, and denial of access. At present, quantification
of dimensions of diversity and the use of targets for
equity are warranted to correct current severe dispari-
ties and to address the urgent need to increase repre-
sentation. These strategies neither imply nor require
any compromise in competence or quality, either in
individuals or in the cardiovascular workforce. In fact,
the opposite is true; efforts to include more diverse
individuals are an important opportunity to improve
the entire workforce by adopting contemporary ho-
listic review approaches.®® It is also an opportunity
to challenge inherently flawed definitions of quality,
including those based on biased instruments such as
standardized testing, and to ensure recognition of im-
portant characteristics such as cultural competency,
empathy, and communication, some of which may be
exemplary among women and those who-are under-
represented in medicine (URIM). Recognition of poten-
tial for achievement is also critical to evaluating talent
in those who have experienced systematic exclusion
arising from pervasive structural discrimination, sex-
ism, and racism in society and medicine.

2. DEIB are collectively and individually essential
to excellence and therefore must be incorpo-
rated into all strategic decisions in education,
clinical care, research, and business.

Rationale: Substantial evidence in business, medicine, and

science shows that diversity is associated with improved

individual, team, and organizational performance.*® Di-

versity is also associated with improved science: Author

racial and ethnic diversity increased impact by up to 11%

across >9 million publications and by up to 48% across

>6 million scientists.®%6" A recent review of the education,
healthcare, and business sectors revealed that diversity

(including race, ethnicity, sex, and age) improved clinical

and educational outcomes, organizational strategy, effec-

tive communications, innovation, and financial metrics.%?

Without embracing DEIB, a center cannot claim true excel-

lence. Because diversity adds value to all sectors of health

care, ignoring it will greatly weaken the community.
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3. Immediate DEIB goals are to:
¢ Achieve diversity in trainees, workforce, and
leadership;
¢ Ensure freedom from bias, discrimination, and
harassment;
¢ Ensure equity, inclusion, and belonging; and
¢ Eliminate structural racism and sexism.
Rationale: Constructive, affirming change requires em-
phasis on the positive aspects of inclusion and belonging
as the best possible basis for eliminating negative behav-
iors and systems and their consequences. Deliberately
removing institutional and individual barriers and ad-
dressing structural injustice are elemental,> yet an envi-
ronment of genuine respect and concern for others is not
sufficient to eliminate sexism and racism. Comprehensive
and enduring solutions require achievement of inclusion
and belonging, as well as diversity and equity (Figure 4).

4. The existence and perpetuation of bias and
structural racial, ethnic, sex, and other inequi-
ties throughout the cardiovascular community
must be recognized and acknowledged as a
problem, and change must be embraced and
incentivized as vital to mission.

Rationale: Recognizing the existence of structural ineg-

uities, acknowledging them to be a problem, and rec-

onciling past and present harms are essential in build-
ing an equitable future.®3%4 To this end, the Association
of American Medical Colleges recommends these es-
sential initial steps: appreciate the historical context and
true impact of exclusionary practices on current-day

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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institutions; refuse to blame individuals for these in-
equities but rather look to the failure of institutional
support; and recognize the importance of intentionality
and deconstruction of structures, governance, policies,
practices, and embedded norms and values that sustain
inequities.®

5. Efforts to address DEIB must be leader led and
evidence based and use a systems approach to
change that is tied to measurable outcomes.
Efforts must use quality improvement prin-
ciples and be well resourced and visible, with
transparent sharing of progress and best prac-
tices (see Section 2.2.4.).

Rationale: DEIB are not easily achieved, yet there are

examples of successful interventions (Table 3). The Na-

tional Academies of Sciences, Engineering, and Medi-

cine note the following requirements for success:
1) committed leadership at all levels; 2) dedicated
financial and human resources; 3) a deep under-
standing of institutional context; 4) accountability
and data collection—especially as a tool to inform
and incentivize progress, and 5) adoption of an
intersectional approach that explicitly addresses
challenges faced [by those] who encounter multi-
ple, cumulative forms of bias and discrimination.”’

To hold leaders and their organizations accountable,

meaningful DEIB metrics must be developed, mea-

sured, and reported across all educational, clinical, and
scientific activities.

2.2.2. Specific Accountabilities and Special Groups

Cardiovascular clinical, academic, organizational, and
specialty society leadership and organizations must be
held accountable for institutional culture and for visibly
championing, working toward, and achieving DEIB.

Individuals must openly value DEIB and be role models
in actively working to mitigate implicit bias and to elimi-

2. R 7 . L
nate unprofessional behaviors, sexism, and racism in
their interactions and work environments.
Educators have a special responsibility to ensure diversity
3 among those entering the cardiovascular community

and to eliminate bias, sexual harassment, and racism in
schools and training programs.

Senior educators, clinicians, researchers, and leaders
must provide professional development, mentorship, and
4. sponsorship at all career stages for marginalized indi-
viduals who are URIM and for women, recognizing biases
toward the more familiar, visible achiever.

The presence and inclusion of women and other individu-
als who are URIM among students, trainees, and leader-
ship are particularly critical and therefore merit special
attention.

1. Cardiovascular clinical, academic, organiza-
tional, and specialty society leadership and
organizations must be held accountable for
institutional culture and for visibly champion-
ing, working toward, and achieving DEIB.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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Rationale: "Uninformed leadership...that lacks the inten-
tionality and focus to take the bold and aggressive mea-
sures needed” is an important factor in limiting success.”!
Leaders in cardiovascular medicine must ensure that they,
personally, and their organizations, institutionally, provide
a sense of belonging for all, not just in words but in spe-
cific actions.”? They are responsible for actively question-
ing the influence of racism and sexism throughout their
organizations and for working to dismantle them. Recom-
mended actions include exploring organizational structure,
setting clear expectations for behavior, identifying areas of
vulnerability, creating structures to encourage reporting of
events, and establishing accountability policies that include
those in positions of power. Organizations may consider
establishing policies and enforcing them by board-level
reviews and tying rewards (eg, compensation, promotion)
to adherence, with sanctions (eg, compensation reduction,
demotion, termination) for nonadherence.”

2. Individuals must openly value DEIB and be role
models in actively working to mitigate implicit
bias and to eliminate unprofessional behaviors,
sexism, and racism in their interactions and
work environments. 7

Rationale: Each individual is respo\thibLgijpr understanding

and mitigating their own biases ~asﬁoc%1ﬂ°ensuring that all

personal and observed behaviors and language are con-
sistent with DEIB. Biased behaviors carry negative conse-
guences to those targeted and their colleagues.” The spe-
cific circumstances in cardiology (White, male dominated;
male normative models and values; historical tolerance for
harassment and exclusionary behaviors; hierarchical lead-
ership) are well-documented risk factors for harassment,
which leads to less engagement and higher attrition. Vis-
ibly practicing allyship, including expanding affirmation
behaviors such as “upstander” interventions and active
implementation of DEIB policies,’* is essential to mov-
ing DEIB from private to public support. Individuals have

a duty to inform, educate, and advocate, ensuring that

policy makers, regulators, and legislators promote DEIB in

public policy and support efforts that advance DEIB (eg,
public education and removing legislative barriers).

3. Educators have a special responsibility to
ensure diversity among those entering the car-
diovascular community and to eliminate bias,
sexual harassment, and racism in schools and
training programs.

Rationale: It is especially important for cardiovascular ed-

ucators to ensure the diversity of those coming into the

field. Innovative recruitment strategies successfully de-

ployed by other specialties to attract top talent from di-

verse backgrounds must be considered, including short-

ening the duration of training by integrating residency
and fellowship.” Cardiovascular educators must also live
the values of medical professionalism that they espouse
to their students. Unfortunately, the current experience
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Examples of Evidence-Based Interventions to Enhance DEIB in Academia

Author Study sample

Intervention

Outcomes

Cluster-randomized trial
of a sex bias intervention
in 92 departments of divi-
sions at the University of
Wisconsin—Madison

Carnes et al,®®
2015

Trained participants in evidence-based sex bias-breaking ap-
proaches, including stereotype replacement, counterstereo-
typic imaging, individuating, perspective taking, and increas-
ing opportunities for contact with underrepresented groups

Significant improvements in:

Self-efficacy to engage in sex equity—promot-
ing behaviors (P=0.01)

Self-reported action to promote sex equity
(P=0.07)

Greater fit (P=0.02)
Valuing their research (P=0.02)

Comfort in addressing professional conflicts
(P=0.03)

OSUCOM, 140 medical
school admissions commit-
tee members

Capers et al,*’
2017

All members took the Black/White IAT before the admissions
cycle; 100 (71%) recorded their impressions at the end of
the cycle

All groups had significant levels of implicit
White preference:

Faculty (d = 0.82) and men (d = 0.70) had
largest bias

48% Endorsed awareness of their individual
results when interviewing candidates

21% Reported knowledge of IAT influenced
admissions decisions

Class that matriculated post-IAT exercise most
diverse in OSUCOM’s history

Zucker School of Medicine
and Northwell Health, 119
faculty and staff

Roswell, et
al,%¢ 2020

Piloted 60-min microaggressions workshop, 20-min VR rac-
ism experience, group reflection

76 (68%) Participants completed postwork-
shop survey:

95% Stated VR enhanced their empathy
86% Stated session enhanced their empathy
for racial minorities

67% Stated ﬁgelr communication approaches
would chahgje!/ Heart

e
Association.

Johnson et
al,% 1998

University of Pennsylvania,
undergraduate, GME,
faculty

Undergraduate: premedical enrichment program

Medical student: counseling, research development, clinical
course enhancements

GME trainees and faculty: training in research methods,
mentoring, teaching skills, and scientific writing skills

Increased the number of underrepresented
minority faculty by 32% in 4 y and created
an environment conducive to the professional
growth and development of minority faculty

Grisso et al,”
2017

University of Pennsylvania,
all female assistant professors

27 Departments randomized to a multifaceted intervention:
1) Professional development of female assistant professors
2) Changes at the department and division levels through

Decline in work hours despite similar in-
creases in academic productivity (“working
smarter”)

faculty-led task forces

3) Engagement of institutional leaders

Greater benefit for those with PhDs than
those with MDs

DEIB indicates diversity, equity, inclusion, and belonging; GME, Graduate Medical Education; IAT, Implicit Association Test; OSUCOM, Ohio State University College

of Medicine; and VR, virtual reality.

of trainees is too often marred by dismissive and chal-
lenging behaviors, harassment, and exclusion, particu-
larly for women and others who are URIM. Cardiovascu-
lar educators must address their own behaviors, must be
well versed in the literature detailing these challenges,’®
and must use best practices to remedy past injustices and
avoid future occurrences. Academic institutions need to
support educators with structured programs for under-
standing and rectifying their own behaviors and to be
allies to combatting these behaviors in their colleagues.

4. Senior educators, clinicians, researchers, and
leaders must provide professional development,
mentorship, and sponsorship at all career stages
for marginalized individuals who are URIM and
for women, recognizing biases toward the more
familiar, visible achiever.

Rationale: Professional development programs, long

proven to be important facilitators for career advance-

ment, are essential to the success of women and those

e20  TBDTBD, 2021

who are URIM.”” Although it is invaluable for senior
leaders to provide personal mentorship and sponsorship
for women and those who are URIM, structured men-
toring programs supporting those who are URIM and
women at all career stages are necessary. Mentors and
sponsors must live the values of medical professionalism
that they espouse to their students and mentees.

5. The presence and inclusion of women and other
individuals who are URIM among students,
trainees, and leadership are particularly critical
and therefore merit special attention.

Rationale: Diversity of trainees is essential to reflect so-

ciety, the population, and therefore talent. It is the only

mechanism by which the face of the cardiovascular
community can be changed over time. Without more
diverse individuals in the pipeline and a clearer pathway
to success, there cannot be a change in the workforce.

At present, both male and female internal medicine resi-

dents are dissuaded from choosing cardiology careers

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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by perceptions that the profession does not offer stable
hours or a family-friendly environment’s; this culture must
change to continue to attract top talent. Diverse leaders
are essential as champions of DEIB, for spearheading
change, and as role models and mentors. DEIB efforts
will not be successful unless led from the top. Failure to
address the underrepresentation of marginalized groups
in leadership may transmit unintended messages with a
hidden curriculum of contradictory actions.”®

2.2.3. Eradicating Bias, Harassment, Structural
Racism, and Structural Sexism, Including Sexual
Harassment

Microaggressions, bias, discrimination, and harassment
are toxic to the cardiovascular community and must

be intentionally eliminated by adopting the deliberate
strategies and accountabilities in this document.

The entire cardiovascular community is responsible for
recognizing and being accountable for eliminating overt
and subtle structural racism as vital to the mission and
excellence of institutions.

Excellence cannot be achieved without DEIB; therefore,
the entire cardiovascular community is responsible and
3. accountable for eliminating structural sexism and re-
ducing and preventing sexual harassment by adopting
deliberate strategies to ensure equity for all.

1. Microaggressions, bias, discrimination, and
harassment are toxic to the cardiovascular
community and must be intentionally elimi-
nated by adopting the deliberate strategies
and accountabilities in this document.

Rationale: In an ACC study’ of US cardiologists, 65% of
women and 23% of men reported experiencing discrimi-
nation.”® This and other actions are known to be highly
detrimental, particularly to historically marginalized car-
diovascular practitioners, including women and racially
or ethnically underrepresented people.®® Cardiovascular
workplace and educational culture and climate must be
assessed qualitatively and quantitatively and improved
continuously with evidence-based, data-driven methods.
Microaggressions, defined as commonplace verbal or be-
havioral slights or indignities that communicate hostile,
derogatory, or negative attitudes, should be dealt with in
the moment, which often requires training and practice.
Macroaggressions, including bias, discrimination, and
harassment, have multiple contributing factors and may
benefit from root-cause analyses to identify and rectify
the contributing systemic failings.”? Addressing harass-
ment at academic societies and meetings is feasible®!
and is particularly relevant to the ACC and AHA.

