No Deference?

Healthcare Regulation and the
Demise of Chevron




Olden Times




Skidmore v. Swift (1944)

.

. Swift & Co., Plant, Fort Worth, Texas.

-

-



Skidmore v. Swift (1944)

“We consider that the rulings, interpretations, and
opinions of the Administrator under this Act, while
not controlling upon the courts by reason of their
authority, do constitute a body of experience and

iInformed judgment to which courts and litigants
may properly resort for guidance.”




Skidmore v. Swift (1944)

“The weight of such a judgment in a particular case will depend upon
the thoroughness evident in its consideration,

the validity of its reasoning,

its consistency with earlier and later pronouncements,

and all those factors which give it power to persuade, if lacking

power to control.”
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Chevron U.S.A. v.
Natural _Resour_ces Defense Council (1984)




Chevron Two-Step

Step One: Has Congress “directly spoken to the precise question
atissue”?

Yes: The court “must give effect to the unambiguously
expressed intent of Congress”

No, the statute is silent or ambiguous: Go to Step Two

Step Two: Is the agency’s action “based on a permissible

construction of the statute”?




Major Questions Doctrine

FDA v.
Brown & Williamson King v. Burwell West Virginia v. EPA
(2000) (2015) (2022)
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Did Chevron Matter?
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Loper Bright Enterprises v. Raimondo
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Loper Bright Enterprises v. Raimondo

“By forcing courts to instead pretend that ambiguities
are necessarily delegations, Chevron does not
prevent judges from making policy. It prevents them

from judging.”




Loper Bright Enterprises v. Raimondo
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on t

e do not call into question prior cases that relied

ne Chevron framework. The holdings of those

cases that specific agency actions are lawful—
including the Clean Air Act holding of Chevron
itself—are still subject to statutory stare decisis

despite our change in interpretive methodology.”
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Loper Bright Enterprises v. Raimondo

“Under the Public Health Service Act, the Food and Drug
Administration (FDA) regulates ‘biological product[s],
Including ‘protein[s]. 42 U. S. C. 8262(i)(1). When does an
alpha amino acid polymer qualify as such a ‘protein’? Must
It have a specific, defined sequence of amino acids? See
Teva Pharmaceuticals USA, Inc. v. FDA, 514 F. Supp. 3d 66,

79-80, 93-106 (DC 2020)”

Kagan, J., dissenting
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Corner Post, Inc. v. Board of Governors
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Nationwide Injunctions
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THE SKY 15
FALLING!

AMA% | Physicians’ powerful ally in patient care



But is the sky really falling?

It isn’t clear...but what is clear is
increased uncertainty and
more litigation opportunities

1\l

AMA% | Physicians’ powerful ally in patient care



Loper, Corner Post, Jarkesy,

and West VA v EPA (2022) decisions
collectively have changed the balance of
power away from agencies
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AMA% | Physicians’ powerful ally in patient care



New Opportunities and Avenues
for Advocacy Efforts

Congressional
Advocacy

Agency Advocacy

Judicial Advocacy
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Working with Congress

Courts will now decide whether Congress has explicitly
delegated discretionary regulatory authority to an agency.
Rules lacking clear direction from Congress may be more ripe
for challenges. Legislative text must be more precise.

* Opportunity: Increased advocacy on favorable language

* Downside: Development of legislation and negotiations on
final language may be more complex, take more time, fail

AMA% | Physicians’ powerful ally in patient care



Working with Agencies

« Agencies will need to be more deliberate in writing regulations and
implementing programs that will stand up against challenge

* There is a significant opportunity for attorneys for physicians,
healthcare entities, medical societies to assist agencies through
various interactions and submission of comments on new
proposals to build a thorough record before the agency

 This will also require a review of existing problematic regulations
and guidance to build a case for potential legal challenges
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Advocacy in the Courts

« Do agency rules or actions create adverse impact?
Do rules, guidance, program implementation exceed
statutory authority or intent?

» Key questions to ask:
* Is regulatory language consistent with statutory text?
* |Is the agency authorized to act?
« Has the agency used reasoned decision-making?

AMA% | Physicians’ powerful ally in patient care



Advocacy in the Courts
Identify possible regulatory pain points and Strategize on where to bring challenges

* Medicare: MIPS Quality Measures, MIPS Total Per Capita Cost Measure, other physician fee schedule issues

* Note that many of the PFS and MIPS policies are precluded by statute from judicial review; is
there any wiggle room?

* Medicare DSH

+ Stark Self-Referral Law and Anti-Kickback Statute

* Physician-Owned Hospitals

+ FDA Regulation of Laboratory-Developed Tests

* Mental Health Parity

* No Surprises Act

+ Affordable Care Act Section 1557 Gender ldentity Protection and other Social Policy Issues
+ Affordable Care Act Coverage and Tax Credit Issues

* Public Health Issues (Climate Change)
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Physicians’ powerful ally in patient care



American Society of Medical Association Counsel

October 7, 2024
Chatham Bars Inn
Chatham, Massachusetts

The Supreme Court and Medicine: What’s Happened, What’s Next?
Leonard A. Nelson

AMA Senior Assistant General Counsel
Director, Litigation Center of the AMA and the State Medical Societies



A. What’s Happened in the Supreme Court Regarding Medicine?

1. Murthy v. Missouri, 114 S.Ct. 1972 (6/26/2024)

Plaintiffs: Two states and five social-media users
Defendants: Surgeon General and other federal officials
Background: The federal government urged/pressured social media

companies to remove information from their websites
concerning the COVID pandemic that the government deemed
false and harmful to public health

Cause of Action: Violation of Freedom of Speech
AMA Participation: Amicus brief in support of federal government
Result: Preliminary injunction against the federal government ordered

vacated, as the plaintiffs lacked standing to sue for injunctive
relief



2. FDA v. Alliance for Hippocratic Medicine, 602 U.S. 367 (6/13/2024)

Plaintiffs:
Defendants:

Background:

Cause of Action:

AMA Participation:

Result:

Pro-life physicians and advocacy organizations
FDA and other federal agencies

Plaintiffs preliminarily enjoined the FDA’s approval of
Mifepristone, a drug used to terminate pregnancies

Violation of APA, Pure Food and Drug Act
Multiple amicus briefs in support of FDA

Preliminary injunction reversed and remanded for lack of
standing. Moral, ideological, and policy objections taken
against persons other than the plaintiffs do not establish
standing. A plaintiff cannot develop standing by spending
money to gather information and advocate against government
action. Doctors do not have standing to challenge government
safety regulations simply because those regulations might
require them to spend more time or money in their medical
practices. An argument that no one has standing does not
support standing for those who would not otherwise have it.
Some issues are left to political and democratic processes.



Plaintiffs:
Defendant:

Background:

Cause of Action:

AMA Participation:

Result:

3. United States v. Rahimi, 144 S.Ct. 1889 (6/21/2024)

United States
Zackey Rahimi

Rahimi repeatedly assaulted his girlfriend. During one of their
altercations, he shot his gun, although it is unclear whether he
shot at the girlfriend or at a witness. A Texas state court entered
a restraining order, which, inter alia, suspended his right to
possess a gun. As a result of the spat with his girlfriend and
numerous other acts of violence, many of which involved his
use of firearms, the police searched Rahimi’s residence, where
they found a pistol, a rifle, ammunition, and a copy of the
restraining order. Rahimi was indicted for violating 18 U.S.C.
§ 922(g)(8), which makes it illegal to possess a firearm while
subject to a domestic violence restraining order. Rahimi moved
to dismiss the indictment, asserting that the statute infringed the
Second Amendment on its face. The Second Circuit so held and
ordered the indictment dismissed.

Violation of 18 U.S.C. § 922(g)(8)
Amicus brief in support of federal government
Second Circuit reversed, and indictment against Rahimi

reinstated. The statute is sufficiently similar to laws restraining
firearm possession at the time of the Constitution to pass muster.



Plaintiff:

Defendants:

Background:

Cause of Action:

AMA Participation:

Result:

4. Garland v. Cargill, 602 U.S. 406 (6/14/2024)

Michael Cargill

Attorney General of the United States and the Bureau of
Alcohol, Tobacco, Firearms and Explosives (ATF)

26 U.S.C. § 5845(b) prohibits private citizens from owning
machineguns. A machinegun is defined as a weapon that can
fire more than one shot by a single pull of the trigger.
Following a mass shooting in Las Vegas but overturning
contrary previous rulings, ATF published a regulation that
classified semiautomatic rifles with bump stocks as
machineguns. A bump stock is a device that can be affixed to a
rifle and uses the recoil to enable the shooter to manipulate the
trigger so that it is easier to fire multiple rounds.

Cargill surrendered two bump stocks to ATF under protest. He
then sued to challenge the regulation, asserting that it exceeded
ATF’s authority to prohibit machineguns.
Violation of APA, National Firecarms Act

Amicus brief in support of federal government

Judgment in favor of Cargill and against ATF



5. Moyle v. United States, 603 U.S. (6/27/2024)

Plaintiff: United States

Defendants: Speaker of the Idaho House of Representatives and State of
Idaho

Background: An Idaho law prohibits abortions unless necessary to prevent a

pregnant woman’s death, but without making an exception to
prevent serious harm to the woman’s health. The Idaho law was
preliminarily enjoined in the lower courts.

Cause of Action: Violation of Emergency Medical Treatment and Labor Act
(EMTALA), which requires that Medicare-funded hospitals
provide abortion services when needed to stabilize a medical
condition that seriously threatens a pregnant woman’s health

AMA Participation: Amicus briefs (at the district court, the court of appeals, and the
Supreme Court) in support of federal government

Result: Writ of certiorari vacated as improvidently granted.
Preliminary injunction against Idaho law stands.



B. What’s Next in the Supreme Court Regarding Medicine?
1. Garland v. VanDerStok; No. 23-10718
Plaintiffs: Individuals, companies, and associations

Defendants: Attorney General of the United States and the Bureau of
Alcohol, Tobacco, Firearms and Explosives (ATF)

Background: The Federal Gun Control Act imposes licensing, recordkeeping,
and serialization requirements on persons who deal in firearms.
Firearms are defined as “any weapon” that can “expel a
projectile by the action of an explosive.” The question is
whether an ATF regulation that deems a weapons parts kit that is
designed to be converted into an operational firearm (a/k/a “a
ghost gun”) is valid.

Set for argument on October 8, 2024
Cause of Action: Violation of APA

AMA Participation: Amicus brief in support of federal government



Plaintiffs:

Defendants:

Background:

Cause of Action:

AMA Participation:

United States v. Skrmetti; No. 23-477
Three transgender adolescents who live in Tennessee, their
parents, and a Tennessee doctor who treats adolescents with
gender dysphoria; also, the United States, through intervention

Tennessee officials responsible for enforcing Tenn. SB 1

Tenn. SB 1 prohibits medical treatments that allow a minor to
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maintain an identity inconsistent with the minor’s “sex”
Equal Protection Clause

Amicus brief in support of federal government



FDA v. Wages and White Lion Investments; No. 23-1038

Plaintiffs: Two manufacturers of electronic cigarettes

Defendant: FDA

Background: The FDA denied marketing approval for the plaintiffs’
electronic cigarettes, finding that the denial was needed to
protect public health

Cause of Action: APA, Family Smoking Prevention and Tobacco Control Act

AMA Participation: Amicus brief in support of federal government

https://amatoday-my.sharepoint.com/personal/lanelson_ama-assn_org/Documents/F Drive Files/ ASMAC/2024/Supreme Court Update.docx
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Medical Malpractice Insurance:
Association Opportunities



Robert John Kane
Illinois State Medical Society
&
ISMIE Mutual Insurance Company
Chief Legal Officer & Chief
Compliance Officer



Brief History of Medical Societies
and Tort Reform

e Commercial Insurance

Companies withdraw from
Market

>Late 1960s and early 1970s
>Mid 1980s to 1980s



* Standard professional liability
insurance -- claims made or
occurrence

* Excess & surplus insurance
coverage

* Alternative risk transfer market-
captive (RRG, segregated cells)



Medical Society Experience

>Professional liability insurance very scarce

>Physicians call on medical society to assist

>Societies endeavor to help

>Many societies create companies to cover member
professional liability.



Illinois State Medical Society
»ISMS Insurance Services
»1ISMS Inter-Insurance Exchange

» Mid 1980s “occurrence” to “claims
made”

> Late 1990s conversion to mutual
insurance company



MS & Insurance Company Agreements
»MS premium discounts
»MS IP royalty agreements

» Joint partnership drives-MS membership



Thank You
¢

Robert John Kane
Hllinows State Medical Society
& IS MITE Mutual
robertlkane@isms.org



mailto:robertkane@isms.org
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to




The American Foundation for Suicide Prevention’s Talk Saves Lives™ is an educational
presentation and is intended for informational purposes only. This presentation is not a
substitute for professional medical advice or services. You should not use the information
in this presentation for diagnosing or treating a health condition. You should consult a
physician or other health care professional in all matters relating to your health, and
particularly for any symptoms that may require diagnosis or medical attention. Any action on
VOU er: =kjeje = LU = 11O Ar=]10[® I OVIAUEU JIE5C =L@ C VO U @ = LIOUII.
The American Foundation for Suicide Prevention (AFSP) makes no representations or
warranties with respect to any information offered or provided regarding treatment,
action, or application of medication.
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is to save lives
and bring hope
to those affected
by suicide.

For more, please see




Mental Health
Matters

of people who died by suicide had a
mental health condition at the time of
their death.

However, most people with mental
health conditions do not engage in
suicidal behavior or die by suicide.




Building a Culture
that Addresses
Suicide Prevention

» Universal education and health
promotion

* Healthcare, schools, workplaces, etc.

* Changing social and cultural norms
to decrease stigma and encourage
help-seeking

* Prevention strategies for those
who may be at increased risk

* Treatment and recovery

* Public policy
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What You Will Learn

By the end of this presentation,
participants will be able to:

T

» Describe the impact of suicide

» ldentify contributors to suicide
and protective factors

- Understand how suicide may
impact certain communities
differently

» Describe how to recognize suicide
warning signs

' Provide examples of how to start
a conversation about suicide with
someone you're concerned about

» List ways to seek and offer
support and crisis resources
for yourself or others




How We Talk Matters

Avoid saying:

Committed suicide ¢ Failed or
successful attempt

Say:

Died by suicide * Ended their life *
Suicide attempt ¢ Death by suicide

Common Terms:

* Suicide loss survivor

* Survivor of suicide loss
* Suicide bereaved

* Bereaved by suicide

* Lived experience

* Suicide attempt survivor




Scope of the
Problem

* Suicide is a leading cause of
t

ol Yo e T
ucatll i uie uv.o.

* Each year, millions of people
think about suicide

* There are well over a million
people in the U.S. each year
who survive a suicide attempt

* Most people have been affected
by suicide in some way



Differences in Suicide Rates
Suicide rates may differ based on a variety of factors, including age, gender, geography, ethnicity, race

and occupation.

Males have 3.5 times Middle and older adults Veterans have higher
higher rates of suicide have higher rates of suicide rates of suicide than
than females than younger people non-veterans




Differences in Suicide Rates .

While the rate of suicide Although overall suicide Suicide rates among Indigenous youth and
has been increasing among rates are lower among Black and AAPI youth young adults die by
youth, youth still have the people of color, rates have been increasing, suicide at higher rates
lowest rates compared to among these groups are similar to other racial and than any other racial or
other age groups increasing faster ethnic groups of color ethnic group

TALK
SAVES
LIVES

J



Interacting Risk and Protective Factors

Social &
Environmental
Factors

Biological Psychological
Factors Factors

P a

Suicide

Current Life Events & Stress
TALK

Lethal Means
SAVES

LIVES Moutier, C. Y., Harkavy-Friedman, J. M. (2018). Presented at the National Academy Sciences meeting on suicide prevention, Washington, DC.
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Lethal Means |
*

Current Life Events & Stress

1
Suicide




Contributors to Suicidal Behavior

* Previous suicidal behavior

* Mental health conditions: depression, bipolar disorder, psychosis,
pergnnali’r\f disorders, g:—nfing disorders. substance use

......... y disorders, eating disorders, substance use
* Physical health conditions, chronic pain

* Family history of mental illness or suicide loss

* Childhood trauma, abuse, neglect

* Traumatic brain injury

* Genetics

* Ongoing social factors: rejection, victimization, race or
gender related discrimination, prejudice, systemic racism
and historical trauma

| TALK I
Lves |
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Protective Factors

» Resilience

» Strong sense of personal identity
including gender, race, and ethnicity

» Social and problem-solving skills

» Connection

* Social support

» Willingness to participate in mental
health care

» Access to mental health care




Certain groups and populations

experience suicide risk factors

and contributors differently




Suicide and Healthcare Workers

The risk of suicide is higher for health care workers compared
with non-health care workers in the U.S.

Contributors to suicide risk include:

» Untreated or inadequately managed health conditions

* Burnout, depression and other forms of distress

* Shift work

* Real and perceived barriers to help-seeking

» Access to lethal means (i.e., medications)

Encouraging help-seeking behaviors, reducing stigma, increasing

resources, and having open conversations about mental health can
protect against suicide.
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Thoughts of
Suicide are
Complex

* Part of them wants to live, part
of them wants their pain to end

* They may think that if they weren't
around, it would be better for their
family and friends

* They may feel like a burden

* They may feel overwhelmed with
hopelessness



Perspective of
a Person in Crisis

* Experience a crisis point

* Unbearable physical or emotional
pain that feels unescapable

* Their brain is operating differently;
thinking lacks flexibility

* They can't access coping skills

* It's not a choice to feel this way

| TALK I
Lves |
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Thoughts of suicide are often
temporary. Keeping people safe

and helping them feel supported

can get them through those
critical moments.




Can Take

‘1’ Watch for warning signs

Reach out and have a
conversation

3) Keep the environment safe

@) Connect to help and

resources




Watch for Warning Signs

Suicide Warning Signs

Talk

* Ending their lives

Behavior

* Increased use of alcohol or drugs

* Having no reason to live * Issues with sleep

* Feeling hopeless * Acting recklessly

* Being a burden to others  + \Withdrawing from activities

* Feeling trapped * Isolating from family and friends

* Unbearable pain * Looking for a way to kill themselves

* Giving away possessions

* Missed work or declining work

or school performance

TALK
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Mood

* Depression
* Apathy

* Rage

* Irritability
* Impulsivity
* Humiliation
* Anxiety

* Sudden, unexplained happiness



TALK
SAVES

.~ Have a Conversation

Hava a Canuvarcatinn
A BV Wl WLl Rl

nN W i

* Trust your instinct

* Assume you're the only one
who is going to reach out

* Be okay with the awkwardness

J
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Workplace Leaders

Workplace Leaders
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Have a Conversation .
| care about you, and I've noticed you

haven't been yourself lately. You seem
more [frustrated] than you've been in a

Reminders Before while, and I'm wondering how you're doing.
You Reach Out

* Avoid minimizing their feelings

* Avoid debating them that life is
worth living

You are an important [colleague and
friend] to me. You don’t seem like

yourself. | wonder if what's happening
[at work] these days is stressing you

i ?
» Avoid offering advice on how out. Is everything okay?

to “fix" it
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Have a Conversation
How has that made you feel? | hear

you and I'm here for you.

Listen with Empathy

* Ask open-ended questions and
listen to their response

* Show empathy and support with

A havi hard ti
your words and body language b U

* Listen for warning signs about you and want you to
be safe.

| see that. | want

to helb vou find
to help you tind

the help you need.
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Have a Conversation You can start with:

Sometimes when people feel like

1 you do, they think of ending their
ASk Dlrec.tl.v life, are you having those thoughts?
About Suicide

Research shows that asking about
suicide does not put the thought

in someone's head. Instead, it can

bring relief and can be lifesaving.

Are you thinking
of ending your life?



If they’re not
thinking about
suicide, continue
to listen and
provide support

TALK
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Have a Conversation

I'm sorry you're hurting so much.

| care about you and want you to get
through this rough time.



Have a Conversation

If they are thinking
about suicide, find
out more

Although a lot of feelings may
come up if someone tells you they
are thinking about suicide, it is
helpful to learn more so you know
how best to support them.

TALK
LIVES
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Do you have a plan to end your life?

Can you give that to me
or someone until you get
through this difficult time?

e here and
will help you.
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Have a Conversation

Next Steps in the
Conversation

* Thank them for sharing with you You know, you've been on my mind
; since we had that conversation the
» Remind them you are here for them ot dav. How afe vou doratedav?

» Connect them with resources

I've really been thinking
about what we talked about,
and | want to circle back.

Haw are vou fealina cinca
P INI VY AT N JVH 'lelllu w2 e

» Stay in touch

we spoke?

LIVES
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Talk away the dark
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Keep the Environment Safe

The most important thing you can put between
a person thinking about suicide and their way
of ending their life is time.

Time allows the crisis to de-escalate and the opportunity for help.

TALK
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Keep the Environment Safe

Help them limit access to lethal means

Examples of how you might restrict lethal means:

TALK
SAVES

Remove or secure firearms, including decorative
firearms (unloaded, locked, and disassembled)

Store ammunition separately

Secure medications including over the counter
medications

Secure toxic substances

LIVES
4

Additionally, you can:
» Ask what they might need to feel safer

* Encourage them to refrain from substance use

» Encourage them to discuss keeping the
environment safe with a mental health professional
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| Keep the Environment Safe

Suicide and Firearms

 Nearly half of all U.S. households have at least one firearm

In the U.S., around half of all suicides involve firearms

In some states, firearms are used in as many as 70% of suicides

Most firearm deaths are suicides in the U.S.

If someone is at risk for suicide, having a gun in the house can be fatal

TALK
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Connect to Resources a38
Dial 488; Press | for veterans, 2 for Spanish,
3 for LGBTA
Text 488 (English % Spanish)
q88liteling.org

If someone has a suicide plan R

or is in a crisis and not safe, Toek YDA Yo mnl o e

take immediate action. _ onisistertiinoorg

Emergency Department
Help the person get to emergency sevvices

Trevor Project — LGBTQ Yourth
I-86b-488-7386

Text START to 678-678
thetrevorproject.org

Trans Lifeline
|-877-565-8860
’rmnslhcﬁiina.org




Connect to Resources §

for medical
emergencies—such as
an attempt in progress.

v




Connect to Resources

Connect to Professional Care

* Visit a mental health or medical provider who can help:

— Findtreatment.samhsa.gov
— Mentalhealthamerica.net/finding-help
— inclusivetherapists.com

* Get an evaluation

* Discuss treatment options and interventions, such as safety planning,
if applicable

* Continue treatment, follow up regularly

* Practice self-care and connect with loved ones and your community

We recognize there are many barriers to receiving mental health care,
including a shortage of mental health professionals

TALK
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Connect to Resources

Postvention is Prevention:
Resources

Providing support for loss survivors is
important and is another way to prevent
suicide. Resources include:

TALK
LIVES
4

AFSP resources and programs available
to help you heal
Afsp.org/loss and Afsp.org/get-help

The Dougy Center, The National Center
for Grieving Children & Families
Dougy.org

Tragedy Assistance Program for Survivors
(military or veteran)
TAPS.org/suicide

Alliance of Hope for Suicide Survivors
Allianceofhope.org

American Association of Suicidology
suicidology.org/resources/suicide-loss-survivors



Surroundings
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American
Foundation
for Suicide
Prevention

Lessons from Suicide Research

One Man’s Road to Recovery
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Why is my Feedback
Important?

* Your opinion and experiences
are critical

» With your voice, we can better
improve our programs

* Your feedback will help us know: Is
the program working? What needs
to be changed?

* Your feedback is confidential and
will not be linked to you



Help us measure our EEHEE)
impact by completing 'bq*&-“"f igzg
the post survey. @

Visit
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Other Ways to Take
Action to Prevent
Suicide with Us

* Join your local Chapter
* Become an advocate

* Attend a training to become
a volunteer presenter

* Walk in your community

* Partner to bring prevention
to your community

* Sponsor an event
* Give a gift

* Engage with our social media accounts

Learn more at afsp or?
[editable link for chapter website]

I TALK I
SAVES

LIVES
7







@ UV L

gJelojele

American
Foundation
for Suicide
Prevention
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Environmental Scan

A hot issue and contentious for many federation organizations with physicians on both
sides—intensity will increase.

PE firms see health care investment as a growth opportunity, especially in fragmented
sectors, e.g., independent physician practices (IPPs)-FTC v. U.S. Anesthesia Partners.

IPPs may see PE investment as the only practical alternative to staying independent other
than hospital or health insurer employment.

Many factors necessitating need for investment: Medicare payments; Medicare payment
differentials; monopsonistic private payers; health care consolidation; administrative
burdens, e.g., PA, EHRs; inefficient quality reporting systems; burnout.

AMA position: Middle of road reflecting physicians on both sides. However,
recommended shift to a more negative position-BOT 9 Corporate Practice of Medicine
Prohibition (I-24).
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Regulatory Concern and Initiatives

* Anticompetitive impact: Increasing further consolidation in healthcare.

* May (in some cases) result in efficiencies but have detrimental impact, e.g., if PE
firm closes one or more physician practices or health care facilities after
purchase—shedding physicians and harming patient access.

* High profile events, e.g., Hahnemann Hospital in Philadelphia.

e Concern of FTC and DOJ: not strategic purchasers(?); FTC v. U.S. Anesthesia
Partners (Welsh Carson); DOJ v. Change Healthcare (2022) (TPG); FTC Workshop

on Private Equity in Health Care.