2. The entire cardiovascular community is respon-
sible for recognizing and being accountable for
eliminating overt and subtle structural racism as
vital to the mission and excellence of institutions.

Rationale: While recognizing the adverse impact of inter-

personal discrimination, it is as important to address his-

torically rooted and culturally reinforced inequities that are
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systematically maintained.®? Institutions must have specific,
adequately resourced programs that examine all institu-
tional structures and policies and procedures and rectify
them to eliminate structural racism. These efforts must be
accomplished in partnership with those who are URIM. The
National Anti-Racism Coalition suggests that action in the
following domains is required: conversation and naming
of racism; education and learning from others’ successes;
liaison and partnerships (including at the community level);
organizational self-examination and commitment to excel-
lence; policy and legislation; and science and publications.>

3. Excellence cannot be achieved without DEIB;
therefore, the entire cardiovascular community
is responsible and accountable for eliminating
structural sexism and reducing and prevent-
ing sexual harassment by adopting deliberate
strategies to ensure equity for all.

Rationale: Contemporary cardiology supports a sexist

environment. Organizations and societies must protect

individuals from and hold perpetrators accountable for
gender and sexual harassment through confidential,
easily accessible reporting followed by timely, transpar-
ent investigation. Sexual harassment must be regarded
with the same seriousness asacademic or scientific
misconduct and treated acco‘rd,ﬁﬁgéﬁ;’éémlim particular, the

ACC and AHA must restrict participation in committees,

editorial boards, journal publications, and meetings as

penalties for substantiated claims of sexual harassment.

Further amendments to ethical codes should strengthen

policieson bias, discrimination, and sexual harassment.

2.2.4. Achieving Equity, Inclusion, and Belonging:
A Road Map

Diversity metrics, including cardiovascular culture and
climate, must be assessed and continuously improved
to embrace best practices for team membership, citi-
zenship, mutual respect, effective allyship, identifying
personal privilege, relinquishing power, antiracism, an-
tisexism, and supporting and promoting others.

Trainings addressing individual, structural, and system-
ic racism, sexism, homophobia, classism, and ableism
2. (prejudice against people with disabilities), with atten-
tion to proven techniques to reduce implicit bias, are
essential to local and national DEIB efforts.

Equity must be demonstrated through validated measures
and with transparent reporting, including assessment of
3. opportunity, mentorship, sponsorship, resource allocation,
awards, promotion, compensation, and access to career
flexibility, without compromising salary or advancement.

Abuses of power in hierarchical and dependent re-
lationships must be addressed by encouraging and
destigmatizing the reporting of harassment, perform-
ing independent investigations, holding colleagues
accountable, disseminating summaries of actions, and
providing visible support to targets.

The cardiovascular community must encourage, fund,
conduct, and publish research evaluating programs and
5. interventions to demonstrate and disseminate best
practices in eliminating bias, harassment, racism and
sexism, and advancing DEIB.
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1. Diversity metrics, including cardiovascular cul-
ture and climate, must be assessed and contin-
uously improved to embrace best practices for
team membership, citizenship, mutual respect,
effective allyship, identifying personal privi-
lege, relinquishing power, antiracism, antisex-
ism, and supporting and promoting others.

Rationale: Institutions, professional societies, and orga-

nizations must collect, analyze, and report data on veri-

fiable and reliable DEIB metrics to measure institutional
progress. These metrics include workforce climate with
respect to race, ethnicity, sex, sexual orientation, class,
family status, religion, disability status, and other iden-
tities, with focused attention on intersectional identi-
ties (eg, Black women).”" An optimal workplace climate
ensures that all individuals experience an equitable,
respectful workplace with a sense of inclusion and
belonging that is free of implicit and explicit biases.®

The National Academies of Sciences, Engineering, and

Medicine note that this is essential to improving reten-

tion and performance of individuals underrepresented

in these fields.”

2. Trainings addressing individual, structural, and
systemic racism, sexism, homophobia, classism,
and ableism (prejudice against people with dis-
abilities), with attention to proven techniques
to reduce implicit bias, are essential to local
and national DEIB efforts.

Rationale: Prospective studies have shown that implic-

it bias awareness and antiharassment trainings, com-

bined with supportive policies and structures, result in

a more equitable work climate (Table 3).668'" Regular

trainings must be implemented, with support for at-

tendance time, and learnings acted on to limit the ef-
fects of individual bias on decision making. A recent

National Academies of Sciences, Engineering, and

Medicine report outlined effective interventions, in-

cluding focusing on a growth (versus a fixed) mindset,

active learning, promoting social connections, provid-
ing access to role models, allies, mentors, and spon-
sors, and highlighting the societal value of science,
technology, engineering, and mathematics to improve
climate and the recruitment and advancement of
women, individuals who are URIM, and first-genera-
tion college students.”"® The importance of implicit
bias training is recognized by some states develop-
ing implicit bias training requirements for licensure of
health professionals. Although training alone cannot
fully address structural inequities such as sexism and

racism, awareness of the problem and its negative im-

pact on the community is an important first step.

3. Equity must be demonstrated through vali-
dated measures and with transparent report-
ing, including assessment of opportunity,

e22  TBDTBD, 2021
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mentorship, sponsorship, resource allocation,
awards, promotion, compensation, and access
to career flexibility, without compromising sal-
ary or advancement.
Rationale: To identify and address systemic inequities
experienced by women and those who are URIM, sa-
lient organizational and workplace metrics that go be-
yond simple numeric representation must be analyzed
longitudinally and reported transparently (eg, DEIB
dashboards).®> Domains may include startup packag-
es, access to resources, space, compensation, awards,
speaker invitations, committee and editorial board
membership, authorships, grant reviews, mentoring,
sponsorship, advancement, promotion, and leadership
positions. Vacancies in roles accompanied by titles or
percentage effort for trainees, faculty, staff, or leader-
ship must be announced openly and have clear, unbi-
ased selection criteria; the selection outcomes must be
diverse and inclusive by race, ethnicity, and sex.

4. Abuses of power in hierarchical and dependent
relationships must be addressed by encourag-
ing and destigmatizing the reporting of harass-
ment, performing independent investigations,
holding colleagues accountable, disseminating
summaries of actions, ‘and:providing visible
support to targets.

Rationale: Institutions, funding agencies, and profes-

sional meetings must have visible and enforced zero-

tolerance policies on commitment to DEIB and offer tar-
gets.of harassment confidential reporting mechanisms
proscribing retaliation.888 After due process ensuring
fairness to-all parties, perpetrators of DEIB infractions
must face consequences proportional to their violation
and patterns of behavior, regardless of their stature.
Restitution for targets’ compromised careers must be
provided. Institutions without formal strategies to ac-
tively encourage reporting, including protecting targets,
will face the costs of a workplace that tolerates such
behaviors, including lost productivity, recruitment costs,
legal fees, and dysfunctional cultural environments.8%%°

5. The cardiovascular community must encourage,
fund, conduct, and publish research evaluating
programs and interventions to demonstrate
and disseminate best practices in eliminat-
ing bias, harassment, racism and sexism, and
advancing DEIB.

Rationale: Cardiology values evidence-based care; institu-

tions and leaders must have the same relentless commit-

ment to developing, validating, disseminating, and adopt-
ing evidence-based sustainable DEIB approaches, including
policies, procedures, programs, and training. Discovering
and disseminating multifaceted ways to efficiently and ef-
fectively eradicate bias, discrimination, and harassment
will accelerate DEIB of the cardiovascular workforce. Sam-
ple areas of best practices research include, but are not
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limited to, reporting, investigations, and public transpar-
ency of harassment; recruitment, retention, and advance-
ment of those with intersectional identities; and efficacy
of climate, allyship, and “upstander” interventions &

2.2.5. Coda

Diversity is the foundational concept that supports and
permeates all recommendations in this section. Striving
for diversity is an essential goal of individuals, leaders, ed-
ucators, organizations, health systems, and professional
societies. Diversity must inform not only what is believed
and declared but also what is personally accepted and
collectively accomplished. Limited progress over decades
mandates action. DEIB must be cultivated within the car-
diovascular field, whereas bias, structural racism, and sex-
ism must be eradicated. The words of this section are firm
and the goals are formidable, but the time for achieve-
ment is now. Actions, not platitudes, are needed. Fail-
ure is not an option, not only because it will deprive the
profession of the richness and value that diversity brings
to every facet of life but also because the goals of cardio-
vascular health cannot be achieved without it.

2.3. Task Force 3: Enhancing the Well-
Being of Clinicians

Co-Chairs:

Karen L. Furie, MD, MPH, FAHA
Laxmi S. Mehta, MD, FACC, FAHA
Authors:

John P Erwin lll, MD, FACC, FAHA
Jennifer H. Mieres, MD, FACC, FAHA
Daniel J. Murphy Jr, MID, FACC
Gaby Weissman, MD, FACC

Colin P West, MD, PhD

Authors and Discussants:

Gaby Weissman, MD, FACC

Colin P West, MD, PhD

Professionalism in medicine has centered predominant-
ly around the high standards of altruism that are to be
upheld by clinicians.®" This higher calling has been well
accepted in medicine, but it is increasingly recognized
that clinician well-being is necessary to optimally meet
patient needs. Clinician well-being is broadly defined as
experiencing job satisfaction and engagement by being
engaged with work, finding meaning in work, and hav-
ing a sense of professional fulfillment (Figure 6). Howev-
er, clinicians are currently facing unparalleled challenges
that contribute to excessive stress, including consolida-
tion of medical practices, higher productivity expecta-
tions, reduced reimbursements, legislative and regula-
tory requirements, explosion of electronic health records
(EHRs), and the exponential growth of clerical burden.
Furthermore, given the perplexing and shifting landscape
in medicine, health systems and executives have focused
largely on accomplishing the “Triple Aim"” of improving
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population health and enhancing the patient experi-
ence while reducing overall costs,” which has placed
additional burdens on physicians. The rapidly changing
landscape in medicine, along with the demands of the
healthcare environment, has had a negative effect on
clinician well-being. The goals of health care must ex-
pand to the “Quadruple Aim” and now include clinician
well-being because its absence can negatively affect the
accomplishment of the patient-centered goals.*?

Burnout, one element of clinician distress detracting
from clinician well-being, is classified as an occupational
phenomenon, not as a medical condition, in the 11th Re-
vision of the International Classification of Diseases. Burn-
out is defined as excessive levels of work-related emo-
tional exhaustion, depersonalization, and dissatisfaction
with personal accomplishments.®* Burnout and reduced
satisfaction with work-life integration are more prevalent
in physicians compared with other US working adults.®> In
2015, ~27% of surveyed US cardiologists reported burn-
out, and 49% were stressed but not burned out. Overall,
women and midcareer cardiologists reported burnout
more frequently than men and early- or late-career car-
diologists. Lack of control over workload, a hectic work
environment, and insufficient dogumentation time were
independently associated with h@herra‘tes of burnout.®®

Physician burnout has significant professional and
personal ramifications. Studies have shown that burn-
out negatively influences patient care and is associated
with-higher rates of medical errors, lower quality of
care, and decreased patient satisfaction. Physicians ex-
hibit signs of burnout with increased disruptive behav-
ior and loss of professionalism.®’-'°" Physician burnout
can affect institutional costs through decreased produc-
tivity and poor job retention. In addition, these health
system expenditures can be steep when taking into ac-
count the cost of replacing burned-out physicians.02-1%
Burnout is also associated with negative personal life
conseqguences, including higher rates of alcohol abuse,
broken relationships, depression, and suicide.'-1% |t is
important to recognize that mental health conditions
can occur across the spectrum of burnout. Many physi-
cians who experience burnout will not develop mental
health conditions; conversely, physicians might experi-
ence mental health conditions without burnout.

The high prevalence of physician burnout and its neg-
ative personal and professional effects notwithstanding,
many health systems have been complacent and per-
haps negligent in efforts to have an impact on burnout
aside from promotion of individual-focused programs
such as resilience and stress-management training. Fur-
thermore, the lack of time to attend these programs is
problematic, and many of them are targeted only to the
most egregiously burned-out or disruptive physicians.
Organizations also have focused much of their survey
efforts on assessing employee engagement, often to
the exclusion of physicians. Professional engagement
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Figure 6. Elements of clinician well-being.

ACC indicates American College of Cardiology; AHA, American Heart Association; and EHR, electronic health record.

is described as vigor, dedication, and absorption. Seven
key workplace drivers that can contribute to burnout, if
less optimal, or engagement, if more optimal, include
workload, efficiency, control over work, work-life in-
tegration, alignment of individual and organizational
values, social support, community at work, and the de-
gree of meaning derived from work.® The administra-
tive burden of EHRs has clearly contributed to burnout
among clinicians and is perceived to negatively affect in-
office clinician-patient interactions and clinician satisfac-
tion."° Increased reporting requirements and demands
for documentation for billing purposes and quality
metrics generate clerical burdens that limit patient care
time.”"" Much burnout is related to system issues and is
best addressed from the perspective of organizational

e24  TBDTBD, 2021

approaches to improving the workplace.' The “Charter
on Physician Well-Being” provides 4 key guiding prin-
ciples: 1) Effective patient care promotes and requires
physician well-being; 2) physician well-being is related
to the well-being of all members of the healthcare team;
3) physician well-being is a quality marker; and 4) physi-
cian well-being is a shared responsibility.'> Furthermore,
medical specialty societies need to support their mem-
bers and provide recommendations to healthcare orga-
nizations and healthcare practices, as well as influence
policy changes at the local, state, and national levels.
The ACC and the AHA firmly believe that the well-being
of clinicians and researchers and the entire healthcare
workforce is paramount to providing excellent care to
patients, their families, and society.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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Separate from physicians who are burned out, but
equally important to address, are those who exhibit
disruptive behaviors or are impaired. The disruptive
behaviors can vary from verbal threats, to refusal
to cooperate with others or established protocols,
and, more severely, to physical threats or throwing
of objects. These disruptive behaviors can be intimi-
dating and may negatively affect the workplace cul-
ture and compromise patient safety and quality.''4'"°
Impaired physicians are those who are incapable of
satisfying their professional and personal responsi-
bilities because of alcoholism, drug dependency, or
psychiatric illness.”® Confidential identification of
these individuals and supportive intervention plans
are necessary.