» State law activity: Colorado U.S.A.P settlement; notice or notice and approval:
CA; CT; IL; IN; MA; MA; MN; NV; NY; OR; WA (and more proposed). NASHP model
bill.
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The Oregon Experience

e Status of corporate practice of medicine (CPOM) doctrine
* Permissive nature of the friendly PC legal concept
 Steady shift to physician employment

* Fairly rapid consolidation activity post-pandemic

* Legislative interest in addressing corporate control of medicine emerges

American Society of Medical Association Counsel




The Oregon Experience

e 2023 legislator-driven concept floated during session
o House Bill 3574
o Interim Hearing in Senate Health Care "Privatization in Health Care" 9/27/23
o Speakers talk about cost, quality, access concerns

o Explained limited legislative levers (e.g., mandate transparency, investigate
anticompetitive conduct, prosecute fraudulent profiteering, preserve clinical
autonomy)

e 2024 similar concept introduced as House Bill 4130
o Complex bill in short session year (even years are five weeks)
o Immediate reaction from industry
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The Oregon Experience

* Basic mechanics of the bill
o Redefined CPOM entities and added carve outs like hospitals, telemedicine
o Applied CPOM doctrine in PC statute to LLC and LLP statutes
o Attempted to limit control of PCs by MSQOs
o Attempted to limit dual ownership in PCs and MSOs

o Established complaint process through Oregon Health Authority and
Secretary of State targeted at PC

o Expanded Medical Practices Act to address noncompete, nondisparagement,
and nondisclosure restrictions

o Included private right of action against PC about restrictive covenant
violations
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The Oregon Experience

* Changes to the bill and the hearing process
o Early concept required attestation of physician in the PC

o House versions included reporting requirements by PC not MSO, enforcement by dissolution
of PC not MSO, limited wherefphysmlans could practice, expanded carved out entities,
included unlevel playing field for noncompete restrictions, and lacked DOJ enforcement

o Senate versions included private right of action against PC, unlevel playing field for
noncompete restrictions, and lack of DOJ enforcement

O Rec%uired two separate Senate committee hearings because first hearing did not allow
sufficient testimony

o Bill remained at Senate President's desk upon adjournment

* What is next for Oregon and OMA in 2025
o Interim discussion sessions
o Starting point could be HB 41308, -15 with additional modifications
o Awareness of AB 3129
o Industry and PE lobbyists fully engaged
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The California Experience

e Assembly Bill 3129 (Wood)

o Requires notice and Attorney General approval for certain transactions
involving private equity and health care providers

o Codifies Medical Board guidance regarding California's ban on the corporate
practice of medicine (CPOM)

* Parties
* Private Equity Group (PEG) of hedge fund

e Health care provider
= Health Care facility (but not hospitals)
= Provider (2-9 physicians)
= Provider Group (10 or more physicians)
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The California Experience

 Parties (con't)
o Health Care Provider

= Non-Physician Providers
= Payor affiliated providers

* Transaction
o Direct or indirect acquisition

o Material amount of assets or operations
= More than 15% of market value or ownership interest
= Less than 15%, but involves supermajorty rights, veto rights, exclusivity, etc.

o Change of governance or control

American Society of Medical Association Counsel




The California Experience

* AG approval required
o Health Care Facility
o Provider with gross annual revenue over $25 million
o Provider group
o Payor affiliated providers

* AG notice only
o Non-physician provider with gross annual revenue over $4 million

o Provider with gross annual revenue between $4 million and $25 million
and not otherwise required to obtain AG consent

American Society of Medical Association Counsel




The California Experience

* \Waivers

o Operating cost exceeds operating revenue for 3 or more years and cannot
pay debts

o Risk of immediate business failure

o Risk of Chapter 7 liquidation

o Necessary to ensure continued access

o Reasonable efforts made for alternate transactions

* Exceptions
o Hospitals
o Dermatology groups
o University of California (limited)
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The California Experience

* CPOM

o Creates statutory prohibitions on PE or hedge fund actions that violate CPOM
o Conduct previously only listed on medical board website as examples
of improper conduct

= |nterference with professional judgment
= Exercising control over certain actions
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Discussion with panel and attendees

* We hear from some physician members that CPOM is not an
important advocacy issue for them, how would you react to that?

* Is all of this legislative activity too little too late or do you see an
advocacy path forward for the house of medicine?

 What are the legislative levers that make sense for navigating a
rational approach to CPOM?
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Thank you

* Wes Cleveland wes.cleveland@ama-assn.org

* Mark Bonanno mark@theoma.org
o Resources in your packet (HB 4130B, Testimony)

* Jamie Ostroff jostroff@cmadocs.org
o Resources in your packet (AB 3129)

1 American Society of Medical Association Counsel
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Restrictive Covenants:
Non-Compete,
Non-solicitation,
Non-Disparagement,
Non-Disclosure
and More



OUR PANEL

* Lauren Bailey, JD Louisiana State Medical Society
* The Louisiana Approach

* Gene Ransom, JD, MedChi, Maryland Medical Association
 The Maryland Approach

 Wes Cleveland, JD, American Medical Association
* Different Approaches in the 50 States

* Rick Hindmand, JD, McDonald Hopkins, LLC
* The FTC Rule

 Thomas Conley, JD, Saul Ewing, LLP

* Non-Compete Alternatives
* Professor Richard Levenstein, JD (moderator), Nason Yeager, PA

ASMAC American Society of Medical Association Counsel
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The Louisiana Approach

e Senate Bill 165 was signed by Gov. Jeff Landry
and becomes effective on January 1, 2025. It
is not retroactive meaning that any contracts
or agreements involving physicians that are
entered into, renewed, or revised after this
date will be subject to the new provisions
outlined in the legislation.

* The Louisiana legislation specifically
addresses the limitations placed on
physicians regarding their ability to practice
medicine within defined geographical areas
for specified durations.

ACT 273 of
the 2024
Regular
Legislative
Session

—
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st Primary Care Physicians in Louisiana

» Defined as those practicing * Geographic limits restrict practice
predominately in family medicine, to the physician’s principal parish
internal medicine, pediatrics, and up to two contiguous

obstetrics, or gynecology. Eearrrlri'ihneastifgr: two years post-

* Post-termination restrictions apply * Non-compete clauses for primary

only if the contract is terminated care physicians cannot exceed
early, allowing a maximum of two three years from the initiation of
years of non-practice in specified the initial contract.

areas.
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_ , Other Physicians in Louisiana

* Non-compete clauses for other
physicians can last a maximum of
five years from the initiation of the
initial contract.

* Geographic restrictions apply —
within the principal parish and two
contiguous parishes.

* If the contract is terminated early a
two- year restriction may be
enforced.

3 American Society of Medical Association Counsel
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s LOUisiana Notes

EFxem ptiong For existing contracts as of the
law’s effective date, the new terms

start from January 1, 2025,
requiring adjustments to
accommodate the new provisions.

* Physicians associated with rural
hospitals and federally qualified
healthcare centers in designated
rural parishes are exempt from

the non-compete restriction. Contracts that
Pre-Date the Law

American Society of Medical Association Counsel
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MARYLAND LEGISLATION
BANNING NON-COMPETE
CLAUSES FOR HEALTH
WORKERS

GENE M. RANSOM, MEDCHI — THE MARYLAND STATE
MEDICAL SOCIETY

The Maryland State Medical Society
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House Bill 1388: Labor and
Employment:

Noncompete and Conflict of Interest
Clauses for Veterinary and Health Care
Professionals and Study of the Health
Care Market (passed). MedChi adopted
a Resolution in the fall of 2023
supporting the elimination of non-
compete clauses in physician
contracts and limiting their scope, the
result of years of work by the
Restrictive Covenant Task Force within
MedChi.

As introduced by Delegate/Dr. Terri Hill,
this bill prohibited such clauses and
was retroactive. MedChi and other
health care professions strongly
supported the bill.
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THE PROCESS ALTERED THE
LEGISLATION

* The Maryland House of Delegates removed the
retroactivity clause because of constitutional
concerns (the US Constitution prohibits the
impairment of existing contracts) but passed
the bill overwhelmingly, despite the objections
of MedStar and the Maryland Hospital
Association.

* |nthe Senate, the same entities pushed for
amendments that banned noncompete clauses
for those earning compensation less than
$300,000 per year, but allowed them above that
threshold, so long as the clause did not exceed
1-year and a 10-mile radius. Their amendments
also sought a study of the effect of private
equity firms buying physician practices and to
delay implementation of the bill until July of
2025.

~ration the
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MedChi worked with Senate
Finance (FIN) Committee Chair
Pamela Beidle to modify the
proposed amendments. Through
our modifications, the bill
measures the 10-mile radius from
the primary place of employment,
increases the salary threshold to
$350,000, and expands the study
to include all types of acquisitions
of physician practices, including by
hospitals.

The importance of this legislation
to physicians cannot be
overstated. While we would have
preferred the bill as adopted by the
House, not taking what is still a
significant improvement over the
current law posed unknown risks
and would have allowed the
opposition to mobilize their
considerable resources heading
into 2025.

With this result, physicians earning less than $350,000 cannot be subject to non-compete clauses at all, and those above that amount are
protected from terms that are geographically overbroad (for example, when a hospital system measures the distance from ANY of its .

facilities in the State) and longer than 1-year.
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FTC ACTION — MOST LIKELY
WON'T MATTER IN
MARYLAND

* The following outline provides a high-level overview of the

FTC’s proposed final rule:
« The final rule bans new noncompetes with all workers, including

senior executives after the effective date.
o Spedcifically, the final rule provides that it is an unfair method
of competition—and therefore a violation of Section 5 of the
FTC Act—for employers to enter into noncompetes with
workers after the effective date.

. For existing noncompetes, the final rule adopts a different
approach for senior executives than for other workers. For senior
executives, existing noncompetes can remain in force. Existing
noncompetes with workers other than senior executives are not
enforceable after the effective date of the final rule.

o Fewer than 1% of workers are estimated to be senior
executives under the final rule.

o Specifically, the final rule defines the term “senior executive’
to refer to workers earning more than $151,164 annually
who are in a “policy-making position.”

)
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https://www.ftc.gov/system/files/ftc_gov/pdf/noncompete-rule.pdf

THANK YOU

><] GRANSOM@MEDCHI.ORG

:,I;' HTTP://WWW.MEDCHI.ORG
TWITTER / X - @GRANSOM
LINKEDIN -WWW.LINKEDIN.COM/IN/GENERANSOM/
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Different Approaches in the 50 States

1. At least 35 states that apply to physicians

2. Some of general application, e.g., CA, MN, etc.

3. Docs only: CO, CT, DE, IN, LA, MA, NH, RI, TX, WV.
4. Some to Docs and HCP: MD, NM, PA, SD, TN (x2).

5. No slowdown notwithstanding FTC Rule.

6. Trends: primary practice cite, causation, notification

o . . . . .
ASMAC % American Society of Medical Association Counsel
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FTC Non-Compete Rule

e 16 CFR Part 910; 89 Fed. Reg. 38342 (May 7, 2024)

* Prohibits entering into or enforcing non-compete clauses
* Worker: e.g., employee, independent contractor, extern, intern, volunteer

* Non-compete clause: term or condition that prohibits, penalizes, or prevents:
* Work after conclusion of employment/relationship
* Operating a business in U.S after conclusion of employment/relationship

* Requires written notice of unenforceability
* Scheduled effective date: September 4, 2024

: American Society of Medical Association Counsel
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FTC Non-Compete Rule (cont’d)

* Exceptions:
 Sale of business or ownership interest

* Pre September 4, 2024 restrictions on senior executives

* Senior executive:
* Policy-making position (including physician partners in a physician practice)
e Atleast $151,164 per annum compensation

* Tax-exempt nonprofit entities
e Concurrent during employment

5 American Society of Medical Association Counsel
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FTC Non-Compete Rule: Litigation
Cse  |Date  |Holding  |Rationale

Ryan LLC v. FTC, 2024 WL 8.20.24
3879954 (N.D. Tex. )

Properties of the Villages, 8.15.24
Inc. v. FTC, 2024 WL
3870380 (M.D. Fla.)

ATS Tree Services, LLC v. 7.23.24
FTC, 2024 WL 3511630 (E.D.
PA)

Enjoin enforcement of the
Rule (national)

Enjoin enforcement of the
Rule against plaintiff

Deny plaintiff’s motion for
preliminary injunction

Rule exceeded FTC’s authority
* FTC lacks substantive rulemaking authority
on unfair competition
Arbitrary and capricious
* lack of evidence for the sweeping
prohibition

Substantial likelihood that the Rule exceeds FTC’s
authority, under major questions doctrine — no
clear Congressional authorization

Judge said questions are “close”

Plaintiff will not suffer irreparable harm from
enforcement of the Rule
Plaintiff unlikely to succeed on merits
e Congress granted FTC substantive
rulemaking authority to prevent unfair
competition
* Major questions doctrine NA

ES
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Non-Compete Alternatives

* Contract Entered Into Prior to September 4, 2024 ST
* Exceptions (Rule Section 910.3) W"&\{j
 Bona fide sales of: e
* a business entity

* the person’s ownership interest in a business entity
* all or substantially all of a business entity’s operating assets.

» Causes of action accrued prior to September 4, 2024.

» Good-faith basis to believe the Rule is inapplicable.

: American Society of Medical Association Counsel
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Non-Compete Alternatives

e Option to Purchase Goodwill of Departing Employee
* Require Resign Privileges at Hospital

* Proprietary Information Wﬂ\{

e Patient lists

e Advertising
* Process Patents

* Non-Solicitation of Patients, Employees and Referral Sources
* Proactively Make Patient Assignments to Discourage Patient Loyalty

* Nondisparagement

: American Society of Medical Association Counsel
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Restrictive Covenant Strategies

Variables:

e Status of FTC Non-Compete Rule
* State law

* Circumstances
* Negotiating leverage
* Objectives
* Plans

e consideration

: American Society of Medical Association Counsel
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Restrictive Covenant Strategies (cont’d)

Negotiation

* When does covenant apply?
e During employment
e Post-employment
* Termination

e Without cause by employer

* For cause by employee

* For cause by employer

* Grounds for “cause” termination

ES
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Restrictive Covenant Strategies (cont’d)

* Scope
* Restricted territory
* From where?
Restrictive services — e.g., specialties, ancillary services
Nonsolicitation

* What about employee’s contacts, relatives, prior patients?
* Social media

Permitted outside activities and investments
Time

: American Society of Medical Association Counsel
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Restrictive Covenant Strategies (cont’d)

Consideration
Buy-out right
Cumulative remedies, including injunctive relief

Blue pencil rule, severability

* The Parties intend the terms, restrictions, covenant and Fromises contained herein to be
binding only to the extent legal, valid and enforceable. It any term, restriction, covenant or
promise contained herein is illegal, invalid or unenforceable, the Parties agree that such
term, restriction, covenant or promise shall be modified (or deleted) as necessary to make it
legal, valid and enforceable. In the event that a modification is not permitted, a provision
found by the court or tribunal to be illegal, invalid or unenforceable shall be deemed severed
and deleted, and the validity and enforceability of the remaining provisions shall not be
adversely affected or impaired.

* Notices

» Defend Trade Secrets Act public policy immunity notice - 18 U.S.C. § 1833(b)
* Advice to consult an attorney

: American Society of Medical Association Counsel
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MARYLAND LEGISLATION
BANNING NON-COMPETE
CLAUSES FOR HEALTH
WORKERS

GENE M. RANSOM, MEDCHI — THE MARYLAND STATE
MEDICAL SOCIETY

The Maryland State Medical Society



House Bill 1388: Labor and
Employment:

Noncompete and Conflict of Interest
Clauses for Veterinary and Health Care
Professionals and Study of the Health
Care Market (passed). MedChi adopted
a Resolution in the fall of 2023
supporting the elimination of non-
compete clauses in physician
contracts and limiting their scope, the
result of years of work by the
Restrictive Covenant Task Force within
MedChi.

As introduced by Delegate/Dr. Terri Hill,
this bill prohibited such clauses and
was retroactive. MedChi and other
health care professions strongly
supported the bill.




THE PROCESS ALTERED
THE LEGISLATION

* The Maryland House of Delegates removed the
retroactivity clause because of constitutional
concerns (the US Constitution prohibits the
impairment of existing contracts) but passed
the bill overwhelmingly, despite the objections
of MedStar and the Maryland Hospital
Association.

* |nthe Senate, the same entities pushed for
amendments that banned noncompete clauses
for those earning compensation less than
$300,000 per year, but allowed them above that
threshold, so long as the clause did not exceed
1-year and a 10-mile radius. Their amendments
also sought a study of the effect of private
equity firms buying physician practices and to
delay implementation of the bill until July of
2025.

“ration the



MedChi worked with Senate
Finance (FIN) Committee Chair
Pamela Beidle to modify the
proposed amendments. Through
our modifications, the bill
measures the 10-mile radius from
the primary place of employment,
increases the salary threshold to
$350,000, and expands the study
to include all types of acquisitions
of physician practices, including by
hospitals.

The importance of this legislation
to physicians cannot be
overstated. While we would have
preferred the bill as adopted by the
House, not taking what is still a
significant improvement over the
current law posed unknown risks
and would have allowed the
opposition to mobilize their
considerable resources heading
into 2025.

With this result, physicians earning less than $350,000 cannot be subject to non-compete clauses at all, and those above that amount are
protected from terms that are geographically overbroad (for example, when a hospital system measures the distance from ANY of its a

facilities in the State) and longer than 1-year.



FTCACTION - MOST
LIKELY WON'T MATTER IN
MARYLAND

* The following outline provides a high-level overview of the

FTC’s proposed final rule:
« The final rule bans new noncompetes with all workers, including

senior executives after the effective date.
o Spedcifically, the final rule provides that it is an unfair method
of competition—and therefore a violation of Section 5 of the
FTC Act—for employers to enter into noncompetes with
workers after the effective date.

. For existing noncompetes, the final rule adopts a different
approach for senior executives than for other workers. For senior
executives, existing noncompetes can remain in force. Existing
noncompetes with workers other than senior executives are not
enforceable after the effective date of the final rule.

o Fewer than 1% of workers are estimated to be senior
executives under the final rule.

o Specifically, the final rule defines the term “senior executive’
to refer to workers earning more than $151,164 annually
who are in a “policy-making position.”

)


https://www.ftc.gov/system/files/ftc_gov/pdf/noncompete-rule.pdf

THANKYOU

><] GRANSOM@MEDCHI.ORG

:,I;' HTTP://WWW.MEDCHI.ORG
TWITTER / X - @GRANSOM
LINKEDIN -WWW.LINKEDIN.COM/IN/GENERANSOM/
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Structuring Remote Patient Monitoring
Arrangements

ASMAC Fall Conference
October 28, 2023
Rick Hindmand
McDonald Hopkins LLC
rhindmand@mcdonaldhopkins.com
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Agenda

= RPM and RTM Billing Standards
= Collaboration Structures

= Contracting Considerations

= Managing Compliance Concerns
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e
Remote Patient Monitoring: Background

= Remote Physiologic Monitoring (RPM)

— Collection and analysis of patient physiologic data to develop and manage a
treatment plan for patients’ chronic or acute conditions

— Allow practitioners to remotely monitor patient conditions (e.g, temperature,
pulmonary function, blood pressure) using digitally connected devices (e.g.,
sensors, pulse-oximeters, home blood pressure monitors)

= Remote Therapeutic Monitoring (RTM)

— Monitoring of nonphysiologic health conditions (e.g., musculoskeletal or
respiratory system status, therapy adherence, cognitive behavioral therapy)

— Review and monitoring of therapeutic response signs, symptoms, functions.

MCDonGIdHopkins*




Remote Patient Monitoring: Background (cont’d)
Process

= Device set up and education
= Collect and report data
= Analyze and interpret the remotely collected data

= Develop a treatment plan informed by the analysis and
interpretation of the patient’s data

= Practitioner manages the treatment plan until the targeted goals of
the treatment plan are attained, ending the episode of care

e
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Remote Patient Monitoring Codes

Remote patient monitoring — RPM and RTM similar codes:
= Tnitial setup and education (PE only code)
= Monthly supply and transmission of the medical device (PE)

= Monthly treatment management
— 20 minutes/month
— Add on 20 minutes/month

= Current Procedural Terminology (CPT®) is a registered trademark
of the American Medical Association (AMA).

MCDonGIdHopkins*




e
RPM/RTM Device Setup & Patient Education

mm 99473 98975

Device & Services Education, training,
setup/educatlon device calibration setup/educatlon
Conditions monitored Physiologic Self-measured blood Non-physiologic
pressure
Billing Practitioner Physician, NPP Physician, NPP QHP
Supervision General General General
When Once Once Once
Medical Device (FDA) Yes Validated for clinical Yes
accuracy
Require auto upload? yes No No
Condition Acute or chronic - -
National Allowable (Non- $19.32 $12.88 $19.32
Facility)
McDonald

Hopkins



e
RPM/RTM Device Supply/Transmission

m 99454 99474 98976 98977 98978

Device & Collection of RTM supply/trans  RTM supply/trans RTM
Services supply/trans readings, report Supply/trans
and treatment
plan
Conditions Physiologic  Blood pressure Respiratory MSK Cognitive
monitored behavioral
Billing Physician, Physician, NPP QHP QHP QHP
Practitioner NPP
When 30 days (16 30 days (12 30 days (16 30 days (16 30 days (16
minimum) reading min) minimum) minimum) minimum)
Medical Device Yes Validated Yes Yes Yes
(FDA)
National $50.15 $15.25 $50.15 $50.15 Contractor priced

Allowable (NF)

e
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R
RPM/RTM Professional Codes

' Element | 99457/99458 98980/98981 99091

Services RPM Treatment mgmt  RTM Treatment mgmt Collection & interpretation of
Captured physiologic data

Conditions monitored Physiologic Nonphysiologic Physiologic

Billing practitioner Physician, NPP QHP Physician, NPP

Condition Acute or chronic - -

Supervision General General Direct

When Calendar Month Calendar month 30 days

Time Requirement 20/add’l 20 min 20/add’l 20 min 30 min

National Allowable $48.80 / $39.65 $49.48 / $39.65 $54.22

(NF)

McDonald

Hopkins



External ECG Cardiovascular Monitoring CPT Codes

w 93224-93227 | 93241-93244 93245-93248 | 93228-98229 93268,
93970-2

Monitor type

Surveillance

Automatic
transmission

Services

Time

Nat'l pay

McDonald

Holter

No
No

Record/store;
scanning analysis
& report;
review/interp

Up to 48 hours
$73.54 (global)

Hopkins

Long-term
continuous

Yes
No

Record/connect;
scanning analysis
& report; review &
interp

48+ hours-7 days
$267.37 (global)

Long-term
continuous

Yes
No

Record/connect;
scanning analysis &
report; review &
interp

7+ to 15 days
$281.60 (global)

Mobile cardiac
telemetry

Yes

Yes

Review/interp;
tech support,
surveillance,
analysis & report

Up to 30 days

93228 :$25.42
93229:$849.55

Event

Yes
No

Record/connect;
transmission &
analysis; review
& interp

Up to 30 days
$180.62 (global)




e
RPM/RTM Billing Principles

» Medical device

— FDA definition of medical device (FDA clearance not necessarily required)

 Intended for use in diagnosis, or in cure, mitigation, treatment or prevention of
disease; or

» Intended to affect the structure or function of the body other than chemically

— Automatically upload data, and capable of generating/transmitting daily
recording of data or an alert (RPM)

— Collect & transmit reliable & valid data to develop & manage treatment plan
— Reasonable and necessary

e
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RPM/RTM Billing Principles (cont'd)

= Eligible patient
— chronic or acute condition (for RPM)

— established patient relationship

» professional services from the physician/QHP or another physician/QHP of the
exact same specialty and subspecialty who belongs to the same group practice,
within the prior 3 years

 Includes PHE patients

e
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e
RPM/RTM Billing Principles (cont'd)

= Patient consent must be obtained
— Need to document verbal consent in medical record or obtain in writing

— During PHE patient consent can be obtained when RPM services are
furnished (rather than requiring prior consent, as prior to the PHE)

— During the PHE patient consent can be obtained by contracted staff

= Medical necessity for diagnosis or treatment of illness or injury, or
to improve the functioning of a malformed body member

= Used to develop and manage a treatment plan
— For a chronic or acute condition (for RPM)

e
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RPM/RTM Billing Principles (cont'd)
= Interactive communication (99457/99458, 98980/9898)

— real-time interaction with the patient or caregiver

— real-time synchronous, two-way audio interaction that is capable of being
enhanced with video or other kinds of data transmission

= Pay only one practitioner per code per patient

e
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e
RPM/RTM Billing Principles (cont'd)

= Concurrent billing (RPM or RTM) allowed with some codes; e.qg.:
— Transitional care management
— Chronic care management; principal care management
— Behavioral health integration
— Chronic pain management

= |Limitations on concurrent billing
— No double counting
— Not on same day of E/M services
— Concurrent billing not allowed for RPM and RTM

e
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R
RPM/RTM Distinctions

= Nature of the data and how it is collectec
— RPM: physiologic; RTM can collect nonphysiologic

— RTM codes: monitoring respiratory, musculoskeletal systems, cognitive
behavioral and conditions

— RTM can be self-reported or digitally reported; RPM data must be digitally
(automatically) reported

= Code classification: RPM — evaluation and management (E/M)
codes; RTM — general medicine codes

= RPM - chronic or acute conditions

e
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e
RPM/RTM Distinctions (cont'd)

= Ordering, billing, supervising and performing professionals
— RPM: must be ordered and supervised by physician or NPP

— RTM: qualified healthcare professional - e.g., physician, NPP, therapist (OT,
PT, SLP), clinical social worker, psychologist

— CMS expected primary billers of RTM to be physiatrists, NPs and PTs

= RTM: “sometimes therapy” codes

— Therapy plan of care required for devices specific to therapy services. RTM
can be billed by a physician or NPP outside a therapy plan of care

= RTM - designhated health services (subject to Stark Law)

e
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e
RPM/RTM Distinctions: Supervision

= RPM services are designated care management services, and so can
be furnished “incident to” services under general supervision

— Auxiliary personnel 99457 and 99458
— 99091 - direct supervision

= CMS recognized in MPFS 2023 Final Rule that RTM can be furnished
under general supervision (direct supervision previously required)

= PT/OT can supervise a therapy assistant

e
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e
FQHCs and RHCs

= Federally qualified health centers (FQHCs) and rural health centers
(RHCs) are currently not allowed to bill for RPM/RTM

= Medicare Physician Fee Schedule (MPFS) 2024 proposed rule would
allow FQHCs and RHCs to bill for RPM and RTM under HCPS Code

GO511

MCDonGIdHopkins*




Expired PHE Flexibilities

Established practitioner/patient relationship (3 years) Allowed for new (in addition to established) patients;
CMS: patients who received RPM, RTM or other
communication technology-based services during PHE
and consented are established patients

Face-to-face visit Initiating visit can be by telehealth

Collection of copays/deductibles Flexibility to waive/reduce cost sharing (per OIG)
16+ day monitoring/30 days (RPM) 2+ day monitoring for COVID-19/30 days

Stark Law in-office ancillary services exception (IOAS) CMS blanket waiver of various Stark Law restrictions,
location requirement e.g., IOAS location requirement

e
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RPM/RTM Collaborative Business Models

= RPM/RTM ordered and billed by practitioner (reassign to employer)

= Medical device companies
— Device development, customization and support
— Supply devices
= Software/hardware/transmission platform — facilitate RPM/RTM
— End user license agreement (EULA)
— Connection to EHR
— Complementary technologies (e.q., artificial intelligence)

e
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e
RPM/RTM Collaborative Business Models (cont'd)

= (linical staffing — care management services
= Supervising practitioner staffing
= Management and administrative services