This document provides recommendations for
healthcare organizations and healthcare information
technology developers and vendors to address well-
being for clinicians, trainees, and researchers. It is
important to note that the recommendations in the
organizational strategies section are applicable not
only for the well-being of clinicians and researchers
in healthcare organizations but also for trainees in
graduate and postgraduate training programs. Fur-
thermore, the section on strategies for trainees and
researchers provides specific tactics for addressing
well-being, several of which can also be applied more
broadly to all healthcare professionals. Additional
recommendations are outlined to_identify-and assist
physicians with impaired and disruptive behaviors.
Although this document focuses on recommenda-
tions for clinicians in-a broad sense and, in certain
instances, specifically for physicians and researchers,
we recognize that specific recommendations on well-
being might be relevant for other types of healthcare
professionals and researchers.

2.3.1. Organizational Strategies to Promote
Well-Being

Healthcare organizations must actively support and be ac-
countable for the psychosocial health of their workforces.

The majority of investment in clinician well-being research
and interventions must be directed to improving organi-
zational factors to create and sustain work environments
within which clinicians thrive.

Healthcare organizations must prioritize the regular as-
sessment of clinician well-being as a marker of organiza-
tional health to evaluate implemented strategies and to
identify areas of strength and ongoing opportunity.

A key organizational strategy is to create an accountable
professional well-being infrastructure, including the cre-
ation of a senior leadership position specifically dedicated
to prioritizing clinician well-being.

Healthcare organizations and medical specialty societies
should participate in and lead advocacy initiatives to im-
5. prove healthcare professional well-being, including atten-
tion to regulatory and documentation requirements and
mental health support.
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Efforts to promote clinician well-being and support thriving
careers in medicine will require organizational infrastruc-
ture and adequate resources to maintain and sustain the
strategic review, implementation, assessment, and moni-
toring of workplace programs. Senior leadership roles are
necessary to ensure that clinician well-being concerns are
integrated into organizational decisions and advocacy ef-
forts at the highest levels and that solutions are supported
within local work units. Although both individual and
structural approaches promote well-being in the work-
place, primary investment is needed to establish practice
environments within which clinicians can optimally expe-
rience meaning from work, put their values into action,
and feel purposeful in their daily activities. This investment
should support the full range of approaches that promote
clinician well-being, including leadership development at
all levels, efforts to improve practice efficiency, building
of a positive and inclusive culture of belonging, and pro-
viding an environment that allows individual strengths to
flourish in collective efforts to achieve optimal healthcare
system performance for patients.

1. Healthcare organizations must actively support
and be accountable for the psychosocial health
of their workforces. 2%,
Rationale: Medicine is an inhé:‘én&ﬁf‘;’imehallenging pro-
fession, and stress is inevitable. A resilient and healthy
workforce is necessary to meet patients’ needs, especially
during peak periods of stress. Critical organizational func-
tions to promote a resilient and healthy workforce include
schedules that ensure adequate rest and recovery, support
for individual physical and emotional health, and destig-
matized confidential access to mental healthcare profes-
sionals."’* These are fundamental mechanisms to optimize
physician performance. Clinicians generally possess high
degrees of resilience, and resilience is necessary but not
sufficient for well-being.”” Care should be taken to avoid
shifting primary blame for distress onto clinicians. Health-
care organizations should assume a responsibility to pro-
vide work environments within which resilience, mindful-
ness, self-care, and other positive individual-focused skills
and characteristics can be strengthened and sustained.
For example, individualized professional coaching of phy-
sicians has been shown to reduce emotional exhaustion,
improve quality of life, and build resilience.®

2. The majority of investment in clinician well-
being research and interventions must be
directed to improving organizational factors to
create and sustain work environments within
which clinicians thrive.

Rationale: Although both individual- and organization-fo-

cused approaches benefit workplace well-being,''*'?° the

primary drivers of occupational distress involve the envi-
ronment within which these professionals work.*'?' These
drivers include excessive workloads and inflexible sched-
ules that increase work-home interference. Problematic
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EHRs and other administrative demands, along with regu-
latory requirements that often increase clerical burden and
distract attention from patients, also contribute to distress.
Additional drivers include inefficient practice patterns and
suboptimal team dynamics. Organizational solutions to
address physician well-being should focus on 3 domains:
practice efficiency, culture of wellness, and personal resil-
ience.'?? Solutions to reduce distress and promote well-
being must prioritize meaningful, purpose-driven work on
behalf of patients by improving the efficiency of practice
and team-based interprofessional care.''

3. Healthcare organizations must prioritize the
regular assessment of clinician well-being as
a marker of organizational health to evaluate
implemented strategies and to identify areas
of strength and ongoing opportunity.
Rationale: Actions to promote clinician well-being should
be informed and guided by data. This is analogous to
assessing organizational performance in patient safety,
quality, and other commonly tracked areas. Indeed,
employee well-being should be considered a marker of
quality for healthcare organizations to use in advancing
systems-improvement initiatives.?® Qualitative evidence
can be derived from open discussions, group meetings,
survey tools, and other means, often in combination.
Providing safe spaces to share feedback openly can help
organizations identify where needs are greatest and
where solutions may already be active and can inform
further efforts. Quantitative evidence can be obtained
through the application of assessment metrics across a
variety of well-being domains. Many instruments have
robust validation data in support of their application to
clinicians and have benchmark data allowing compari-
son with national norms.*'?" Regardless of the specific
approach applied to obtain data, these efforts highlight
how important well-being concerns are to organiza-
tional leadership and send a message to clinicians that
their workplace cares about them.'” Once the data
are known, local and organizational groups can begin
to work together to respond productively. Participation
in national or regional research efforts and initiatives to
identify gaps in research, to evaluate local interventions,
and to develop a large regional or national database to
improve the understanding of contributors and mitiga-
tors to physician burnout would be of additional benefit.

4. A key organizational strategy is to create an
accountable professional well-being infra-
structure, including the creation of a senior
leadership position specifically dedicated to
prioritizing clinician well-being.

Rationale: Successful efforts to promote clinician well-being

require a secure infrastructure that establishes well-being

as an organizational priority. A dedicated senior leadership
position such as a chief wellness officer or similar role en-
sures that organizational leadership remains engaged in
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well-being promotion and that decisions benefit the orga-
nization by incorporating the moral and financial value pro-
vided by a thriving healthcare workforce.?* This role should
be resourced to effect meaningful organizational change.
The moral imperative to reduce clinician distress and in-
crease well-being is clear, with important benefits to both
clinicians and patients. This imperative is joined by a strong
business case; distress among clinicians has been linked to
lower productivity, greater likelihood of clinicians leaving
their jobs, patient dissatisfaction, and reduced care quality,
all of which cost healthcare organizations millions of dollars
each year.'%'?> The moral and financial benefits provide a
robust return on investment for adequately resourcing the
infrastructure and leadership roles necessary to ensure a
positive impact on organizational processes and culture.

5. Healthcare organizations and medical spe-
cialty societies should participate in and lead
advocacy initiatives to improve healthcare
professional well-being, including attention to
regulatory and documentation requirements
and mental health support.

Rationale: Many of the threats to healthcare profession-
al well-being involve clerical burdens, documentation
requirements, and excessive agjm}jnivstration burdens,
often identified as necessary t0, satisty.external regula-
tory demands.®>'2" Similarly, access to necessary mental
health support is challenged by licensing requirements
that may jeopardize healthcare professionals’ careers
when there is a history of treated mental health condi-
tions,-even when active impairment is not present.’?
Addressing these issues requires advocacy efforts by
healthcare organizations and medical specialty societies
to influence policies and regulations that will destigma-
tize mental health care and better support healthcare
professional well-being as a key driver of excellence in
patient care.' Effective advocacy should occur at the
individual, organizational, and national levels and in
partnership with regulatory and legislative bodies.

2.3.2. Addressing Well-Being Among Trainees and
Researchers

Postgraduate training programs must perform self-assess-
ments of the curriculum and schedule, with trainee input,
and ensure that subject areas of personal well-being,
leadership, and emotional intelligence are included.

Institutions with graduate and postgraduate training
2. programs must make both preventive and responsive
mental health resources available.

Postgraduate training programs must develop a confi-
dential ombudsperson program that will allow confiden-
tial reporting of any mistreatment and access to institu-
tional resources for support and restitution.

Trainees and researchers should receive formal training
in process improvement science.

Postgraduate training programs should have formalized
mentorship arrangements in place for trainees and re-
searchers, including periodic review of the learner’s ex-
perience of the quality of the professional relationship.
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The academic community must prioritize the well-being
of our trainees and researchers. Trainees refers to medi-
cal students, residents, fellows-in-training, graduate stu-
dents, and postgraduate students. This group represents
an at-risk population because of their place within the
structure of institutions. Evidence shows that trainees
who show signs of burnout, anxiety, and depression dur-
ing their training remain at higher risk of these maladies
as they progress through their careers.'”® The false idea
has been propagated that work is depleting, with life out-
side of work as its only antidote—the work-life balance
proposition. In truth, it is imperative that we find harmo-
ny between our work lives and our lives outside of work
because the nature of medicine and research will always
be time demanding. This will require attention to the
development of personal mental and behavioral health
skills, ongoing stakeholder advocacy, and a focus on cur-
rent healthcare landscape work environments. Our ability
to provide nurturing support and tools to help trainees re-
design the multitude of intrinsic work factor complexities
that lead to workplace burnout is paramount. These rec-
ommendations, taken in sum, address the fact that burn-
out is not a one-size-fits-all problem. Indeed, burnout has
its roots in both “role strain” and “role conflict.”?

1. Postgraduate training programs must perform
self-assessments of the curriculum and sched-
ule, with trainee input, and ensure that subject
areas of personal well-being, leadership, and
emotional intelligence are included.

Rationale: Most attempts to mitigate burnout, including
duty hour reduction, have shown only small to modest de-
creases in its prevalence and leave a large group-of train-
ees struggling with these issues. This is caused, in part, by
the fact that trainees experience different types of burn-
out and therefore have differing paths to both recovery
and prevention. One dichotomous path in that journey is
predicated on whether the burnout is existential (loss of
meaning in medicine and an uncertain professional role)
versus circumstantial (self-limited circumstances and envi-
ronmental triggers).’?® In addition, in understanding that
systemic issues lead to program well-being problems, the
systemic issues should be holistically reviewed in the con-
text of programmatic structure, including such elements
as call schedules and order of rotation assignments, to
allow development of professional autonomy. Regularly
scheduled didactic sessions, small-group discussions, self-
care and leadership portfolios focusing on emotional in-
telligence, communications, and team-building skills can
help build an educational culture of wellness.'*®

2. Institutions with graduate and postgraduate
training programs must make both preven-
tive and responsive mental health resources
available.

Rationale: Physicians who experience mental health issues

and burnout are less likely to seek treatment.”™® Commonly
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cited barriers to physicians seeking help include time con-
straints, treatment costs, concerns about confidentiality,
perceived stigma, and concerns about problems with ob-
taining a license or hospital privileges.™" Although these
issues are not unique to trainees, it is reasonable for post-
graduate training programs to consider an autoenroll-
ment process to mental health resources for their trainees
on a scheduled basis. Offering residents regularly sched-
uled well-being assessments with protected time off from
other duties is one method to mitigate barriers that pre-
vent residents from using counseling resources.’*? To con-
vey normalcy and to reduce the stigma associated with
seeking care, the strategy could be made “opt-out.”*

3. Postgraduate training programs must develop
a confidential ombudsperson program that will
allow confidential reporting of any mistreat-
ment and access to institutional resources for
support and restitution.

Rationale: Despite implemented reforms in the 1990s,
more than one-half of all medical trainees still indi-
cate that they have been intimidated or physically or
verbally harassed.’™* Although program directors are
important resources for trainees and researchers fac-
ing mistreatment, it is vitallygiaportant that learners
have the resource of a neutral,\¢onfidential, and infor-
mal complaint-handling service from someone who is
not formally part of the program structure and a clear
resolution mechanism that protects the trainee and re-
searcher. The program can make this available either
individually or as part of a broader institutional effort.

4. Trainees and researchers should receive formal

training in process improvement science.
Rationale: Because the genesis of burnout is related, in
part, to the nonclinical administrative duties required
in health care and research, it is imperative that train-
ees have some basic understanding of change science
and healthcare delivery science. By having these tools,
trainees can actively participate in bringing changes to
workflows and processes that improve the work en-
vironment and patient care. Trainees tend to have a
much closer view of the problems noted on the front
lines and are thus ultimately advantaged to help to cre-
ate solutions to improve the work environment. Many
institutions have taken this a step further to create
Housestaff Quality Councils with sponsorship from the
highest levels of the organization.'**

5. Postgraduate training programs should have
formalized mentorship arrangements in place
for trainees and researchers, including periodic
review of the learner’s experience of the qual-
ity of the professional relationship.

Rationale: Mentorship improves personal development,

research productivity, and career satisfaction.’'3” Men-

tee participation in the pairing process and direction of
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the relationship are critical components of a successful
and rewarding experience.'*® Facilitated selection of for-
mal mentors, mentee investment in the matching process,
and brief training initiatives lead to increased high-quality
mentoring relationships.'>® Therefore, a well-thought-out
and well-planned mentorship program can help facilitate
individual and career growth.

2.3.3. Well-Being Strategies Focused on Health

HIT developers and vendors must collaborate with clini-
1. cians, researchers, and other vendors to improve EHR us-
ability and interoperability.

HIT developers, healthcare organizations, and employers
must work to improve practice efficiency and to reduce
the time and clerical effort that clinicians spend on EHR
documentation.

Information Technology

HITs were initially intended to support clinicians in pro-
viding high-quality and efficient patient care; however,
clinicians frequently report these technologies to be
time-consuming, duplicative, and barriers to meaning-
ful patient care and interaction. Collaborative strate-
gies are necessary to engage clinicians to work with
HIT developers and healthcare organizations to develop
HITs that not only improve patient outcomes but also
improve clinician experience. Involvement of these key
stakeholders in improving the usability of HIT can reduce
clinician burden while optimizing clinical workflow, im-
proving clinical decision-making tools, and reducing the
clerical burden. The lack of EHR interoperability limits
access to necessary patient informationin a timely fash-
ion, which has further exacerbated clinician concerns
about the transition to the EHR. Furthermore, improved
HIT and reduced clerical burdens would allow clinicians
to focus more of their efforts directly on their patients.

1. HIT developers and vendors must collaborate
with clinicians, researchers, and other vendors
to improve EHR usability and interoperability.

Rationale: Well-designed EHR features that take into

account clinical workflow can assist in improving

clinical efficiency and quality outcomes. They can also
facilitate better communication between clinicians
and optimize clinician-patient interactions. However,
poor EHR usability can contribute to increased clini-
cian burden and poor clinical workflows. There is wide
variability in task completion times, number of clicks,
and error rates among clinicians completing basic

EHR functions.™® EHR usability issues such as system

feedback and visual display can result in the incorrect

prescription of medications or doses, resulting in po-
tential patient harm.’" A key obstacle to addressing

HIT usability has been the prohibition of communica-

tion with other clinicians, researchers, healthcare or-

ganizations, and HIT developers about these usability
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challenges because of “gag clauses” written into con-
tracts by EHR vendors. Evaluations for possible sys-
tems or upgrade purchases should include formal
assessments of usability and the impact on clinician
workload. Furthermore, interoperability among differ-
ent EHR vendors or similar vendors in different health
systems is also a major impediment to care and con-
tributes to increased administrative burden on clinical
staff.142

2. HIT developers, healthcare organizations, and
employers must work to improve practice effi-
ciency and to reduce the time and clerical effort
that clinicians spend on EHR documentation.

Rationale: Studies have shown that clinicians spend a
significant amount of their work hours interacting with
EHRs. 143144 Moreover, physicians spend an additional 1
to 2 hours on EHRs at work for every 1 hour spent
on face-to-face interaction with patients in the office,
and they spend an additional 1 to 2 hours of their per-
sonal evening time working on EHRs or other clerical
work."# Insufficient time for EHR documentation has
been associated with an almost 3-fold increase in the
odds of burnout in clinicians, whereas those who re-
port excessive time documentifg,at home have almost
double the odds of burnoutd® Rédesigning clinical
workflow and the process of documentation such as
the addition of nonclinical scribes may improve clinical
workflow and increase both clinician and patient satis-
faction.™"*8 Technical solutions, for example, badge-
scan-log-in rather than manual entry of user name and
passwords and voice recognition software that allows
dictation rather than typing, also can-improve work-
flow by reducing the number of keystrokes, improving
efficiency, and reducing computer screen time.'?" HIT
developers and healthcare organizations should opti-
mize EHR functionality to improve EHR efficiency while
reducing clerical burden and improving clinician satis-
faction. Likewise, advances in technology with artificial
intelligence may accelerate meaningful digital transfor-
mation in medicine.

2.3.4. Identifying Symptoms of the Disruptive
Physician

Healthcare systems must develop educational programs

designed to make physicians aware of what constitutes

disruptive behavior and their responsibility to be profes-
sional and respectful team members at all times.

Healthcare systems must develop policies and proce-
dures to include a code of behavior and disruptive be-
havior policies, confidential reporting systems, compli-
ance enforcement, and follow-up and feedback.

Healthcare systems must establish physician well-being
programs focused on areas such as stress management,
awareness, and resilience training for both prevention
and intervention.

Physicians should be “upstanders,” not bystanders, to
disruptive behavior.
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Table 4. Signs and Symptoms of Disruptive Physician Behavior

Physical signs Aberrant symptoms

Irritability Use of profanity

Fatigue Name calling

Changes in weight Sexual comments

Observed heavy drinking or drug use | Racial and ethnic jokes

Disheveled appearance Outbursts of anger

Slurred or pressured speech Intimidation

Disorganization and poor attention Nonadherence

Criticizing or undermining other
members of the healthcare team

Frequent absences or tardiness

Avoidance of peers or superiors

Unusual work hours

Disruptive behavior is defined by the AMA Code of
Ethics as “any abusive conduct, including sexual or
other forms of harassment, or forms of verbal or
nonverbal conduct that harms or intimidates others
to the extent that quality of care or patient safety
could be compromised.”® Disruptive physician be-
havior can range from minor profanity to outright
assault’*%9 and can be habitual or isolated (Table 4).
Disruptive physician behavior has a substantial nega-
tive impact on patient care and an adverse effect on
the morale of members of the medical team. There
is an urgent need to identify disruptive behaviors,
to understand what contributes to, triggers, or pro-
vokes disruptive behaviors, and therefore to estab-
lish strategies for corrective action, educational and
training programs, rehabilitation, and monitoring
for the disruptive physician.'"®4°

1. Healthcare systems must develop educational
programs designed to make physicians aware
of what constitutes disruptive behavior and
their responsibility to be professional and
respectful team members at all times.

Rationale: With the expanding demands on individual

physicians for the practice of medicine and health-

care delivery, disruptive physician behavior occurs at a

higher frequency and is a serious problem.'* A report

from 2006 estimated that 3% to 5% of physicians
had demonstrated behavior that interfered with pa-
tient care or could be expected to interfere with the
process of delivering quality care.” Comprehensive
educational programs should be provided to include
the definitions of professional behavior, the impor-
tance of diversity, equity, and inclusion, personality
profiling (behavioral profiling or personality testing),
stress management techniques, and anger man-
agement training. Programs should be established
to train physicians in team dynamics and to create
an organizational inclusive culture that values team
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behavior. Specific educational programs and training
workshops on communication skills and team collab-
oration should be implemented.

2. Healthcare systems must develop policies
and procedures to include a code of behavior
and disruptive behavior policies, confidential
reporting systems, compliance enforcement,
and follow-up and feedback.

Rationale: Important factors in creating a culture of
dignity and respect for the entire medical team in-
clude the development of policies and procedures
and the establishment of an effective reporting sys-
tem for disruptive and unprofessional behavior. To
guarantee consistency, many healthcare systems
have formed dedicated nurse-physician-staff rela-
tions committees. The committee’s responsibilities
can include education and staff training and the co-
ordination of appropriate follow-up on reported un-
professional events. A culture of ongoing evaluations
of unprofessional events and the establishment of
policies related to the code of conduct and mecha-
nisms for problem resolution reinforce a leadership
commitment to professional behavior and communi-
cate to the medical team the;gj xpected professional
behaviors, which should be fole‘fedeled by physi-
cian leaders.'"5:149

3. Healthcare systems must establish physician
well-being programs focused on areas such as
stress management, awareness, and resilience
training for both prevention and intervention.

Rationale: Factors that contribute to the development
of disruptive behavior by physicians can be character-
ized as internal or external.’'%° Internal factors that
affect physicians’ behavior include age, generational
issues, sex, sexual orientation, culture, race, ethnic-
ity, spirituality, geography, life experiences, mood,
and personality.’*® The stresses of training, the rigid
healthcare hierarchy, healthcare reform, work-relat-
ed stress, burnout, the work environment, adverse
events, litigation, and personal issues are a few of the
contributing external factors that can adversely affect
physicians’ well-being and behavior. Suggestions for
creating a culture of well-being include creating posi-
tive work and learning environments, reducing phy-
sician administrative burden, and providing support
to physicians for improved mental, emotional, and
physical well-being.™"152

4. Physicians should be “upstanders,” not
bystanders, to disruptive behavior.

Rationale: All physicians should actively engage in

maintaining a culture of dignity and respect. It is the

responsibility of physicians to address and report state-

ments or actions that threaten professionalism in the

workplace.
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2.3.5. Identifying and Assisting the Impaired
Clinician

Clinicians and team members must be taught to recog-
1. nize a potentially impaired physician and to understand
the process for confidential reporting of concerns.

Each care setting must develop an intervention plan to
handle reports of an impaired clinician.

Objective measures must be used to establish physician
impairment.

Programs should be created and be accessible to treat
4. and rehabilitate impaired physicians and, when appro-
priate, to enable their safe reentry into practice.

In 1973, the AMA defined the impaired physician as
one who is unable to fulfill professional and personal
responsibilities because of psychiatric illness, alcohol-
ism, or drug dependency.''® The prevalence of clinicians
impaired by alcohol or drug abuse is estimated at 2%
to 14%."> It is more challenging to quantify the preva-
lence of depression among physicians. Risk factors for
substance abuse include a mood disorder or a family
history of substance abuse. Work-related stress exac-
erbates symptoms of depression and anxiety. Alcohol
is the most commonly abused substance among physi-
cians, but access to prescriptions and medications can
result in drug abuse, particularly involving benzodiaz-
epines and opioids. Impaired physicians usually func-
tion adequately for years until the problem becomes
more advanced and interferes with- clinical practice.
More recently, the definition of impairment has been
broadened to include cognitive dysfunction, which may
be secondary to certain medical conditions or to-ad-
vancing age.

1. Clinicians and team members must be taught
to recognize a potentially impaired physician
and to understand the process for confidential
reporting of concerns.

Rationale: Physicians are at high risk for psychiatric is-

sues, particularly depression and substance abuse. Al-

cohol and drug use is often an attempt to self-medicate

and to reduce stress. Physician impairment can be a

conseguence of a psychiatric, substance abuse, physi-

cal, or cognitive disorder. The impaired physician often
experiences personal difficulties before professional
performance becomes affected.’ Changes in mood
or behavior, low productivity, and decreased concentra-

tion may become noticed in the workplace (Table 4).

Overt intoxication may be observed at social gatherings

or in the workplace.

2. Each care setting must develop an intervention

plan to handle reports of an impaired clinician.
Rationale: deally, the impaired physician or his or her
family and friends will address the problem before it
manifested in the clinical realm. However, it is not un-
usual for colleagues or supervisors to raise concerns
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based on observed behavior. This should lead to a
discussion by a knowledgeable team led by individu-
als trained in interventions. The content of the discus-
sion should be highly confidential, objective, and fact
based.”™ If the physician is receptive to intervention,
referral to a physician health program is recommended.

3. Objective measures must be used to establish
physician impairment.

Rationale: Physicians are extremely vulnerable to alle-
gations of mental health or substance abuse disorders.
Repercussions could include stigmatization, loss of in-
come, and possible litigation. Therefore, it is imperative
that institutional leaders follow a standardized protocol
and confidentially perform an exhaustive investigation
of each case. Because physicians are usually obliged to
pay for forensic psychiatric evaluation and residential
rehabilitation programs, they should not be imposed
frivolously. Concerns have been raised about the ob-
jectivity and potential COls of some physician health
programs, and these issues require greater scrutiny.'>
Physician help programs should allow an appeals pro-
cess and should eliminate financial incentives to man-
date treatment.

4. Programs should be creat’g,dﬁi‘fd be accessible
to treat and rehabilitate impaired physicians
and, when appropriate, to enable their safe
reentry into practice.

Rationale: Physician health programs offer confidential
treatment and assistance to impaired clinicians. They
may be independent or administered by state licens-
ing boards or state medical societies. It is important
to separate support from disciplinary action. Clinicians
resistant to supportive intervention may be faced with
more punitive measures to protect patient safety.

2.3.6. Additional Considerations and Caveats
Numerous laws, policies, regulations, and standards
set for health care in the United States contribute to
the administrative burden placed on clinicians, includ-
ing clinical documentation, measuring and reporting
quality metrics, prior authorization forms, licensure
requirements, and board certification. As a result, very
specific documentation criteria for drug and procedural
reimbursement have resulted in boilerplate text, tem-
plates, and tables that increase time for physician docu-
mentation for billing purposes but add limited clinical
value. Healthcare policy makers, regulatory bodies, and
accreditation groups should identify, reduce, or elimi-
nate policies, rules, and administrative processes that
provide minimal or no value to patient care, increase
unnecessary administrative burden, and negatively af-
fect physician well-being.

The stigma of seeking mental health help in the
United States is highly prevalent, is especially pervasive
in medicine, and is associated with barriers to seeking
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help because of cultural, perceptual, healthcare organi-
zational, and licensing board issues. Robust efforts are
needed to reverse this, including reforms of questions
asked by licensing boards, employers, and credential-
ing boards. Furthermore, legislative reforms that legally
protect clinicians who seek help for mental health con-
ditions are necessary such that their personal health
information is not admissible in medical malpractice
litigation cases.

2.4. Task Force 4: Patient Autonomy,
Privacy, and Social Justice in Health Care

Co-Chairs:

Willie E. Lawrence Jr, MD, FACC, FAHA
Frederick A. Masoudi, MD, MSPH, FACC, FAHA
Authors:

Camara P Jones, MD, MPH, PhD

Daniel D. Matlock, MD, MPH

Jennifer E. Miller, PhD

Discussants:

John A. Spertus, MD, MPH, FACC, FAHA

Lynn Todman, PhD

Into whatsoever houses | enter, | will enter to help
the sick, and | will abstain from all intentional
wrong-doing and harm...and whatsoever | shall
see or hear... if it-be what should not be pub-
lished abroad, I will never divulge, holding such
things to be holy secrets.

— Hippocratic Oath'>®

From the Hippocratic Oath,!*® the first known formal
ethical statement in Western medicine, through the
landmark Belmont Report of 1979,' key biomedical
principles that govern medical practice and research
have been codified and emphasize the primacy of the
principles of respect for individuals, beneficence, and
justice. This section of the 2020 Consensus Confer-
ence focuses on 3 specific areas relevant to contem-
porary biomedicine: 1) patient autonomy, particularly
as it relates to clinical decision making; 2) privacy, data
access, and transparency with the expansion of re-
search and proliferation of electronic biomedical data
resources; and 3) social justice in medical education
and clinical practice.