= Support value-based payment and/or clinical integration
— Clinically integrated networks, ACOs, payors

= Hybrid/ala carte

e
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e
RPM/RTM Contracting and Collaboration

= Clinical Staffing Agreements

— Ordering and supervision by billing practitioner

— Avoid services furnished outside U.S. (42 CFR § 411.9)
e U.S. ex rel. Cieszyski v Lifewatch Services, Inc. 2015 WL 6153937

— No excluded individuals or entities

— Service fees

— Access to PHI and EHR

— Data sharing

— HIPAA Business Associate Agreement

e
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e
RPM/RTM Contracting and Collaboration (cont'd)

= Satisfaction of CPT elements
= Documentation
= Corporate practice of medicine
= Fee-splitting
— State law

— Compensation to staffing company
— Percentage of collections or billings

e
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Fraud and Abuse

= Stark Law - 42 U.S.C. § 1395nn
— Prohibits physicians from referring Medicare patients (and the entity from
billing) for designated health services (DHS)

e To an entity with which the referring physician (or immediate family member)
has a direct or indirect financial relationship

» Unless a Stark exception is satisfied
— DHS includes RTM codes 98975-7, 98980-1

— In-office ancillary services exception - 42 C.F.R. § 411.355(b)
* Where is RTM service furnished? (42 C.F.R. § 411.355(b)(5))
 Physician referral; physician supervision

e
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Fraud and Abuse (cont'd)

= Federal Anti-Kickback Statute (AKS)

— prohibits the knowing and willful offer, solicitation, payment or receipt of
remuneration in return for or to induce any referral, purchase, lease or
order of items or services under any federal health care program

— Referral relationships
— Contractual joint venture?
— Safe harbors

» State self-referral and anti-kickback laws
» False Claims

e
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Privacy and Security Safeguards and Breach
Notification Requirements

= HIPAA Privacy, Security, and Breach Notification Rules
= FTC Privacy Policies and Security Requirements

= State Law Requirements, Particularly with regard to Sensitive
Information

= Business Associates

e
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Policies and Procedures

= Jdentification of eligible/appropriate patients

= Determine appropriate RPM/RTM, staff and treatment plans

= Patient consent
— Acknowledge copay obligations

= Documentation in the medical record
= Coordination/communication among practitioner and staff

e
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Policies and Procedures (cont'd)
= Practitioner supervision and review

= Recording and documentation of time

= Communications with patients
— at least one interactive communication per month

e
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Physician/NPP Responsibilities
= Eligibility to bill and supervise RPM/RTM
— RPM: Physician/NPP

— RTM: Physician/NPP/other qualified healthcare professionals (e.g., PT, OT,
SLP)

= Ultimate responsibility for services billed and for patient care
= Develop (or review and approve) policies and procedures
= Approve the staff members and review/develop the training

e
MCDonGIdHopkins*




e
Physician/NPP Responsibilities (cont'd)

= Professional judgment
— Determine conditions to be monitored and parameters

— Type of device

— Threshold levels for readings
e process for escalating the issue to the supervising physician/NPP

— Regularly review findings and reports
— Medical necessity
— Use monitoring to manage care

e
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Incident To Standards
Incident to requirements - 42 C.F.R. § 410.26(b) (e.g.)

= an integral, though incidental, part of the service of a physician or
NPP in the course of diagnosis or treatment of an injury or illness

= General supervision

— 42 C.F.R. § 410.32 (b)(3)(i):
» furnished under the billing physician's/NPP’s overall direction and control
e physician's/NPP’s presence is not required

» Physician/NPP is responsible for training and maintenance of equipment and
supplies

e
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Documentation

= Physician/NPP order for the device or service

= Condition of the patient and medical necessity of the monitoring
— Medical record

= Patient consent — medical record

= Device:
— Medical device

— Dates (e.q., delivery, service)
— condition

e
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Documentation (cont'd)
= Monitoring sufficient number of days

= Interactive communication
» Date of service
» Place of service

e
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Counting and Documentation of Time
Counting time — 99457/99458, 99091, 98980/98981

= Aggregation of time

= No duplicate time

= No rounding up or carryover to get to the minimum

= No counting of time on a day when the billing practitioner reports
an E/M service

= Document start and stop times on each date, identify the servicing
person and services

e
MCDonGIdHopkins*




Questions?

Rick Hindmand
McDonald Hopkins LLC

rhindmand@mcdonaldhopkins.com
312.642.2203
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Physician Unionization: Collective Bargaining
from a Physician Perspective

Diomedes Tsitouras, AAUP-BHSNJ

The information provided in this document is not intended as, and should not be construed to be, legal or consulting advice. Physicians should seek legal advice regarding any legal questions.



What is Collective Bargaining?

“Collective bargaining is the process in which working people,
through their unions, negotiate contracts with their employers to
determine their terms of employment, including pay, benefits,
hours, leave, job health and safety policies, ways to balance
work and family, and more. Collective bargaining is a way to
solve workplace problems. It is also the best means for raising
wages in America. Indeed, through collective bargaining,
working people in unions have higher wages, better benefits and
safer workplaces.”

-AFL-CIO



Why should Physicians Engage in Collective Bargaining?

» Gives doctors a stronger voice and opportunity for
communication in the healthcare workplace and beyond

« Shifts power back to the doctor, especially economic power
* Focuses on the needs of the doctor as an “employee”

* A possible antidote that can be used to counteract high
burnout/moral injury

* Could help build membership



ABOUT AAUP-BHSNJ

The American Association of University Professors — Biomedical
and Health Sciences of New Jersey (AAUP-BHSNJ) is an
independent, non-profit organization that represents 1400 faculty at
Rutgers/Rowan Universities. These faculty teach the next
generation of doctors, nurses, scientists, and health professionals.
The Association furthers the interests of faculty by bargaining for
improvements in clinical compensation, researcher incentives,
work/life balance, and other benefits. We also defend members from
discriminatory treatment and provide individual advice on an array
of issues. Finally, we advocate for our students, patients, and
colleagues in Trenton by advancing legislation which promotes their
interests.



What has our Union (AAUP) Accomplished Through Collective
Bargaining?

Improved minimum pay standards based on AAMC benchmarks.
Bargained Better use of wRVU data tables (MGMA etc.).

Created mechanisms to reduce gender-based and arbitrary pay
inequity.

Enhanced access to childcare, parental leave and other policies that
support better work-life balance.

Moved faculty to longer appointment periods with greater job security.

Reduced the use of overly-broad restrictive covenants in appointment
letters.

Stopped increases to health insurance premiums.
Strengthened health and safety protections.



How much money do Universities receive from patient care?

Rutgers Main Revenue Over Time

Source: Audited Financial Statements
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Current Issues AAUP-BHSNJ is Bargaining or Grieving

« The addition of a Fully Variable Supplement, an additional component
of pay based on wRVU productivity

« Anesthesiology call pay

« Pathology clinical incentives

 Losses of pay associated with the Change Healthcare cyberattack
« Arbitrary pay inequity between members

* Purported overpayments made to members by the University



Doctors unionize as healthcare services are consolidated into

corporate systems
— PBS Newshour January 1, 2024




Physicians and the National Labor Relations Act

 Employed physicians who are not supervisors have the right
under the NLRA, to self-organization, or form, join and assist
labor organizations, to bargain collectively through
representatives of the own choosing, or to engage in
concerted activities

* No formal union required for certain NLRA protections
* Physicians-in-training

* Physicians Who Are Supervisors and Not Protected by the
NLRA

» Self-Employed Physicians



How are Unions Formed and Contracts Negotiated?

« Card drive by which a majority of employees in a “unit” sign cards asking for a single
entity to be their “exclusive representative” or voluntary recognition by the employer

« A “unit” can be any group of employees who are “logically placed together” for the
purposes of collective bargaining.

« Where there is no voluntary recognition, the National Labor Relations Board (or
comparable labor board) schedules an election where all “unit” members vote either
in favor of creating the exclusive representative or against it.

« Assuming a favorable outcome for exclusive representative, such entity then
bargains a contract with the employer covering bargainable terms and conditions of
employment. Such entity is usually made up of certain employees of the unit who
form a bargaining committee for the purposes of such negotiations.

» Once contract negotiated, typically such contracts will contain a grievance procedure
by which terms can be enforced.



Physician Unions (Collective Bargaining) as One Way to
Combat Excessive wRVU Driven Expectations and Large Health
System Power

Given that there are more employed physicians than in decades prior, physicians
are increasingly using collective bargaining to protect their well being and to push
back against risk-based-wRVU pay mechanisms.

Antitrust challenges that existed in the 1990s may not exist today with big health
systems/different economic landscape.

The Moral Crisis of America’s Doctors — “The corporatization of health care has
changed the practice of medicine, causing many physicians to feel alienated from
their work.” New York Times, Eyal Press, June 15, 2023

Addressing Private Equity and Related Expectations
“Cardiology practices have become the latest fixation of private equity firms

looking to profit from them. Ever since Medicare began paying doctors to perform
common procedures in less expensive outpatient settings, financial investors have
been racing to buy up cardiology practices. Experts fear that private equity's
growing stronghold in the industry could exacerbate the overuse of cardiovascular
procedures that are actually unnecessary for patient” -WBUR



Will Doctors Have to Go on Strike?

Rutgers unions picket as medical faculty remain frustrated at lack
of contract progress (NorthJersey.com)



Will Doctors Have to Go on Strike?

* No.
» Strikes are very rare among doctors and employees in general.

* There are multiple ways of exercising collective power or gaining
leverage in a negotiation. Striking is only one of them.

* Your local union leadership will likely take a strike vote of members
before striking. If such votes don’t get at least 90% of members
agreeing to strike, a strike is not likely.

» Patient safety is always taken into consideration. Actually, the law
mandates notice to the employer before striking for this very reason.

« Sometimes a union contract or the law will prohibit striking.

« Some evidence that in the rare situations where healthcare workers do
strike, patient health conditions and mortality actually improves.



Are there Challenges Physicians Face in Forming Unions?

* Yes.

« Employer may mount anti-union campaigns. (See Amazon, Starbucks)
« Sometimes labor relations law is old and weak.

» Occasionally forming a union or negotiating a contract may take time.

» Given poor union density, doctors lack familiarity with unions, how
they work, and what they do

* Mythology around unions

+ Dealing with special provisions physicians may already have within
individual employment contracts

However, education and empowerment is the first step for any physician
using collective bargaining as a tool. The above challenges should not
prevent those interested in forming unions from doing so.



How can the AMA or Medical Societies Engage with Collective
Bargaining and Support the Physician Employee?

Nursing Associations as a model? Way to boost membership?
Partnering with existing national unions which have expertise?
Not all organizing drives need to be large.

Short of organizing, the AMA and medical societies can foster norms and
culture that supports employment rights and physician unions.

Provide resources, know-your-rights trainings, and mutual-aid type
services for doctors as employees.

Support local efforts to organize healthcare workers when they occur.

Use its influence and unique role with accrediting medical schools to
foster employment rights within the medical school.

Support federal and state legislation that enables physician collective
bargaining and stronger employment rights which benefit physicians and
other healthcare employees.
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Presenter Notes
Presentation Notes
Good afternoon! I’m here to talk to you about Truth in Advertising. 


AMA policy on physician unions

e Supports the right of physicians to engage in collective
bargaining

e Supports expanding the definition of “supervisor”

e Encourages physicians who engage in advocacy activities to
avoid forming unions with workers who do not share physicians’
primary and overriding commitment to patients

e AMA Code of Ethics prohibits engaging in any strike that
involves withholding essential medical services from patients

2 © 2023 American Medical Association. All rights reserved. AMA% ‘ PhYSiCia I’IS’ pOWerfl" a"y in patient ca re



AMA Research: practice ownership is declining

49.7% of

Physician Practice Ownership physicians were

employed in 2022
56.80%

54%
60.10% 55.80% 49.10%
~—@
46.70%

AMA% | Physicians’ powerful ally in patient care


Presenter Notes
Presentation Notes
The number of physicians who own their own practice is going down. In 2022, only about 47% of physicians owned their practice, down from 60% in 2012. This means more and more physicians are employed. In 2022, about half of all physicians were employees according to AMA data. Other surveys show this number as considerably higher. In any case, this means you’re more likely than ever to work as an employed physician. 

This means you must navigate contracting in a consolidated world where health plans and employers have bargaining power. 


Unionization Landscape

* AMA estimates that 11,000+ physicians and physicians in
training joined unions in 2023 and 2024

* Skyrocketing among residents

« Committee of Interns and Residents (CIR) represents 20% of
medical residents

e Upfrom10% in 2019
* Growing among employed physicians
* 6.3% of physicians, 7.1% of surgeons union members in 2023
 Upfrom5.7%in 2014
* More are covered under union contracts
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Unionization Landscape

Residents and Fellows Employed Physicians

Northwestern University

Mass General Brigham - Boston
University of Pennsylvania

Montefiore Medical Center

Stanford Health Care

University of Southern California - Keck

UChicago

© 2023 American Medical Association. All rights reserved.