2.4.1. Patient Autonomy

Respect for patients requires an acknowledgment of
their autonomy and of the importance of the align-
ment of their care with their goals and values. Histori-
cally, the balance between paternalism and autonomy
in medicine has evolved. In an acknowledgment of the
importance of patient autonomy, informed consent has
emerged as an ethically and legally required component
of care before the performance of diagnostic or thera-
peutic procedures involving meaningful risk. However,
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because it does not explicitly consider how individual
values might influence decisions, informed consent, al-
though necessary, is insufficient to ensure the exercise
of patient autonomy.

The NAM acknowledges this nuance in its definition
of patient-centered care, which it characterizes as “care
that is respectful of, and responsive to, individual pa-
tient preferences, needs, and values, and ensuring that
patient values guide all clinical decisions.”'>® Thus de-
fined, patient-centered care is grounded in the ethical
principle of autonomy and has a sound basis in legal,
moral, and human rights theories.'™ Shared decision
making (SDM) is defined by the National Quality Forum
as “a process of communication in which clinicians and
patients work together to make informed healthcare
decisions that align with what matters most to patients
and their individual concerns, preferences, goals, and
values.” ' Thus, SDM is a structured process that in-
volves both patients and clinicians to generate decisions
tailored to both the best available evidence and articu-
lated patient preferences. Patient goals and values can
be elicited to support patient-centered decision mak-
ing; in cases of relatively high-stakes decisions, formal
SDM is used to ensure the delivery of care that is opti-
mally aligned with the patient§gbjectives.

Association.

2.4.2. Data Privacy, Transparency, and Access

The principle of respect for individuals supports the
provision of complete and accurate information about
research studies to participants throughout the con-
duct of the study and the obligation to disseminate the
results of research in the interests of the public good.
Investigators have the responsibility to clearly commu-
nicate the objectives of biomedical research to poten-
tial study subjects in the consent process and to inform
those enrolled in studies of the research results. Ideally,
investigators would declare their objectives in a pub-
lic forum before the conduct of research to mitigate
the temptation to publish only those findings that are
aligned with the interests of the research sponsor or
the investigators themselves. As a corollary, the dissemi-
nation of research results, regardless of the findings,
acknowledges the contributions of participants to gen-
eralizable knowledge.

In the electronic age, healthcare data have prolifer-
ated exponentially. EHRs have the capacity to expand
patients’ access to their own information. However,
substantial barriers to such access exist, undermining
patient engagement and education. Furthermore,
although electronic platforms have facilitated clini-
cal care, the vast data that they generate, coupled
with the potential value of these data, create new
challenges to patient privacy. Organizations provid-
ing health care share patient information with ex-
ternal partners for reasons not limited to improving
clinical care, typically without patient knowledge and
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sometimes in the context of exclusive agreements in-
tended to generate profit.

2.4.3. Social Justice
Social justice is the belief in and commitment to the
realization of access to quality health for all. The prin-
ciples of respect for individuals and justice require that
clinicians and the systems in which they work provide
high-quality care to all patients, regardless of any un-
derlying characteristics. Complicating this is the reality
that as much as 80% of a person’s health is determined
by the social and economic conditions of their environ-
ment. These are called the social determinants of health.
The World Health Organization asserts that the “social
conditions in which people are born, live and work are
the single most important determinants of good or ill
health, of a long and productive life, or a short and mis-
erable one.” ™" Inequities in health care and outcomes
are a function of where individuals live (urban, subur-
ban, or rural). A recent AHA presidential advisory on
rural health noted that “rural areas have higher death
rates for cardiovascular disease and stroke than urban
areas, and gaps are widening.”'® |dentifying mecha-
nisms to address growing rural-urban disparities is semi-
nal to the development of effective health policy.
Allyship is defined as “the practice whereby a person
or group in a privileged position seeks to operate with a
marginalized person or.group.” %% Allyship plays an im-
portant role in patient care and addressing systematic
inequities. Overcoming health disparities and achieving
health equity are also dependent on the cultural com-
petence of the healthcare clinician: the ability to meet
people where they are, which requires knowing who
they are. To achieve social justice and health equity, we
must go to the margins. To center in the margins is to
shift the discussion from the perspective of the majority
group to that of the marginalized group.'®
Cardiovascular clinicians and organizations must strive
to support every person to attain their full health potential
and to ensure that no one is disadvantaged from achiev-
ing their potential because of race, sex, sexual orienta-
tion, disability, gender identity, education, social position,
or other personal or socially determined circumstances.
Recent events highlight the continued struggles in this
country with racism. It is increasingly acknowledged that
race is not a biological construct but rather a sociopoliti-
cal designation based principally on physical features.'s
Racism “is a system of structuring opportunity and as-
signing value based on the social interpretation of how
one looks (which is what we call “race”) that: unfairly dis-
advantages some individuals and communities; unfairly
advantages other individuals and communities; and saps
the strength of the whole society through the waste of
human resources.”>” Neither race nor racism is biological.
Racism, not race, is at the core of health disparities. Thus,
racism is a public health crisis.
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2.4.4. Recommendations: Patient Autonomy

Medical care should be patient-centered, meaning it
1. should be tailored to optimize the outcomes and to
support the values most important to the individual.

Clinicians should elicit and document preferences and
2, values important to the patient, including the out-
comes most important to them.

Although the principles of patient-centered care apply
3. broadly, formal SDM should be reserved for decisions
with significant tradeoffs among reasonable options.

Tools designed to support formal SDM should be
4. designed with multistakeholder input, including both
clinicians and patients.

Payers and healthcare systems must support policies
5. and infrastructure that facilitate patient-centered care,
including formal SDM when appropriate.

1. Medical care should be patient-centered, mean-
ing it should be tailored to optimize the out-
comes and to support the values mostimportant
to the individual.

Rationale: Patient-centered care is growing in both
practical and political importance. The NAM defines
patient-centered care as “providing care that is respect-
ful of, and responsive to, individual patient preferenc-
es, needs and values, and ensefing, that patient values
guide all clinical decisions.”'5'Grotifided in the ethical
principle of autonomy, it has a sound basis in legal,
moral, and human rights theories.

Optimizing outcomes important to the patient re-
quires in-depth discussions about health values and pri-
orities. Providing patient-centered care may be relatively
easy when the patient and doctor agree on the desired
outcomes. However, it becomes increasingly difficult
when a patient desires an outcome discordant from
what “good” medical evidence suggests. For example,
a patient may decline an implantable cardioverter-de-
fibrillator despite having a high risk for sudden cardiac
death.'® Some patients may decline an implantable car-
dioverter-defibrillator because they do not believe they
are in a high-risk group or they do not trust the clini-
cian. In these cases, ensuring that the patients are fully
informed is the appropriate requisite toward achieving
patient-centered care. Another patient may choose to
forgo an implantable cardioverter-defibrillator because
they do not want a procedure because their goal is not
longevity; they do not want to get shocked and do not
see sudden cardiac death (dying quickly or in their sleep)
as the worst possible outcome.™® In this case, the pa-
tient-centered approach would support the patient’s de-
cision to decline the therapy.

Patient-centered care requires methods to measure
and optimize patient-reported outcomes. Strategies
to determine the concordance between care provided
and the patient’s goals are of paramount importance.
Recommendations based on clinical information alone
may be highly influential to patients’ choices. However,
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Table 5. Definitions of Values, Goals, and Preferences

Construct Definition

Values Values are a set of fundamental beliefs about one’s
self and life that are stable over time despite chang-
ing circumstances.

Goals Goals in health care are the desired outcomes (ob-

jects, aims, health states) of a particular healthcare
service or procedure and can be expressed along
multiple dimensions.

Preferences A person’s overall most-favored option within a dis-
crete set of effective treatment options relating to a

single medical condition.

patient-centered recommendations should be based on
an understanding of both the clinical information and the
outcomes that matter most to the patient rather than just
the clinical information alone.'® Finally, patient-centered-
ness is a largely Western construct; many other cultures
make decisions differently. Imposing a patient-centered
approach without fully exploring the cultural values and
norms may not be helpful and could be harmful.®

2. Clinicians should elicit and document prefer-
ences and values important to the patient,
including the outcomes most important to
them.

Rationale: Although guidelines identify clinically appro-
priate therapies, they cannot address individual issues
that may influence the ultimate decision to receive a
treatment. An important aspect of patient-centered
care is exploring what is important to patients. At its
core, this recommendation is about communication; a
particular challenge is that defining values, goals, and
preferences can be confusing. For the purpose of this
discussion, values are core beliefs that are more stable
and drive the goals and preferences, goals are the out-
comes that a person hopes to achieve, and preferences
are the choices that are ultimately made (Table 5).7%° It
is also important to document these recommendations
so that other members of the medical team are aware
of the goals most important to the patient. Ultimately,
achieving this recommendation requires skill in discov-
ering the patients’ values, goals, and preferences.

3. Although the principles of patient-centered
care apply broadly, formal SDM should be
reserved for decisions with significant trad-
eoffs among reasonable options.

Rationale: SDM is a formal process of involving patients

directly in their care. The National Quality Forum de-

fines SDM as “a process of communication in which
clinicians and patients work together to make informed
healthcare decisions that align with what matters most
to patients and their individual concerns, preferences,
goals, and values.” % Beyond presenting information to
patients and asking them to choose their therapy, SDM
is a structured process between patients and clinicians
whereby treatment recommendations are tailored to
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both the best evidence and well-informed patient pref-
erences. SDM is an ideal that applies broadly to many
aspects of medicine, and the communication skills nec-
essary to achieve SDM such as responding to emotion
and managing uncertainty apply broadly across many
medical decisions.'”®

Recently, CMS has included requirements for SDM in
national coverage decisions. Although this has incentiv-
ized implementing SDM in practice, these recommenda-
tions have been met with significant resistance, in part
because the mandate is “unfunded” and is perceived
as a mechanism of achieving cost containment.”" Al-
though the principles of formal SDM apply broadly to
many medical decisions, formal SDM using decision aids,
a decision coach, or the multidisciplinary team should
be reserved for big decisions with significant tradeoffs
among the options. CMS would do well to provide a list
of decisions for which formal SDM may be necessary.'”?

4. Tools designed to support formal SDM should
be designed with multistakeholder input,
including both clinicians and patients.

Rationale: Patient decision aids are evidence-based tools

designed to support SDM between a clinician and a pa-

tient, not replace it. The evidean  base for rigorous de-
cision aids is robust, including ntimérous trials demon-
strating that patient decision aids improve knowledge,
satisfaction, and patient and clinician communication;
increase patient involvement in decision making; and
reduce patient decisional conflict and regret.'”® Patient
decision aids come in many forms, including paper,
video, interactive websites, and even telenovelas. Nev-
ertheless, patient decision aids are rarely implemented,;
much work remains in both the design and implemen-
tation of these tools to integrate them into clinical
workflow.'”# Decision aids must be designed rigorously,
built on a solid theoretical foundation, and then modi-
fied according to both patient and clinician input. The
clinician’s perspective is particularly important to facili-
tate clinical implementation. The International Patient

Decision Aid Standards provide useful guidelines on

which decision aids should be based.'”®

5. Payers and healthcare systems must sup-
port policies and infrastructure that facilitate
patient-centered care, including formal SDM
when appropriate.

Rationale: The most important barriers to the imple-

mentation of SDM in practice include time and exper-

tise. Expecting clinicians alone to bear the burden of
achieving patient-centered care in dynamic clinical set-
tings is unrealistic. Although patient-centered care is an
ideal, many barriers can be overcome, including creat-
ing space for clinicians and the clinical team to have the
time and skills to enact the recommendations provided
in the preceding text, particularly when formal SDM
is appropriate. Clinicians frequently cite time as the
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primary barrier to participation in SDM.'7® Payers must
acknowledge the time required to achieve patient-cen-
tered care—particularly formal SDM—in their payment
policies. Healthcare systems must create structures of
care to facilitate patient-centered care; in addition to
providing clinicians with adequate time, innovations
such as group visits and telehealth may be helpful in
this respect.

2.4.5. Recommendations: Data Privacy,
Transparency, and Access

Researchers should commit to prospective registration
of their protocols and reporting results in a public reg-
istry such as ClinicalTrials.gov, publishing results in the
peer-reviewed medical literature, and sharing patient-
level data (with consent and protection of confidenti-
ality) within a reasonable period of time after comple-
tion of a study. In addition, research funders should
require these practices as a condition of funding.

Investigators conducting clinical trials and other pro-
spective research should report aggregate research

2. results and, in appropriate circumstances, individually
specific study findings in plain language summaries to
research participants.

Patients should have access to medical information
3. collected and aggregated about them with minimal
financial and nonfinancial barriers.

Researchers, hospitals, and health systems engaging
in medical information sharing, including from EHRs,
should consider using a Data Governance Board that
is patient elected and includes at least 1 patient repre-
sentative to adjudicate access requests and sharing of
medical data.

Hospitals and health systems should generally avoid
exclusive licensing of their data sets for research
because this can limit their use for advancing public
health goals.

1. Researchers should commit to prospective reg-
istration of their protocols and reporting results
in a public registry such as ClinicalTrials.gov,
publishing results in the peer-reviewed medi-
cal literature, and sharing patient-level data
(with consent and protection of confidentiality)
within a reasonable period of time after com-
pletion of a study. In addition, research funders
should require these practices as a condition of
funding.

Rationale: Trial registration involves investigators pre-
specifying how a trial will be conducted, including the
number of participants to be enrolled, primary and
secondary outcome measures, and eligibility criteria, al-
lowing peers to better evaluate a study once complete
and mitigating misreporting of outcomes.

Results reporting involves publicly documenting in a
registry the basic results of a trial such as primary and
secondary outcome values and adverse events. Report-
ing results and publication each ensure that the infor-
mation learned through a trial is disseminated to clini-
cal and scientific communities. It is essential to quality
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medical evidence and patient care involving drug ther-
apy. Furthermore, dissemination is integral to honoring
and protecting research participants because medical
experimentation on humans is ethically justified largely
by its potential to contribute to generalizable knowl-
edge."”17® Moreover, many patients and other people
volunteer for trials out of altruism, to help others,
which can be hard to do if trial results and data re-
main hidden. Most are willing and interested in having
these data shared.”® Furthermore, trial dissemination
and data sharing support innovation by allowing scien-
tists to build on knowledge from prior research and to
avoid unnecessary duplicative research, costs, and risks
to participants.'80-182

2. Investigators conducting clinical trials and
other prospective research should report
aggregate research results and, in appropriate
circumstances, individually specific study find-
ings in plain language summaries to research
participants.

Rationale: Sharing summaries of research results with

research participants honors and respects their contri-

butions to the research process, improves the transpar-
ency around trials, and can helpﬁi uild. and improve trust
in research 388 Most research participants expect to re-
ceive the results of the trials in which they participate;

however, this rarely occurs.'®*'8> Moreover, most (68%)

research participants will not participate in additional

future research if they do not receive the results of
the studies in which they participated.’® The National

Academies of Sciences, Engineering, and Medicine rec-

ommend returning not only aggregate summary results

but also individually specific study findings to patients
in certain circumstances, with the “justification for re-
turning results becoming stronger as both the potential
value of the result to participants and the feasibility of
return increase.”'®” One survey found that an over-
whelming majority (90%) of patients wanted access to
personally relevant clinical study findings, responding
“the more we know, the better decisions we can make
for ourselves. " 185188

3. Patients should have access to medical informa-
tion collected and aggregated about them with
minimal financial and nonfinancial barriers.

Rationale: In the United States, the Health Insurance

Portability and Accountability Act gives patients the

right to receive a copy of health data collected about

them by entities protected by the act—generally cover-
ing EHRs, and radiology, pharmacy, and laboratory sys-
tems data—within 30 days of request. The Health In-
formation Technology for Economic and Clinical Health

Act and 21st Century Cures Act further strengthen this

right. Unfortunately, this right is neither well monitored

nor enforced, and EHR data can be hard and sometimes

costly to access. 819
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4. Researchers, hospitals, and health systems
engaging in medical information sharing,
including from EHRs, should consider using a
Data Governance Board that is patient elected
and includes at least 1 patient representative
to adjudicate access requests and sharing of
medical data.

Rationale: The Health Insurance Portability and Ac-

countability Act generally does not require consent for

many forms of medical information sharing, including
from an individual’s EHR. Personally identifiable data can
be shared with the health systems’ business partner for
patient care purposes. Deidentified medical data can
be shared for most any purpose, with most any third
party, without explicit patient consent.’®? A rationale for
bypassing consent was that deidentification could suf-
ficiently protect people’s privacy. Today, in contrast to
when the Health Insurance Portability and Accountabil-
ity Act was enacted, deidentified data can be more eas-
ily reidentified, given vast amounts of public data about
people and abilities to link multiple data sets, with cer-
tain populations at greater risk of reidentification than

others (such as patients with rare diseases).'®>1%* As a

result, the role of consent in medical data sharing, in-

cluding deidentified data, is being questioned.

Some experts advocate a dynamic consent model,
empowering each patient to exercise consent for every
secondary data use or to consent to categories of sec-
ondary uses or users of their data.'®>='*’ This approach
is technically challenging; some experts question pa-
tients’ abilities to provide consent, arguing that they
cannot weigh the benefits and risks of data sharing.and
should not be burdened with ethical assessments and
decisions about how and by whom data are used.'®1%°
Some also worry that strengthening consent may re-
duce the quantity and representativeness of data avail-
able to advance public health research.

A middle ground between no consent and consent-
ing to everything may be the use of a Data Governance
Board to adjudicate requests for data access. The US
Food and Drug Administration, for instance, has called
for “patient-mediated data-sharing” whereby patients
voluntarily share EHR data directly with a Food and
Drug Administration Coordinating Center controlled by
a patient-elected board.?®® Such boards are not without
challenges. Medical data often represent a wide variety
of conditions and populations that may not be easily
distillable into a few patient representatives. Moreover,
patients with similar diseases are heterogeneous in
their experiences, backgrounds, and needs. Transpar-
ency in board decision making and patient involvement
are important to the legitimacy of Data Governance
boards. Public health emergencies can necessitate and
justify rapid access to EHR data. In addition, a gover-
nance board can likely respond quickly to emergency
data requests.
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5. Hospitals and health systems should generally
avoid exclusive licensing of their data sets for
research because this can limit their use for
advancing public health goals.

Rationale: In some cases, hospitals and health systems
and those receiving data (such as pharmaceutical com-
panies) are limiting data access out of financial self-
interest, through the use exclusive corporate licensing
agreements, despite researchers in academia, govern-
ment, and industry needing adequate access to data to
fully achieve the benefits of health data sharing. Regis-
tries and health systems have, in some cases, engaged
in exclusive data-sharing agreements.?°'2%2 Avoidance
of sharing data with only the highest financial bidder
not only is generally fair but also can help maximize
the advancement of public good from medical infor-
mation.

2.4.6. Recommendations: Social Justice and Racism

The Liaison Committee on Medical Education and the
ACGME should require a course on social justice, race,
and racism as part of the first-year curriculum of every
medical school that they accredit.

Medical schools, graduate medical education (GME)
programs, and medical préfessional organizations
should support their students; ffaifiees, and members
to engage in allyship and antiracism action.

Medical schools and GME programs should expand the
experience of their medical students and trainees by
facilitating longitudinal immersion in and partnership
with surrounding communities.

An aspect of institutional, local, regional, or national
history should be incorporated into every medical

4, school curriculum, every GME program, and every an-
nual meeting of a medical association that offers con-
tinuing medical education.

The core set of data collected from each patient en-
counter should include social determinants of health,
including patient race and ethnicity, zip code of resi-
dence, and primary language.

Clinicians should review their own practices at least
once per year for possible differential treatment of
patients by race and ethnicity, zip code, and primary
language.

Each healthcare setting should conduct an annual re-
view to answer the question “How is racism operating
here?” by examining its structures, policies, practices,
norms, and values to identify levers for intervention.

1. The Liaison Committee on Medical Education
and the ACGME should require a course on
social justice, race, and racism as part of the
first-year curriculum of every medical school
that they accredit.

Rationale: There is a distinction between the social de-

terminants of health (including poverty and adverse

neighborhood conditions) and the social determinants
of equity (including racism, sexism, and other systems
of structured inequity). The social determinants of
health are those determinants of health and illness that

TBDTBD, 2021 €35

(]
—
==
S8
o
S w
(=
S
Cm
—

oo
Co—
|
(7]




AND GUIDELINES

(22
[
=
(1]
—
=
=
wn
—
<T
=
—
—
o

T20Z ‘Tz aunt uo Ag Bio'sjeunofeye//:dny wo.j papeoumod

Benjamin et al

are outside of the individual, beyond our genes and
beyond our individual behaviors. They are the contexts
of our lives. It is important to address the social deter-
minants of health and illness if we want to have large
and sustained improvements in health outcomes. The
social determinants of equity and inequity are systems
of power that can determine the range of contexts and
differentially distribute different populations into differ-
ent contexts. All Americans are entitled access to qual-
ity health care. It is important to address the social de-
terminants of equity and inequity if we are to eliminate
health disparities and achieve social justice.

Racism and social injustice are public health prob-
lems. Race is the social interpretation of how one looks
in a race-conscious society.”” It is not written in our
genes. The core curriculum should include a review
of the history of ideas of biological determinism. Race
is not biology. It is the socially assigned substrate on
which racism operates. Race-associated differences in
the distribution of wealth, income, education, housing,
and other measures of social class do not just happen
but are the result of historical injustices that are perpet-
uated by present-day contemporary structural factors.

In contrast, racism is the system of structuring oppor-
tunity and assigning value on the basis of the social inter-
pretation of how one looks (which is what we call race). It
unfairly disadvantages some individuals and communities,
unfairly advantages-other individuals and communities,
and saps the strength of the whole society-through the
waste of human resources.”” Racism is the root cause of
race-associated differences in health outcomes.2 Racism
is a system of power, not an individual character flaw, per-
sonal moral failing, or psychiatric illness. Racism operates in
2 ways: to structure opportunity and to assign value. Rac-
ism structures opportunity and assigns value according to
how a person looks and results in conditions that unfairly
advantage some and unfairly disadvantage others. Racism
hurts the health of our nation by denying some people the
opportunity to attain their highest level of health.

2. Medical schools, GME programs, and medical
professional organizations should support their
students, trainees, and members to engage in
allyship and antiracism action.

Rationale: Racism affects health on 3 levels: institution-

alized (structural), personally mediated (interpersonal),

and internalized.?** Of these 3 levels, we must inter-
vene at least on institutionalized (structural) racism to
set things right. Antiracism action is a legitimate role of
the physician and indeed of all medical professionals.

Allyship is the practice whereby a person or group in a

privileged position or position of power seeks to oper-

ate in solidarity with a marginalized person or group.

Antiracism action has 3 tasks: name racism; ask “How

is racism operating here?"”; and organize and strategize

to act to end racism.>’
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3. Medical schools and GME programs should
expand the experience of their medical stu-
dents and trainees by facilitating longitudinal
immersion in and partnership with surround-
ing communities.

Rationale: One possible practice model that can be in-
troduced is community-oriented primary care. Aspects
of this model include 1) taking responsibility for the
health and well-being of a geographically defined com-
munity; 2) efforts to go beyond simply providing excel-
lent clinical care to the patients who enter their doors
to also identify and address unmet and even unrecog-
nized health needs; 3) strong, respectful partnership
between the health institution and its geographically
defined community of service; and 4) hiring, training,
and deployment of community health workers.

The priorities of the community must guide the work
of the health institution. It should use its knowledge,
standing, and political connections to advance the
health-related and broader interests of the community,
recognizing that health is not created within the health
sector. The hiring, training, and deployment of commu-
nity health workers should be implemented and taught.
The roles of community health aworkers should extend
beyond patient navigation topcﬁtude regular home
visitation (for health checks, health education, environ-
mental scans, connections to resources); identification
of community resources and community needs; plan-
ning-of community interventions(group classes, health
courses, community organizing); planning, implemen-
tation, and interpretation of community surveys; and
other roles.

4. An aspect of institutional, local, regional, or
national history should be incorporated into
every medical school curriculum, every GME
program, and every annual meeting of a medi-
cal association that offers continuing medical
education.

Rationale: Overcoming health disparities and achieving

health equity cannot be achieved without clinicians un-

derstanding and acknowledging the history of discrimi-
nation and racism in health care in this country. The
long legacy of abuse in medical experimentation and
the history of the inhumane use of enslaved African
descendants in the United States for medical research
have been well chronicled.?® Historical events such
as the Tuskegee syphilis study are the roots of many
current healthcare obstacles such as low participation
in medical research trials and low vaccination rates
among Black individuals.2% Physicians must understand
the impact of the Flexner Report, which led to closure
of all but 2 Black medical schools in 1910.2%” Indeed,
understanding that this history is inextricably tied to
understanding American history is foundational to ap-
preciating the findings of the NAM that lower-quality
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treatment of racial minorities and healthcare disparities
are the result of “bias, prejudice, and stereotyping on
the part of medical professionals.”?% It is foundational
to the development of allyship.

5. The core set of data collected from each patient
encounter should include social determinants
of health, including patient race and ethnicity,
zip code of residence, and primary language.

Rationale: The core data set collected from each patient
encounter should include patient self-identified race and
ethnicity using categories defined by the US Census, zip
code of current residence, and primary language. With
the development of standardized definitions, other social
determinants of health (eg, education level, social sup-
port, or physical environment) might also be included.

6. Clinicians should review their own practices
at least once per year for possible differential
treatment of patients by race and ethnicity, zip
code, and primary language.

Rationale: Possible markers of quality of patient care in-

clude prescription practices, patient wait times, face time

with the patient, and number and nature of referrals.

7. Each healthcare setting should conduct an
annual review to answer the question “How is
racism operating here?” by examining its struc-
tures, policies, practices, norms, and values to
identify levers for intervention.

Rationale: The mechanisms of racism include structures,

policies, practices, norms, and values:

e Structures: the who, what, when, and ‘where of
decision making

e Policies: the written how of decision making

e Practices and norms: the unwritten how of deci-
sion making

¢ Values: the why of decision making

The staff, patients, and community members should

engage in the annual review, identify levers for inter-

vention, develop action plans, and monitor progress on
past and current action plans.

2.4.7. Caveats

In some cases, competing ethical principles such as be-
neficence, nonmaleficence, and justice supersede the
importance of autonomy or privacy. In such cases, the
recommendations in the preceding text may require
modification.

With respect to patient-centered care and SDM, pa-
tient autonomy does not require the provision of any
care requested by a patient. For example, if the chosen
therapy is known to be more harmful than beneficial
or is futile, the principle of nonmaleficence may justify
withholding some types of care. In such cases, the clini-
cian must engage patients and their families in discus-
sions that provide the rationale for the decision.
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Achieving public health goals, particularly in the con-
text of public health emergencies, may require a shift
in focus from traditional principles focusing on the in-
dividual to those focused on community or population
benefit. For example, limited resources can create an en-
vironment where it is difficult or impossible to honor a
patient’s wishes. Perhaps the most dramatic illustration
of this issue arose during the coronavirus disease 2019
(COVID-19) pandemic, when the need for ventilators
and other critical care resources could have outstripped
the available supply. This emergency resulted in pro-
spectively developed principles of allocation grounded
on the ethical principle of justice that specifically pro-
hibits the involvement of the clinician(s) caring for an in-
dividual patient under consideration.?®® The principle of
justice on a societal level also underlies decisions about
transplantation of hearts and other organs, for which
structured rules have been developed in the hopes of
ensuring just distribution based on clinical need.?'