Allina - Minnesota & Wisconsin
Salem Hospital (Mass General Brigham)
Cedars-Sinai Anesthesiologists

Southern Oregon — ED Physicians

AMA% | Physicians’ powerful ally in patient care



Unionization Landscape

* Residents have been successfulin negotiations around wage increases,
health insurance, retirement contributions, parental leave, and work hours.
* Ripple effect to non-union institutions: E.g., 8-week parental leave
* Employed physicians cite staffing levels as a primary driver of unionization
* Note nursing unions in the news as systems can’t meet the staffing ratios to
which they agreed
* Research of all healthcare unions suggests that unionized healthcare

workers have higher weekly earnings and better noncash benefits (e.g.,
pension and employer-paid full-premium health plan), but higher weekly
work hours—for physicians, no significant difference.
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“Supervisor” status

* Piedmont Health Services Medical Providers United (2022), 10-RC-286648,
Decision and Direction of Election (DDE): physicians are not supervisors under the
NLRA simply by virtue of their position in the healthcare institution. physicians will not
automatically be considered supervisors under the NLRA.

 ALLINA HEALTH D/B/A MERCY— UNITY CAMPUS (2023), 18-RC-312132: a Chief of
Staff and member of the Medical Executive Committee was not a supervisor, in part
because she did not make final decisions on the hiring process and did not have the
authority to impose discipline.

* NLRA “requires ... evidence of actual supervisory authority visibly translated into
tangible examples demonstrating the existence of such authority.”

* “The evidence must be detailed and specific, particularly with respect to the
factors weighed or balanced in exercising putative supervisory authority, in order
to establish independent judgment.”
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Outstanding considerations

« What is the scope of negotiations — can unionization help physicians
address the moral injury?

* E.g., physicians often express interest in negotiating terms of insurance
contracts

* Are there conflict of interest concerns where unions include non-
physicians (e.g., NPs/PAs)?

« What leverage and bargaining power to avoid interruptions in patient
care? (AMA CEJA is researching)

« What is the role of the medical society?

8 © 2023 American Medical Association. All rights reserved. AMA% ‘ PhYSiCia I’IS’ pOWerfl" a"y in patient ca re



Find AMA’s Advocacy Issue Brief on Collective Bargaining here:
https://www.ama-assn.org/system/files/advocacy-issue-brief-physician-

unions.pdf
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Advocating on behalf of physicians and patients at the state level

ARC Issue brief: Collective bargaining for
physicians and physicians-in-training

At the 2019 American Medical Association (AMA) Interim Meeting, the House of Delegates adopted
Resolution 606-A-19. That resolution asks that the AMA study the risks and benefits of collective

.
l | n I O n S bargaining for physicians and physicians-in-training in today’s health care environment.*

AMA policy and experience with physician unions

The AMA supports the right of physicians to engage in collective bargaining, and it is AMA policy to
work for expansion of the numbers of physicians eligible for that right under federal law

(Policy H-385.946; Policy H-385.976). For example, the AMA supports efforts to narrow the detfinition
of supervisors such that more employed physicians are protected under the National Labor Relations Act
(NLRA) (Policy D-383.988).

AMA union-related policies contain several caveats. First, physicians should not form workplace
alliances with those who do not share physician ethical priorities (Policy E-9.025). Second, physicians
should refrain from the use of the strike as a bargaining tactic, although in rare circumstances, individual
or grassroots actions, such as brief limitations of personal availability, may be appropriate as a means of
calling attention to needed changes in patient care. Physicians are cautioned that some actions may put
them or their organizations at risk of violating antitrust laws.?

In 1999, the AMA facilitated, by providing financial support, the establishment of a national labor
organization—Physicians for Responsible Negotiation (PRN) — under the NLRA to support the
development and operation of local negotiating units as an option for employed physicians and for
resident and fellow physicians (Policy H-383.999). In mid-2004, however, after spending a substantial
amount of money on the venture that signed up few physicians, the AMA discontinued financial support
of the project.

Discussion
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At the 2019 American Medical Association (AMA) Interim Meeting, the House of Delegates adopted
Resolution 606-A-19. That resolution asks that the AMA study the risks and benefits of collective
bargaining for physicians and physicians-in-training in today’s health care environment.*

AMA policy and experience with physician unions

The AMA supports the right of physicians to engage in collective bargaining, and it is AMA policy to
work for expansion of the numbers of physicians eligible for that right under federal law

(Policy H-385.946; Policy H-385.976). For example, the AMA supports efforts to narrow the definition
of supervisors such that more employed physicians are protected under the National Labor Relations Act
(NLRA) (Policy D-383.988).

AMA union-related policies contain several caveats. First, physicians should not form workplace
alliances with those who do not share physician ethical priorities (Policy E-9.025). Second, physicians
should refrain from the use of the strike as a bargaining tactic, although in rare circumstances, individual
or grassroots actions, such as brief limitations of personal availability, may be appropriate as a means of
calling attention to needed changes in patient care.! Physicians are cautioned that some actions may put
them or their organizations at risk of violating antitrust laws.?

In 1999, the AMA facilitated, by providing financial support, the establishment of a national labor
organization—Physicians for Responsible Negotiation (PRN) — under the NLRA to support the
development and operation of local negotiating units as an option for employed physicians and for
resident and fellow physicians (Policy H-383.999). In mid-2004, however, after spending a substantial
amount of money on the venture that signed up few physicians, the AMA discontinued financial support
of the project.

Discussion

The status of physician unions

The number of physicians who are members of unions is small in comparison to the size of the
profession. Their numbers, however, are growing. In 1998, the AMA estimated that between 14,000 and
20,000 physicians were union members. In 2014, it appears that this number had grown to 46,689 (5.7
percent of 820,152 actively practicing physicians in the United States).® In 2019, there were 67,673
physician union members. This represents 7.2 percent of the 938,156 physicians actively practicing in the
United States — a roughly 26 percent increase from 2014 in the percentage of physicians belonging to
unions.*

*The information and guidance provided in this document are not intended as, and should not be construed to be,
legal or consulting advice. Physicians should seek legal advice regarding any legal questions.

© 2023 American Medical Association. All rights reserved.
1



ADVOCACY RESOURCE CENTER

Physicians have been successful organizing with the help of certain international unions, including the
American Federation of State, County, and Municipal Employees (AFSCME), the Service Employees
International Union (SEIU), and the American Association of University Professors (AAUP). AFSCME
and SEIU have been successful in affiliating with existing physician unions, while the AAUP has been
successful in tapping into academic physician interest in pursuing unionization.

The Union of American Physicians and Dentists, affiliated with AFSCME, is perhaps the largest
physician union representing practicing physicians working for the State of California, California
counties, non-profit health care clinics, and in private practice. The Federation of Physicians and Dentists,
another AFSCME affiliate, is also a union with a history of organizing self-employed physicians in
independent practice and challenging established labor and antitrust laws.

SEIU, the largest and fastest growing health care workers union in North America, with over 2.1 million
members, is affiliated with the Doctors Council that began representing a group of physicians employed
by the Departments of Health and Welfare of the City of New York. Today it negotiates for all attending
physicians employed by New York City and the Health and Hospitals Corporation, the public safety net
health care system of New York City. Doctors Council has expanded from New York to Illinois,

New Jersey and Pennsylvania, where it represents physicians employed by academic medical schools,
hospitals, professional corporations, and national corporations. SEIU is also affiliated with the Committee
of Interns and Residents (CIR), the oldest and largest house staff union in the country representing more
than 22,000 interns, residents, and fellows in California, Florida, Massachusetts, New Jersey, New
Mexico, New York, and Washington, D.C.

The AAUP develops and disseminates information and resources in support of the collective bargaining
activities of local chapters, including those comprised of academic physicians employed by academic
medical centers and clinics. For that purpose, AAUP has established a separate 501(c)(5) organization
that provides its services through AAUP staff and through consultants and others with specialized
expertise.

The employment status of physicians

The large number of physicians now working as employees has by some reports re-energized the
movement for physician collective bargaining.

According to AMA’s Physician Practice Benchmark Survey utilizing 2022 data, 49.7 percent of
physicians are now employees.® Among employed physicians, 16.9 percent are employed directly by
hospitals, 3.4 percent are employed by medical schools, and 6.3 percent are employed by faculty practice
plans. Moreover, 13.8 percent of employed physicians work in practices that are wholly owned by other
physicians.’

Younger physicians are more than twice as likely as older physicians to be employed by hospitals. In fact,
16.4 percent of the under 40 cohort are direct hospital employees compared to only 5.7 percent of
physicians over the age of 54.2

The basic rights of employed physicians to engage in protected collective
bargaining

Employed physicians — who are not supervisors — have the right under the NLRA and other applicable
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labor laws, to self-organization, to form, join, or assist labor organizations; to bargain collectively through
representatives of their own choosing; and to engage in other concerted activities for the purpose of
collective bargaining or other mutual aid or protection. An employer and a union have a legal duty to
negotiate any subject that relates to wages, hours and other terms and conditions of employment.

No traditional formal union required for NLRA protections

Physicians are not required to belong to a traditional formal union certified by the National Labor
Relations Board (NLRB) to receive the NLRA’s protection for employees engaged in concerted activities.
Two or more employed physicians have the right to designate a representative and ask their employer to
meet with the designated representative and to discuss and negotiate wages and other terms and
conditions of their employment. Thus, in New York Univ. Med. Ctr., 324 NLRB 887 (1997), the NLRB
decided that the Association of Staff Psychiatrists (the Association), formed by staff psychiatrists at
Bellevue Psychiatric Hospital, was a labor organization protected under the NLRA even though it was not
a formal union. The NLRB reasoned that the Association was formed for the purpose of dealing with the
hospital on such matters as salaries, working hours and conditions, and grievances of its members; had
elected officials and dues paying membership; held membership meetings; and had dealt with the hospital
through the director of psychiatry. Accordingly, the NLRB ruled that the hospital had violated the NLRA
by impliedly threatening its employed physicians with cutbacks, layoffs, and other consequences if they
continued to engage in the concerted conduct of protesting the discontinuance of certain Bellevue
Hospital physician employment policies.

Physicians-in-training

Residents have organized out of a need to, “create a better and more just healthcare system for patients
and healthcare workers and to improve training and quality of life for resident physicians, fellows and
their families.”

Residents exercise and enjoy collective bargaining rights under the NLRA. Initially the NLRB treated
residents as students unable to collectively bargain with the protections of the NLRA. That changed in
1999 when the NLRB held that house staff members are statutory employees with a right to organize
under the NLRA. Scholars worried that an ensuing NLRB holding that graduate students had no right to
bargain collectively would also apply to house staff. The NLRB, however, has reaffirmed house staff
rights to bargain collectively.

Physicians who are supervisors are not protected by the NLRA

Individuals who fit the statutory definition of a supervisor are not protected by the National Labor
Relations Act. The NLRA defines "supervisor" as:

Any individual having the authority, in the interest of the employer, to hire, transfer, suspend,
lay off, recall, promote, discharge, assign, reward, or discipline other employees, or
responsibility to direct them, or to adjust their grievances, or effectively to recommend such
an action, if in connection with the foregoing the exercise of such authority is not of a merely
routine or clerical nature, but requires the use of independent judgment. *°

Thus, the Supreme Court ruled in NLRB v. Kentucky River Community Care Inc., 532 US 706 (2001), that
certain supervising nurses at private hospitals could not join unions because they were “supervisors” as
defined by the NLRA.

© 2023 American Medical Association. All rights reserved.
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Although Kentucky River Community Care appears to be restrictive in terms of the pool of physicians
who would qualify for union membership and the protections of the NLRA, it is not clear that the case has
had that impact. Specifically, the NLRB has narrowed the meaning of “effectively to recommend” to be
that the supervisor’s recommended action is taken with no independent investigation by superiors. Family
Healthcare Inc. and Christine McCallum, 354 NLRB No 29. (2009). Also, the NLRB has reasoned that to
be deemed a statutory supervisor, the employee must be held by the employer to be accountable for the
performance of other employees. Oakwood Healthcare, Inc, 348 NLRB No. 37 (2006). In light of these
requirements for supervisor status, the NLRB has decided that a physician employed by a physician
practice group was not a supervisor of nurse employees. Family Healthcare Inc. and Christine McCallum,
354 NLRB No 29. (2009). The physician’s employment contract provided that she was to participate in
the supervision of nurses; and she often provided evaluative comments on nursing staff to the practice’s
staff director; selected her own primary nurse from among candidates presented by the director; and
complained about nurse performance issues to the director. The NLRB held, however, that it was the
director and not the employed physician who made the final decisions about performance, termination,
and compensation. **

Physicians wishing to avoid supervisory status are advantaged by a rule that places the burden to prove
supervisory authority on the party asserting it. Also, the NLRB has generally exercised caution not to
construe supervisory status too broadly. the NLRB, however, has indicated that physicians who are
medical directors or have significant managerial responsibility are likely to be deemed “supervisors.”?
As significant case law has developed surrounding the definition of “supervisors,” physicians should
consult with an attorney to determine whether they have the status of a supervisor.

Physicians are also cautioned to consider the professional ramifications of resisting the status of
“supervisor.” The AMA supports the use of physician-led team-based care, with care provided by
members of the team providing care commensurate with their education and training. Physicians need to
ask the question of whether they can be deemed nonsupervisory for purposes of the NLRA and still
maintain their positions as the leaders of team-based care.

Academic physicians

Of the unionized academic physicians, most are in public institutions in states that authorize public
employees to bargain collectively. That is because a U.S. Supreme Court case, NLRB v. Yeshiva
University, 444 U.S. 672 (1980), concluded that tenured faculty at Yeshiva were “managerial employees”
and thus excluded from the coverage of the NLRA. This seemingly confined physician faculty collective
bargaining to the public sector where state collective bargaining law does not necessarily always follow
NLRB precedent. A subsequent NLRB decision, however, suggests that many non-tenured faculty
members at private institutions do not have enough power to be considered managerial.** This could clear
the way for much more unionization under the NLRA of faculty members in private settings, including
those who are physicians.

Self-employed physicians

To level the playing field with monopoly health insurers, self-employed physicians have looked for
legitimate ways to collectively bargain with health plans without running afoul of the antitrust ban on
price fixing. Some have formed a financially or clinically integrated network — a physician joint

venture — that is essentially treated like a single firm that is incapable of forming a price-fixing conspiracy
and free to negotiate with health plans. Others have lobbied for state or federal legislation that would
grant immunity to independent physicians jointly negotiating with insurers.

© 2023 American Medical Association. All rights reserved.
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In the 1990s, some physicians in independent practice hoped that by gaining recognition as a formal
union, they could engage in collective bargaining with health plans under the labor exemption from the
antitrust laws. Before physicians can engage in collective bargaining under the labor exemption, however,
the bargaining process must be part of a labor dispute. For there to be a labor dispute, the collective
bargaining must concern the terms and conditions of employment. The physicians, therefore, must be
employees. There is no labor dispute for purposes of the labor exemption if the physicians are
independent contractors, entrepreneurs, or independent businesses.

While courts are willing to look at the substance of the relationship to determine whether a person is an
employee for purposes of the antitrust and labor laws, the concept of an employee is largely restricted to a
common-law agency test that differentiates employees from independent contractors. To date, physicians
have been unsuccessful in establishing that their contractual relationships with health insurers meet the
control test for the NLRA rights afforded employees. Thus, in AmeriHealth Inc./Amerihealth HMO,

329 NLRB 76, 4-RC-19260 (1999), the NLRB decided that a group of in-network physicians were
independent contractors, reasoning that the HMO did not regulate the patient-physician relationship in a
manner comparable to that of an employer. The NLRB determined that the physicians had a “meaningful
opportunity” to negotiate the terms of compensation with a health plan. The NLRB expressly held,
however, that it was, “not necessarily precluding a finding that physicians under contract to health
maintenance organizations may, in other circumstances, be found to be statutory employees.”

More recently, the NLRB signaled a small shift in its definition of “independent contractor.” Specifically,
in 2011, the NLRB held that a group of symphony orchestra musicians were statutory employees, not
independent contractors.'® The decision largely hinged on the orchestra’s right to control the manner and
means by which the performances of professional musicians were accomplished. This paradigm could
reasonably be applied to physicians. In recent years, the emergence of narrow networks, accountable care
organizations, and other organizational forms of provider organizations have gained substantial control
over the means by which physician services are performed. That development, together with the loss of a
“meaningful opportunity” to negotiate compensation (the employee test in AmeriHealth), may be opening
the door to the availability of NLRA coverage and of the labor exemption from the antitrust laws to an
increasing number of physicians.

Bargaining units composed entirely of physicians are presumed appropriate

Like other employees, employed physicians can be in a formal bargaining unit certified by the NLRB.
Hospital physicians have been successful in being recognized by the NLRB as an appropriate bargaining
unit. Indeed, in 1989 the NLRB promulgated regulations in creating a presumption that in acute care
hospitals a separate bargaining unit for physicians (e.g., one that excludes nurses and other types of
employees) is appropriate.*®

The advantages and disadvantages of physician unions
The dominant hospital and the case for physician countervailing power

As many physicians have recognized, independently bargaining a second or third contract with a hospital
can be a difficult experience. Many hospital markets are highly concentrated and are becoming more so.®
In a highly concentrated hospital market, a hospital-employed physician may have few hospital
employment alternatives. Moreover, covenants-not-to-compete often exist in a physician’s hospital
employment contract, and these covenants may further contribute to a bargaining advantage that a
hospital employer with market power may possess.

© 2023 American Medical Association. All rights reserved.
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Dominant hospital employers may be under little, if any, competitive pressure to respond to an employed
physician’s request to renegotiate an equitable agreement that might offer competitive wages and benefits.
Nor are hospitals with market power under competitive compulsion to respond to physician practice
concerns in the areas of physical plant and equipment, support staff, and other resources it makes
available to patients and physicians.

Physicians become upset when they feel that they have no influence or control over key decisions that
affect them and their patients or that undermine their autonomy.*’” Additionally, there is the concern that
physicians working for dominant hospitals could experience divided loyalties and may feel that the
interests of the hospital may not always be consistent with what they believe is in the best interests of the
patient.® Thus a combination of market conditions and the special organizational behavior needs of
physicians may make the countervailing power that can be obtained through collective bargaining seem
especially attractive to physicians who are employed by dominant hospitals. This creates a special
opportunity for physician unions in the hospital setting.

Need for addressing the physician burnout epidemic

A major driver of physician unionization is physician burnout. Physicians face a burnout epidemic.*®
Physicians vigorously complain that they spend more time than ever on electronic health record (EHR)
documentation and bureaucratic administrivia.?’ According to a Brookings report, for every hour a
primary care physician spends in direct patient care, they spend two hours engaged in administrative
functions.?* Writing in the New Yorker, Eric Topol, MD, observes:

Doctors now face a burnout epidemic: 35% of them show signs of high depersonalization, a
type of emotional withdrawal that makes personal connections with their patients difficult.
Administrative tasks have become so burdensome that according to one recent report, only
13% of the physicians’ day, on average is spent on doctor-patient interaction. Another careful
study of doctors’ time is shown that, during an average 11-hour workday, six hours are spent
at the keyboard, maintaining electronic health records.?

While many of the administrative burdens and sources of burnout are imposed by health insurers and
government regulators and thus, outside the control of organizations employing physicians, physician
collective bargaining with employers can certainly result in some relief. After all, one of the major
reasons why many physicians have given up independence in exchange for health system employment is
to enjoy an ever-larger army of clerical, administrative, and billing staff to help with the onerous
requirements for getting paid.*

Possible loss of physician autonomy and of rewards for individual accomplishments

Detractors of physician unions point out that collective bargaining usually results in an agreement that
applies uniformly to all physicians who participate in the collective bargaining. In particular, the level of
compensation may be stratified based on seniority or obtainment of certifications, and it may be difficult
to write contractual language that differentiates and addresses a significant divergence among physicians
in terms of experiences and skills. Proponents of physician unions respond by asserting that their
contracts are analogous to those negotiated by the Major League Baseball Players Association, which of
course rewards a player’s value to the team.

Physician strikes

Physicians regard their responsibility to the patient as paramount. Some physicians may fear that by
joining a union they risk harming patients if collective action is taken. There are at least three responses to

© 2023 American Medical Association. All rights reserved.
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this concern. First, physicians in a union need not resort to a strike in order to exercise power in the
course of a contract negotiation. As one observer has noted, “[p]hysicians have other means of adjusting
their workflow to affect their employer without rejecting all clinical duties. Examples of such adjustments
include refusing to perform elective surgeries or neglecting documentation to prevent effective billing.”?*

Second and most significantly, there have been very few physician strikes, with most strikes occurring by
physicians-in-training. The experience with physician unions going out on strike is that patients have not
been harmed. Indeed, one study found that a physician strike by Los Angeles County physicians “was
responsible for more deaths prevented than lives lost.”?

Finally, the labor laws have been specifically designed to provide healthcare workers, including
physicians, with a right to strike that is well tailored to protecting patients. When Congress enacted the
1974 amendments to the NLRA, extending coverage to nonprofit hospitals, it added a new Section 8(g),
which requires unions to give ten-day notice before engaging in any strike or other concerted refusal to
work at any health care institution. Section 8(g) was added because, in extending the protections of the
NLRA to hospital employees, Congress meant to protect the public against undue disruptions in health
care services resulting from labor disputes.?® As the Senate committee's report on the measure stated:

In the Committee's deliberations on this measure, it was recognized that the needs of patients
in health care institutions required special consideration in the Act including a provision
requiring hospitals to have sufficient notice of any strike or picketing to allow for appropriate
arrangements to be made for the continuance of patient care in the event of a work
stoppage.?’

In short, “Congress chose to treat the health care industry uniquely because of its importance to human
life.”?® Accordingly, the labor laws have been well-tailored to address physician ethical concerns.

Union formation by medical societies

Some medical societies may wish to consider whether the time has come to organize employed physicians
and to provide collective bargaining for them. While it should be possible for a medical society to qualify
as a labor organization, various conflicts could arise. Further work is needed by both the AMA and
medical societies to determine the exact model necessary to execute successful organizing strategies.

Conclusion

The AMA'’s policies supporting a physician’s right to unionize are being achieved. Thus, consistent with
existing AMA policy, employed physicians may have the protections of labor law and enjoy an
exemption from the antitrust laws when they engage in concerted action concerning the terms and
conditions of their employment. Moreover, AMA policy supporting efforts to narrow the definition of
supervisors (such that more employed physicians are protected under the NLRA) has received a boost
from an NLRB decision finding that a physician was not a supervisor, a case that was decided subsequent
to AMA’s discontinuance of its financial support of PRN. Moreover, the NLRB has shown the tendency
not to construe supervisory status too broadly and has recently classified certain faculty as
nonsupervisory, setting the stage for the unionization of greater numbers of academic physicians. Finally,
NLRB regulations create a presumption that it is appropriate for physicians in an acute care hospital to
form a separate bargaining unit. This rule is consistent with the caveat contained in AMA policy that
physicians should not form workplace alliances with those who do not share physician ethical priorities.

Although the unionized portion of the physician profession remains very small, in the many and growing
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number of markets where hospitals have market power and where physicians have few hospital
employment alternatives, there is arguably created the need for physician countervailing bargaining
power.

A major driver of physician unionization is the physician burnout epidemic. Physicians vigorously
complain that they spend more time than ever on EHR documentation and bureaucratic administrivia.
Under these conditions, physician unions present a plausible opportunity to improve physician working
conditions in ways that benefit both physician and patients. Unions may also achieve collective
bargaining agreements that safeguard the shared interests of employed physicians wanting more control
over their practices while also rewarding individual achievement similar to collective bargaining
agreements in professional sports.

While physician collective bargaining with hospitals carries the risk of impasse and of a strike, the history
of physician unions shows very few physician strikes. Patients are protected by a NLRA requirement that
a hospital be given ten-day notice of any strike or picketing to allow for appropriate arrangements to be
made for the continuance of patient care in the event of a work stoppage.

Finally, physicians and their medical associations should be aware that unions are highly regulated and
present legal issues requiring the assistance of legal counsel familiar with the highly specialized area of
labor law and the number of unique legal issues arising in health care, such as whether physicians are
supervisors. In making arguments that they are nonsupervisory for the purpose of gaining NLRA
protections, physicians should be cautious of undermining their positions as the leaders of team-based
care.**

For more information on the issues raised in this issue brief, contact Henry Allen, JD, MPA, Senior
Attorney, AMA Advocacy Resource Center, at henry.allen@ama-assn.org.

**This issue brief was prepared by AMA Advocacy Resource Center staff.
The staff wishes to thank Diomedes Tsitouras JD, MPA for helpful comments.
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Brief Overview

CMA



Integrated Mechanisms

Original Statutory Provisions of MICRA, as Enacted in 1975

Advance Notice of a Claim

Statute of Limitations

Binding Arbitration of Disputes

Evidence of Collateral Source Payments

Periodic Payments of Future Damages

$250,000 Limit on Recovery of Non-Economic Damages

Tiered Attorney Contingency Fee Structure (1975: 26% / 1987: 29%)
(Punitive Damages Statute added in 1987)

N UAWN
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2022 Ballot Initiative
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2022 Threat To Decimate MICRA Te

Initiative invented a new category of injuries not recognized under California law:

” U

« “catastrophic injuries:” “any level of permanent physical impairment, disfigurement, disability, or

loss of consortium”
Requires Jury Be Told About Power To Make Finding Of Catastrophic Injury & Elimination of Caps
 If “catastrophic injury” is found:
« MICRA's non-economic damages cap does not apply

« MICRA's attorneys’ fees structure does not apply

Requires Prevailing Plaintiff's Attorneys’ Fees To Be Paid By Defendant
« If “catastrophic injury” found:

« mandatory award of attorneys' fees to prevailing plaintiff paid by defendant on top of award

For Non-Catastrophic Injury Cases: Noneconomic Damages Cap & Attorney Fee Structure Adjusted to 1975 /1987

§CMA © Copyright 2023 by California Medical Association 5



2022 Threat to Decimate MICRA

Eliminates Collateral Source Rule

« Allows for double-recovery by excluding evidence that a plaintiff's damages are compensated by
another source

Eliminates Periodic Payments

* Eliminates the option of providing financial resources to an injured patient over time as their treatment
and recovery continue

Extends Statute of Limitations

* Doubles primary statute of limitations from 1 year to 2 years

« Extends statute of limitations period for minors from 3 years to 4 years
Established False Pretense of Merit

Future Amendments

« Requires 2/3 vote of Legislature

« For amendments that are “consistent with and further the intent of this Act”
Application

« Applies to all cases pending as of 5 days after election results are certified

§CMA © Copyright 2023 by California Medical Association 6



2022 Negotiations =)

AB 35 — MICRA Modernization
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AB 35 Modernizes and Updates MICRA

 AB 35 was a result of an agreement
reached between Californians Allied for
Patient Protection (CAPP) and the

plaintiffs’ attorneys

« AB 35 extends the long-term predictability
and affordability of medical liability

"’@‘ | .II|III

insurance premiums

+ Modernized framework will keep MICRA's

1l st
il

essential guardrails solidly in place for

patients and providers alike.