The above examples are stark; given the unsustain-
able trajectory of health spending in the United States,
the tension between autonomy and justice will only
increase throughout medical practice. Nevertheless, cli-
nicians should not be placed ipga position to balance
the benefits of a treatment ijf'f‘tgggg;ggcietal opportu-
nity costs of providing care. Ultimately, it is a societal
responsibility to determine this balance when scarcity
may prohibit the delivery of the care determined to be
in the best.interests of the individual patient.

Countervailing forces of privacy and public health can
arise when considering health data. Again, determina-
tions-about the public good that might be served with
health data cannot be relegated to individuals, clinicians,
or single institutions. Principles developed by competent
and educated parties, ideally with the contribution of the
patient perspective, should govern the balance between
the right to privacy and the interests of public health.

2.5. Task Force 5: Modern Healthcare
Delivery: Challenges Related to New Care
Delivery Systems

Co-Chairs:

Richard A. Chazal, MD, FAHA, MACC
Cathleen Biga, MSN, FACC

Authors:

Mark A. Creager, MID, FAHA, FACC
Michael J. Mack, MD, MACC
Edward T. Fry, MD, FACC

Author and Discussant:

Clyde W. Yancy, MID, MSc, MACC, FAHA
Discussant:

Richard E. Anderson, MD

Medicine is experiencing unprecedented change driven
by scientific and technological advances combined with
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evolving healthcare delivery systems. Systems of care,
research, education, and leadership have been disrupt-
ed by sociological, technological, and economic factors.
Such changes lie in contrast to the enduring obligation
of clinicians to exhibit respectful and moral behavior.*

The highest moral imperative and ethical principles
should be evident consistently in all professional en-
gagements, interactions with peers, and especially in-
teractions with patients. Professionalism is “outward-
looking not inward-looking, having nothing to do with
the self-serving interests of doctors and everything to do
with protecting patients and members of the public.”?'"

Evolution in medicine presents opportunity and chal-
lenge. Remote meetings in lieu of in-person gatherings
(accelerated by the COVID crisis), telemedicine instead of
clinic visits, and remote monitoring instead of diagnostic
testing have dramatically changed the interactions be-
tween clinicians and their patients. Abrupt changes in
business models have spurred new tensions in the tra-
ditional hospital-practicing physician axis and have led
to a diverse range of care models. These can include
physician employment, healthcare system consolidation,
direct care of patients by insurers, alternate venues of
care (pharmacies and big-box stores), and care by a vari-
ety of nonphysician clinicians: advanced practice provid-
ers, pharmacists, and others. These new challenges are
amplified by the growth of EHRs and the increasingly
complex billing, coding, documentation, and reimburse-
ment burdens on clinicians. The potential-impact of all
of these changes on the patient-first or patient-centric
mission is evident.

In addition to interactions with patients ‘and other
clinicians, engagement with outside partners must
respect the highest ethical bar. Such partners can in-
clude industry; local, regional, and national regulatory
authorities; and professional governing bodies. There
must be awareness of the need for integrity in interac-
tions that could be influenced by goals that go beyond
those that are patient-centered and reflect either busi-
ness imperatives or regulatory authority expectations.
Finally, the interface with information science, data, and
documentation must be honest, accurate, and timely.

Reaffirming the standards for both ethics and profes-
sionalism is necessary in the execution of mission state-
ments, strategic goals, and tactical aims. An important
example is in the context of achieving the Triple Aim and
Quadruple Aim. Based on the Triple Aim,?'? which focuses
on responsibilities to patients and society, the Quadruple
Aim® adds in the dimension of clinician wellness. Potential
tension between the needs of the patient and the clinician
is complicated and must be reconciled. Regardless of such
complexities, it is imperative that clinician wellness cannot
be at the expense of patient-centric care.

Clinicians must be trustable and trustworthy, especially
when engaged with the most vulnerable, most marginal-
ized, and most underrepresented in the population. As
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professionals who facilitate health and, when needed, re-
store health, it is important to respect the trust equation.
Unintended attitudes may convey subconscious biases.
Clinicians in positions of authority must constantly man-
age the expression of attitudes and actively surveil behav-
iors (ie, practice self-awareness) to avoid the creation of
scenarios or environments that exclude others or fail to
equitably represent all stakeholders.

Servant leadership among healthcare profession-
als is essential to meld process, science, and patient-
centricity and as a positive influence on society.?'* In
this very important domain, behaviors, conduct, and
attitudes are particularly important because decisions
made about others or about strategic objectives may
have a broad and significant impact. Recognition of the
importance of leadership and its impact in the context
of professionalism and ethics is crucial both in and out-
side of the workplace.?"

Increasingly, as health care, especially cardiovascular
care, is practiced by coordinated teams of individual
clinicians within highly integrated systems of care (in-
dependently of employment model), the inevitable
guestion about professionalism and ethics is, “Do the
same standards and expectations that apply to indi-
vidual professionals apply to thé!;dﬂ?e‘ﬁlve professional
enterprise as a whole?” The answer must be “yes.”
Those same characteristics that define ethical care and
clinicianism as they apply to the individual apply to sys-
tems of care. The altruistic behaviors, the dedication to
honesty and transparency, the avoidance of COls, the
focus on patient-centeredness, the commitment to eg-
uity-and fairness, and the efforts to dismantle health-
care disparities, which define ethical care and clinician-
ism as they apply to the individual, must be expected
of all healthcare systems.

2.5.1. Addressing Potential COIs When Designing
and Engaging in New Models and Venues of
Cardiovascular Care Delivery

Clinicians must balance the interests of patients and the
stewardship of valuable resources through transpar-

1. ency, focus on quality, SDM, and patient-centeredness
in the development and implementation of new models
of care delivery.

In the transition from a fee-for-service model of care
to one focused on value, clinicians must recognize and
weigh the conflicting risks of overtreatment versus un-
dertreatment.

Clinicians with financial interests in alternative sites of
care (eg, ambulatory surgery centers, office-based labo-
ratories, physician-owned specialty hospitals) must fully
disclose such relationships to patients and must demon-
strate that these sites deliver an equal or superior level
of care compared with other facilities.

Clinicians should objectively apply appropriate use cri-
teria (AUC) and clinical practice guidelines (CPGs) in the
4. evidence-based care of individual patients while avoid-
ing potential COIs in their development and in their ap-
plication in value-based models of care.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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1. Clinicians must balance the interests of patients
and the stewardship of valuable resources
through transparency, focus on quality, SDM,
and patient-centeredness in the development
and implementation of new models of care
delivery.

Rationale: Three of the most important changes to the
delivery of cardiovascular care (and 3 potential chal-
lenges to professionalism) in the past decade have
been the employment of physicians by healthcare sys-
tems, the evolution of team-based care, and the de-
velopment of alternative payment models. Clinician-
ism is by definition altruistic but has shied away from
addressing the economic realities of care to achieve
the Quadruple Aim, viewing such considerations as
a threat to ethical practice and personal professional-
ism. The current environment requires that healthcare
professionals recognize the cost to the patient and to
society, as well as realistically addressing the economic
sustainability of practice and the ability to deliver care.
These potential conflicts can be mitigated through
transparently acknowledging direct and indirect incen-
tives or disincentives that translate into how a patient
or population of patients are treated. This can be facili-
tated through SDM that identifies what patients value
in their care and by using objective (performance and
outcome) measures of clinical quality.2'4-216

2. In the transition from a fee-for-service model
of care to one focused on value, clinicians must
recognize and weigh the conflicting risks of
overtreatment versus undertreatment.

Rationale: Today's healthcare enterprise defines a ma-

trixed financial relationship among patient, payer,

health system, and clinician that is fraught with the po-
tential for COIs and ethical challenges at each intersec-
tion. Conflicts may arise through implicit and explicit
personal gain to a physician, manifest as compensation
based on cost savings and reduced use, contingency of
employment, and steerage of patient referrals. The pre-
vailing fee-for-service model of care carries the opposite
inherent COls. More testing or procedures benefit the
clinician or hospital but may not benefit the patient: the

“sin of commission.”217-21°
Value-based models, including accountable care

organizations and bundled payments, that overem-
phasize cost containment may compromise quality or
patient satisfaction while financially benefiting health
systems, hospitals, payers, or practitioners: the “sin
of omission.”

Physicians overseeing formulary or supply-chain is-
sues should disclose any COls and recuse themselves
from such decisions. Physician leadership in health
systems should ensure transparency, build consensus
among all stakeholders, including patients and the en-
tire care team, and advocate against overreliance on
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financial incentives for both the institution and indi-
vidual physician that may compromise clinician profes-
sionalism and ethical care.??°

3. Clinicians with financial interests in alterna-
tive sites of care (eg, ambulatory surgery
centers, office-based laboratories, physician-
owned specialty hospitals) must fully disclose
such relationships to patients and must dem-
onstrate that these sites deliver an equal or
superior level of care compared with other
facilities.

Rationale: Recently, CMS has approved coverage for
certain cardiovascular procedures in freestanding am-
bulatory surgery centers with the stated goals of im-
proved access to care and lower cost.??! Clinicians who
practice in these locations may have full or partial own-
ership, creating the potential conflicts of self-referral
and overuse of care for personal gain.??? Despite the
concerns of COls, physician-owned facilities may de-
liver value to patients and payers, including CMS, by
improving access, incentivizing efficiencies of care, fo-
cusing on patient satisfaction, offering lower cost per
case, and promoting physician engagement in overall
care delivery (“skin in the game™,222,

Delivery of care in physician<owféd-ambulatory sur-
gery centers, office-based laboratories, or specialty hos-
pitals must be done with full, easy-to-understand dis-
closure to the patient before treatment and must meet
all'state and federal regulations governing self-referral,
including Stark Law exemptions. Referrals to alternative
sites of care with physician ownership should not be
influenced by type of healthcare coverage or insurance.
To rationalize care in an alternative physician-owned fa-
cility, in addition to lower cost of care, patients should
expect equal or better objectively measured quality of
care, a superior patient experience, reduced barriers to
care, and full knowledge of the physician’s interests in
the physician-owned site of care.

4. Clinicians should objectively apply AUC and
CPGs in the evidence-based care of individual
patients while avoiding potential COls in their
development and in their application in value-
based models of care.

Rationale: Tools founded on clinical research and ex-

pert consensus are available that can objectively help

direct clinical decision making that is patient-centered
and may reduce personal and system COls. Such tools
include AUC to guide testing and procedural care and

CPGs to support the evaluation and treatment of pa-

tients with select cardiovascular disorders. AUC, CPGs,

and clinical decision support mechanisms are derived
from the study of populations of patients and must
be applied carefully in the care of unique individual
patients.??422¢ Development of these evidence-based
tools must be done with full disclosure of any personal
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or professional COls by those contributing to the guide-
lines.?2” AUC, CPGs, and clinical decision support mech-
anisms should not be used to withhold testing or treat-
ment solely on the basis of efforts to reduce cost within
value-based models of care.

2.5.2. Medical Professionalism for the Employed
Clinician

Patient-centered care, including patient goals and pref-
1. erences, must be prioritized among quality metrics in
pay-for-performance programs.

Guideline-recommended, evidence-based treatment
2. should take into consideration patient preferences and
goals.

Implementation of health policy intended to improve val-
3. ue should be supported by high-quality evidence that it
improves outcomes and avoids unintended consequences.

Quality, outcomes, patient experience, and the re-
duction of unnecessary tests and procedures are the
responsibility of the clinician and must be given high
priority.

1. Patient-centered care, including patient
goals and preferences, must be prioritized
among quality metrics in pay-for-performance
programs.

Rationale: Patient-centered care includes the notion that

patients desire to beinvolved in decisions about their health

care. Meaningful conversations with patients-require clini-
cians to acquire the knowledge, skills, and competencies
to engage patients of diverse cultural backgrounds, socio-
economic status, and education.?”® Health-related deci-
sions made collaboratively between the patient and clini-
cian integrate available evidence of efficacy and safety and
the patient’s preferences and values. This process includes
introducing choice, describing options, and exploring pa-
tient preferences in order to make shared decisions.??°
Among the aims of quality proposed by the Com-
mittee on the Quality of Health Care in America of the

NAM in its treatise Crossing the Quality Chasm: A New

Health System for the 21st Century'® is patient-centered

care, defined as “providing care that is respectful of and

responsive to individual patient preferences, needs, and
values and ensuring that patient values guide all clinical
decisions.” Pay-for-performance programs, also known
as value-based payment programs, include financial in-
centives for efficient, high-quality care. Pay-for-perfor-
mance programs that reward select quality measures
have the potential to create ethical COls for clinicians if
these interfere with the delivery of comprehensive care
and fail to account for patient-specific circumstances and
goals of care. However, these concepts are not necessar-
ily in conflict with each other if performance measures,
as described by the NAM, include “measures of safety,
effectiveness, patient-centeredness, timeliness, efficiency,
and equity.”"*® The AMA's principles and guidelines note
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that fair and ethical pay-for-performance programs are
patient centered and link evidence-based performance
measures to financial incentives.?

2. Guideline-recommended, evidence-based treat-
ment should take into consideration patient
preferences and goals.

Rationale: ACC/AHA CPGs provide a foundation for the

delivery of quality cardiovascular care. Guideline recom-

mendations are based on systematic methods to evalu-
ate and classify evidence, with the highest level of evi-
dence resulting from high-quality randomized clinical
trials.®* These recommendations typically reflect find-
ings from trials of large populations meeting specific
inclusion and exclusion criteria. They do not necessar-
ily account for patient-specific considerations, includ-
ing goals of care, concerns about side effects, burdens
imposed by the intensity of management, and cost.?*'

Clinicians should discuss recommendations based on

the best available evidence, including expected efficacy

outcomes, potential adverse effects of treatment, and
alternative approaches, and incorporate patient goals
and priorities when developing a management plan.

3. Implementation of healthr policy intended to
improve value should bejsupported by high-
quality evidence that it improves outcomes and
avoids unintended consequences.

Rationale: CMS has implemented prospective payment

systems-and policies that tie reimbursement to the value

of care.?? These value-based programs are intended to
improve quality and safety while reducing healthcare
costs. Affirmation of the efficacy of these programs re-
quires accurate collection of data and systematic evalu-
ation of quality measures to ensure that these programs
improve the delivery of care and health outcomes. Itis also
important to monitor and avoid the occurrence of unin-
tended consequences. These might include penalties for
hospitals caring for patients with multiple comorbidities
and socioeconomic disadvantages,?** as well as unfore-
seen adverse patient outcomes. An intention of the Hos-
pital Readmission Reduction Program, in which hospitals
incur financial penalties for higher-than-expected 30-day
readmission rates for patients with several medical con-
ditions, including heart failure, acute myocardial infarc-
tion, and pneumonia, is to favorably affect healthcare
expenditures.?** Whether the program improves out-
comes is controversial.?3>23¢ An observational analysis of
hospitalized patients with myocardial infarction from the

National Cardiovascular Data Registry Acute Coronary

Treatment and Intervention Outcomes Network Registry—

Get With the Guidelines Centers reported that 30-day

risk-adjusted readmission rates for myocardial infarction

were not associated with adherence to performance of

measures or clinical outcomes occurring after the first 30

days after discharge,®” and an analysis found that quali-

ty of care and clinical outcomes were comparable among
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hospitals with high versus low risk-adjusted 30-day heart
failure readmission rates.?*® In addition, some retrospec-
tive studies of Medicare fee-for-service beneficiaries have
found that the Hospital Readmission Reduction Program
was associated with increased mortality within 30 days
of discharge among Medicare beneficiaries hospitalized
for heart failure, although others have not confirmed this
finding.232:240

4. Quality, outcomes, patient experience, and the
reduction of unnecessary tests and procedures
are the responsibility of the clinician and must
be given high priority.

Rationale: Consolidation of health services includes

mergers of multiple hospitals or integration of outpatient

centers, physician groups, ambulatory clinics, rehabilita-
tion services, nursing homes, and home health agencies
into 1 health system.?*' Potential benefits of consolida-
tion include improvements in quality, efficiency, and out-
comes as a result of increased size of clinical services and
subspecialty availability; investment in quality programs;
and cost savings through coordination of care delivery.

Potential harms include higher prices for payers, higher

use of costly tests and procedures, and less innovation

attributable to reduced competition.?41:242
A recent study using Medicare claims and Hospital
Compare data found that hospital acquisition by an-
other hospital or hospital system was associated with
modestly worse patient experiences and no significant
changes in 30-day hospital readmission or mortality
rates.?* Another potential-consequence of consolida-
tion is reduced access to care, particularly if competi-
tion causes smaller hospitals in rural communities to
close.?** This may limit opportunities for preventive
and longitudinal care for chronic conditions and affect
the timely assessment of and intervention for urgent
conditions such as acute myocardial infarction.
Prioritization of quality, outcomes, and patient expe-
rience may require modification of payment models. A
retrospective cohort study of patients with coronary ar-
tery disease in the PINNACLE Registry (Practice Innova-
tion and Clinical Excellence) assessed differences in evi-
dence-based secondary prevention treatments between
those enrolled in the Medicare Advantage plan, which
incentivizes performance on evidence-based care, and
those enrolled in traditional fee-for-service Medicare.?#

Those enrolled in Medicare Advantage were more likely

to receive secondary prevention treatments. However,

in a retrospective cohort of patients hospitalized with
heart failure in hospitals participating in the Get With

The Guidelines—Heart Failure registry, there was no

difference in receipt of evidence-based heart failure

medications or in-hospital mortality between patients
enrolled in Medicare Advantage and those in traditional
fee-for-service Medicare.?4
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The clinician must take responsibility for reducing the
use of unnecessary tests and procedures.?*” A Consumer
Reports readers’ survey found that 44% of healthy adults
received screening tests for heart disease deemed unlike-
ly to have benefits that outweigh the risks.?*® The Choos-
ing Wisely campaign, initiated by the American Board of
Internal Medicine Foundation along with 9 professional
societies, including the ACC, identified tests and proce-
dures prone to overuse and provides information about
when these tests or procedures may be appropriate.?#
Tests and procedures that are not clearly indicated have
the potential for harm to patients and drive up the cost
of health care. Clinicians and systems must be aware
of the influence (real or perceived) of legal risk mitiga-
tion in ordering patterns. Efforts to mitigate such risks
through the use of guideline-directed medical care, lo-
cal algorithms (development of appropriate community
standards), and legislative influence are needed. Patient
education to offset incomplete and inaccurate messag-
ing (often from the internet) is the ultimate responsibil-
ity of the clinician but can be aided by local, state, and
national systems and organizations.

2.5.3. Ethical Challenges and Prgfessionalism Related
to Billing, Coding, Documeni3tion, and EHRs

Clinical documentation should capture the patient’s ac-
tive problems, history, assessment, and medical decision
making in a manner that is accurate, current, respectful,
consistent, confidential, secure, and transparent.

Clinical coding and billing practices should be sup-
ported by verified and audited clinical documentation
2. readily available in the medical record that adheres to
International Classification of Diseases, 10th Revision
conventions and Current Procedural Terminology rules.

The primary role of an EHR is to facilitate patient care,
and this purpose should not be impeded or usurped
by the billing, regulatory, research, documentation, or
administrative functions of the EHR.

Routine audits of EHRs and clinical documentation
4, should be performed to promote professionalism, ethi-
cal practice, and optimal patient care.

1. Clinical documentation should capture the
patient’s active problems, history, assessment,
and medical decision making in a manner that
is accurate, current, respectful, consistent, con-
fidential, secure, and transparent.

Rationale: Information housed within an EHR belongs

to and should be accessible to the patient. In addition

to the patient, access to protected health information
should be restricted to only physicians, clinicians, and
staff directly responsible for the care of the patient, un-
less otherwise authorized by the patient’s release of in-
formation.>°

Ethical and professional concerns surrounding the
use or misuse of EHRs relate to vulnerability of protected
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health information, security breaches, unintended per-
petuation of inaccurate information, enabling upcoding
and cloning, distraction from direct patient interaction,
and loss of clinical context by translating an inherently
analog process into a digital or binary one.?*" Use of the
EHR is consistently cited as a leading cause of burnout
and an impediment to clinician well-being.?>? Clinicians
report that the use of EHRs limits time for direct pa-
tient interaction and interferes with a key component
of medical professionalism. Efforts to reduce these
burdens of care created by EHRs should be addressed
through advocacy, education, operational optimization,
and dialogue with EHR vendors.

Documentation should adhere to principles of pa-
tient-centeredness and patient welfare, respect and
awareness, truthfulness and accuracy, privacy and
security, and transparency and disclosure.?>> Docu-
mentation should be clear, concise, thorough, leg-
ible, organized, verifiable, and completed in a timely
manner. Data should be consistent across all compo-
nents of the medical record, and when this goal is
not achieved, inconsistencies and their origin should
be identified and reconciled. Patient safety should be
a primary goal of documentation. The use of medical
scribes may facilitate entry of clinical information into
the EHR, allowing more personal interaction between
the patient and the clinician. All information collected
and recorded by the scribe must be reviewed and ac-
curacy must be attested to by the responsible clini-
cian. "Copying and pasting” (cloning) should be used
judiciously. All information copied and entered into
the medical record should be reviewed and edited
with each encounter to ensure that it is accurate, rel-
evant, and current.

2. Clinical coding and billing practices should
be supported by verified and audited clini-
cal documentation readily available in the
medical record that adheres to International
Classification of Diseases, 10th Revision con-
ventions and Current Procedural Terminology
rules.

Rationale: Appropriate clinical coding and associated

clinician billing must be supported by accurate and

verifiable clinical documentation. The level of billing
should be commensurate with the breadth of histori-

cal elements, the extent of physical examination, a

review of relevant clinical data, and the complexity

of clinical decision making and should be consistent
with clinician time.?** The volume of documentation
should not be a determinant of the level of billing.

Extraneous and unnecessary information should not

be included in the medical record solely for the pur-

pose of enhancing the level of billing (upcoding). Di-

agnoses for all reported coding and billing functions
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should adhere to the International Classification of
Diseases, 10th Revision Clinical Modification Proce-
dural Coding System. Billing the correct level of evalu-
ation and management requires the selection of the
Current Procedural Terminology code that best repre-
sents the patient type, site of service, and level of ser-
vice rendered.?>>?%¢ Clinicians and staff should com-
plete necessary initial and continuing education on
current billing and coding practices, receive legal and
compliance updates, and have constructive feedback
through regular audits and reviews. Practices, hos-
pitals, and health systems should have well-defined
policies and procedures to guide ethical coding and
billing practices.

3. The primary role of an EHR is to facilitate patient
care, and this purpose should not be impeded
or usurped by the billing, regulatory, research,
documentation, or administrative functions of
the EHR.

Rationale: One of the most important things clinicians
can offer patients is undivided attention. The use of
templates and clicks cannot replace the duty to obtain
the patient’s story through undistracted listening. EHRs
need to support the role of sha\rf’ 3 linical decision mak-
ing via easy-to-navigate educationdffifaterials and the
ability to document the process.® Patients must have
easy access to their own health information housed
within the EHR to enhance and elevate their role in their
care. Structured data should be used when appropriate
to-measure and collect data elements.

4. Routine audits of EHRs and clinical documenta-
tion should be performed to promote profession-
alism, ethical practice, and optimal patient care.

Rationale: Accuracy of clinical documentation, ap-

propriateness of coding, commensurate level of bill-

ing for services rendered, and timely completion of

supporting medical records should be audited on a

regular basis to provide constructive feedback and

education to physicians and care team members and
to ensure compliance with all internal policies and ex-
ternal regulations.?®’

Effective audits can identify the need to refund ad-
justed claims when necessary, to provide discrete clinical
data for patient population health management, and
to support process improvement. EHRs must support
team-based care via design and outcome. SDM and
documentation of all members of the team must be re-
corded in such a way as to promote the team approach
while making the documentation easy to find and use
in decision making. This must be done to enable patient
teams to contribute to the goal of enhanced patient
care. Patient portals must be bidirectional between the
patient and the clinician.

Circulation. 2021;143:00-00. DOI: 10.1161/CIR.0000000000000963
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2.5.4. Quadruple Aim: Does an Ethical and
Professional Perspective Enhance or Obstruct
Patient Satisfaction, Outcomes and Quality, Cost,
and Clinician Satisfaction?

Continuous assessment of clinician satisfaction and
well-being is essential for achieving the Quadruple

1. Aim. Healthcare organizations should implement pro-
grams to address and avoid clinician burnout so that
the Triple Aim can be optimally achieved.

Although clinician well-being is acknowledged as an
essential condition for achieving the Quadruple Aim,
the focus on clinician satisfaction must not detract
from achieving the Triple Aim for patients.

1. Continuous assessment of clinician satisfac-
tion and well-being is essential for achieving
the Quadruple Aim. Healthcare organizations
should implement programs to address and
avoid clinician burnout so that the Triple Aim
can be optimally achieved.

Rationale: The primary goal of the Triple Aim is to improve

the health of the population while enhancing patient sat-

isfaction and reducing the cost of care.?2?°® Although this
has been widely accepted in medicine, it has also been
noted that achieving these 3 aims can be adversely affect-
ed by the stressful work life of healthcare clinicians and
staff. This recognition that burnout of clinicians impedes

achievement of the Triple Aim has led to adoption of a

fourth aim, clinician satisfaction, hence the Quadruple

Aim.?32% The addition of clinician satisfaction is recogni-

tion that this is an essential condition for achieving the

Triple Aim. Whereas 3 objectives of the Quadruple Aim

are the raison d'étre of health organizations and systems,

the fourth is an essential condition for achieving them.
Achievement of the fourth aim has been made par-

ticularly challenging by the tedious and time-consum-
ing nature of EHRs.?*° The transition to EHRs has been
a particularly strong contributor to the frustration, dis-
satisfaction, stress, and exhaustion of clinicians.®>?¢!
Healthcare organizations can work toward achieving
the fourth aim by improving the work life of clinicians
and staff.?®2 Some of the measures that can be imple-
mented include team documentation in the EHR, pre-
visit planning, and testing, allowing each team member
to practice at the top of their licenses, and standardiza-
tion of workflows.

2. Although clinician well-being is acknowledged
as an essential condition for achieving the
Quadruple Aim, the focus on clinician satisfac-
tion must not detract from achieving the Triple
Aim for patients.

Rationale: Health care may include inherent conflict

between the parts of the Quadruple Aim: how to im-

prove clinician well-being and productivity while still re-

ducing costs and improving population health and the
patient experience.®® If the emphasis on the well-being
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of the workforce comes at the expense of patients’
needs, there will be negative consequences for patient-
centered care. However, working toward achieving
the Triple Aim may actually increase physician burnout
and thereby reduce the chances of success. Clinician
burnout potentially imperils the Triple Aim by leading
to lower patient satisfaction, a reduction in healthcare
outcomes, and increased cost. Health care is a relation-
ship between those who provide care and those who
seek care, and the proper balance can be struck only if
it is a symbiotic one benefitting both parties.

2.5.5. Conclusions

Delivery of cardiovascular care to people and communi-
ties continues to evolve rapidly, whereas professional
obligations to patient-centricity must remain consistent.
The transformation of care delivery models and the
complexities of new technologies mandate increased
attention and careful introspection in relationship to
professionalism and ethics. Evolving employment and
payment models, rapidly changing delivery sites of care,
and the documentation of care require maintenance of
standards that are beyond reproach and representative
of the trust placed in all physicians and clinicians. It is
the responsibility of each mdlwd‘gak has well as our pro-
fessional communities, to continually“évaluate the de-
gree to which such standards are maintained and met.
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