=CMA
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Presenter Notes
Presentation Notes
SPEAKING NOTES: For the first time in a generation, we were met with an opportunity to achieve a meaningful consensus between competing interests. AB 35 was born out the agreement reached between the CAPP coalition and plaintiff’s attorneys to preserve MICRA’s core protections, keeping its essential guardrails in place for patients and providers. AB 35 will provide a fair and reasonable increase to MICRA’s established limit on non-economic damages for medical negligence starting on January 1, 2023 – with gradual increases over the next 10 years and a 2.0% annual inflationary adjustment thereafter. 



Who Made the Agreement?

« Californians Allied for Patient Protection (CAPP),
the large and diverse coalition working to

protect MICRA, approved the agreement.
« California Medical Association
« California Hospital Association
» California Dental Association
 Medical malpractice insurance carriers
« Community clinics

« Planned Parenthood Affiliates of California
and MANY more.

CMA


Presenter Notes
Presentation Notes
SPEAKING NOTES: This list is just a few examples of the organizations that make up Californians Allied for Patient Protection, the large and diverse coalition working to protect access to health care through MICRA.  



Maintains Important Protections of MICRA

« Under AB 35, important guardrails of MICRA have
been maintained:

Option for binding arbitration
90-day advance notice of claim
One-year statute of limitations

Allowing other sources of compensation to be
considered in award determinations (collateral
source rule)

Limits on plaintiff's attorney’s contingency fees -
NEW STRUCTURE - 25% pre-filing; 33% post-filing

Periodic payments - NEW THRESHOLD - $250k
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Presenter Notes
Presentation Notes
SPEAKING NOTES: Here are the numerous provisions of MICRA retained in AB 35. Each of these guardrails would have been altered in a damaging way had FIPA become law. California will retain strong protections against frivolous lawsuits targeting health care providers. At the end of the presentation I’ll show you a direct comparison between FIPA and the agreement.

AB 35 includes some changes to periodic payments and attorney contingency fees.

At the request of either party, periodic payments can be utilized for future economic damages starting at $250,000 (presently at $50,000) 
AB 35 establishes a two-tiered system (from a four-tiered) limit on attorney contingency fees, with the option to petition the court for a higher contingency fee in cases that go to trial 
There is a 25% contingency fee limit for claims resolved PRIOR to civil complaint being filed or arbitration demand being made 
And a 33% contingency fee limit for claims resolved AFTER civil complaint is filed or arbitration demand is made 

As we discuss AB 35 over the next few slides, note that AB 35 goes into effect on January 1, 2023. The changes discussed START on that date.




New Protections

Allowing Expressions of Sympathy,
Apologies and Statements of Fault

+ The modernized framework establishes new
evidentiary protection for all pre-litigation
expressions of sympathy, regret, or benevolence,
including statements of fault, in relation to pain,
suffering or death of a patient or an adverse patient
safety event or unexpected health care outcome.

+ Often, a patient’s decision to file a medical
malpractice lawsuit is triggered by a failure in
communication.

+ Allowing physicians and patients to have a full and ’ |
open conversation after an unexpected outcome
will lead to greater accountability, patient safety
and trust.
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Presenter Notes
Presentation Notes
SPEAKING NOTES: Here is an entirely new provision of law that created by AB 35. The goal is to transform the existing culture of blame and punishment that suppresses information, into a culture of safety that focuses on openness and information sharing. We believe this will improve health care, prevent adverse outcomes and give physicians an opportunity to empathize with their patients when something goes wrong without fear of reprisal.



Modernizing and Updating MICRA

+ Original limit on non-economic damages in medical malpractice cases: $250k

+ While FIPA would have effectively eliminated the cap on non-economic
damages entirely, under AB 35:

= Cases not involving a patient death:

= $350k as of January 1, 2023

= gradually increasing over 10 years to $750k
= Cases involving a patient death:

= $500k as of January 1,2023

= gradually increasing over 10 years to $1 million

+ 2% annual inflationary adjustment after 10 years
+ Appliesto cases filed and arbitration demanded on or after January 1, 2023
+ Does not apply to cases pending but filed before 1-1-23%2)

+ Capin place at time of judgement or decision applies™

CMA


Presenter Notes
Presentation Notes
SPEAKING NOTES: While the ‘FIPA’ initiative would have effectively eliminated essentially all of MICRA’s provisions, the new law preserves nearly all of MICRA as it stands today. The new law alters MICRA’s limits on noneconomic damages that can be recovered in medical malpractice cases, which currently stands at $250k in all cases. Starting January 1, we now have different cap amounts based upon whether the case involves a patient death. Importantly, the new law includes an inflationary adjustment after 10 years, which is intended to ensure stability and prevent a repeat of the fights we’ve had since MICRA passed in 1975.

Cases not involving a patient death will have a limit of $350k on the effective date of January 1, 2023, with an incremental increase over the next 10 years to $750k and a 2.0% annual inflationary adjustment thereafter
Cases involving a patient death will have a limit of $500k on the effective date of January 1, 2023, with an incremental increase over the next 10 years to $1 million and a 2.0% annual inflationary adjustment thereafter

These inflationary adjustments were rejected by the plaintiff’s attorneys when MICRA was first enacted, and decades of expensive battles ensued. AB 35 creates a permanent solution. 

Critically, the proponents of FIPA have withdrawn the initiative from the November ballot, averting a campaign fight.


S

Cap Comparison: AB 35 Compromise vs. FIPA

i Compromise HMFIPA | FIPA's broadly-defined category of
$2,500 injuries had no cap, sending
UNKNOWN COURT RULINGS OVER TIME . .
$2 250 medical lawsuit costs through the
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$2,000
X
W $1,750 8
M
0 $1,50041,350,000 IMMEDIATE INFLATION ADJUSTMENT =
Z el b
g $1,250 g
-) $1,000 N
&
O 750
L
= $500
$0
TANMYNONONOFAMENONOIO[ANINIONRRAOEINENYLERRQ

CURRENT CAP ADJUSTED OVER TIME EFFECTIVE DATE + YEAR(S)

=CMA


Presenter Notes
Presentation Notes
SPEAKING NOTES: This slide shows the scenario for the walk-up of the cap from $350k to $750k in non-death cases. Annual inflation adjustment to cap of 2% begins in the 11th year after the effective date. Under AB 35, it will take 40 years for the cap to reach the level it would if a retroactive cost of living adjustment was applied to 1975. Again, the contrast with FIPA is stark.


Three New Cap Categories

AB 35 also created three categories, which may or may not
apply depending on the facts of each particular case. In all
cases, a health care provider or health care institution can only
be held liable for damages under one category regardless of
how the categories are applied or combined

+ One cap for health care providers (regardless of the
number of providers or causes of action)

+ One cap for health care institutions (regardless of the
number of institutions or causes of action)

+ One cap for unaffiliated health care institutions or
providers at that institution that commit a separate and
independent negligent act

=CMA



Presenter Notes
Presentation Notes
SPEAKING NOTES: Another change is that there are three cap categories, not all of which will apply in every case. Individual providers or an institution can only be liable under one cap in each case. Institutions are narrowly defined as hospitals and skilled nursing facilities. It does not include medical groups, clinics, surgery centers or physician corporations. Those are included in the provider category.

The third cap will only apply in rare circumstances. For example, the third cap would apply if there was a separate and independent negligent act after a patient was transferred from a community care hospital to an unaffiliated skilled nursing facility.  



Key Takeaways: MICRA Modernization vs. FIPA
Key Provision | MICRA-Mod | FIPA

Option for binding arbitration

90-day advance notice of claim

Cap on non-economic damage awards

One-year statute of limitations

Allowing other sources of compensation to be considered in awards
Limits on plaintiff's attorney’s contingency fees

The ability to pay awards over time

Discovery and evidentiary protections for all pre-litigation expressions of sympathy,
regret, or benevolence, and statements of fault by a provider to a patient/family

Judicial discretion to throw out frivolous lawsuits!
Limits on qualifications of expert witnesses?
Protections from wage garnishments, liens & levies on personal assets?

Protection from paying prevailing plaintiff's attorney fees out of pocket#

FOOTNOTES: 1) FIPA creates a certificate of merit process that attorney can satisfy by stating that they attempted to contact three health care providers, but they declined or didn't respond; 2) FIPA expands who can testify as an expert against a health care provider; 3) FIPA includes a

& wage garnishment on health care providers’ personal assets; 4) FIPA contains a new mandate that health care providers pay prevailing plaintiff's attorney’s fees in addition to damages (not reciprocal)
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Presenter Notes
Presentation Notes
SPEAKING NOTES: Finally, here’s a chart showing all the MICRA provisions maintained in the new law, and what would have happened had FIPA passed. It a stunning visual showing what was at stake. I want to highlight that FIPA would have eliminated the cap on noneconomic damages and made it possible to go after physicians’ personal assets to pay awards. The new law maintains MICRA’s protections of those.

I appreciate the opportunity to explain MICRA modernization for you today. AB 35 represents a new era for physicians. MICRA has been the number one issue for CMA for decades. This MICRA modernization maintains stability for the health care system AND allows CMA to focus its political muscle on new priorities to support physicians. I am excited about the possibilities, and I hope you’ll join us as we develop this new agenda. 



AB 35 — MICRA Modernization

~Early Impacts~
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Estimated Changes in Physician MPLI Costs
~ as Projected in 2022~

# $1Mm/$3m Policy Limit = $2m/$5m Policy Limit
140%

120% 115.9%
100%
80%

60%

38.8% 42.4%

40%

30.2% 31.6%

50% 18.0% 18.2%

ESTIMATED INCREASE IN LOSS COSTS

FIPA (Central Estimate) Compromise - Year 1+ Compromise - Year 5 Compromise - Year 10
Effective 1/1/23 Effective 1/1/23 Effective 1/1/28 Effective 1/1/33

0%

Premium estimates provided to CMA by independent third-party actuarial firm.
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Presenter Notes
Presentation Notes
SPEAKING NOTES: This chart reflects our best attempt to gauge the impact that the new law will have on physicians’ malpractice insurance rates contrasted with FIPA. While we expect increases, they will be much smaller and more gradual than the initiative. The indicated increase in loss cost for $1 million and $2 million policy limits reflects blended (non-wrongful death and wrongful death) claims outcomes based on selected assumptions.

The AB 35 scenario results are from actuaries provided to CMA on March 28, 2022.

FIPA results are from actuaries provided to CMA on November 17, 2021.



Litigation Challenging AB35

 No known cases at this time
e Looking forward...
 Anecdotal attorney feedback
 Anecdotal provider feedback
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Questions?

Alicia F. Wagnon, Esq.
Deputy General Counsel
Director of Corporate Affairs
VP, Patient Safety & Innovation
awagnon@cmadocs.org
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Thank You
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Who we are

> Represent the diverse MPL industry
2» Members insure all types of health professionals

» Members operate in all 50 states and dozens of countries

MEDICAL PROFESSIONAL
LIABILITY ASSOCIATION



Presenter Notes
Presentation Notes
While we started as just mutual insurance companies, i.e. physician-owned and operated, we’ve diversified as the industry has changed. Now represent mutuals, RRGs, stock-based, trusts, captives, self-insured hospitals and health systems, and other insurers committed to the MPL line of coverage. Includes insurers in every state and numerous countries.
MPL Association members insure nearly 2.5 million healthcare professionals around the world—doctors, dentists, nurses and nurse practitioners, and other healthcare providers—including more than two-thirds of America’s private practicing physicians. MPL Association members also insure 3,000 hospitals and more than 50,000 medical facilities and group practices globally.
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MPL ASSOCIATION
DATA SHARING PROJECT

EST. 1985



Presenter Notes
Presentation Notes
The Data Sharing Project (DSP) collects and accumulates claims data from participating domestic member companies of the MPL Association, and its focus is to provide the intelligence needed to enhance risk management and patient safety in medicine and to track MPL claim costs. By the end of 2021, more than 323,000 closed claims and lawsuits were reported to the DSP, totaling in excess of $48.5 billion in indemnity and expense payments on more than 92,200 paid claims.
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Costs of MPL Claims

Figure 1. Average Payments and % Paid-to-Closed by Close Year
For All Specialties
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Presenter Notes
Presentation Notes
We group the data in 5 years bands to minimize anomalies (with so few claims, one “big” year could throw off averages). After adjusting for inflation, you’ll see that average indemnity payments increased from $288,000 in the first band to nearly $456,000 in the early 2000s. The subsequent decline in such payments has been attributed to many factors, including an increased focus on patient safety and the enactment of effective medical liability reforms in numerous states. Whatever the reason, indemnity payments declined for awhile resulting in a stabilizing of the insurance market. Most recently, however, the reduction in average indemnity payments stabilized, declining only modestly to $379,479 in the 2017–2021 time period (potentially attributable to the reduction in claims resolved through litigation during COVID-19-related court shutdowns). That is still a 32-percent increase in inflation adjusted dollars. 
As noted previously, though, expenses continue to rise, with the recent decline being likely attributable to COVID-19-related court closures). Even with that, expenses per claim has nearly doubled, after accounting for inflation, over this time period.


Claim Values

Figure 2. Percentage of Paid Claims by Indemnity Payment Threshold
For All Specialties (1987-2021)
2021 Dollars
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Presenter Notes
Presentation Notes
This figures shows an overview of claims closed by year at four indemnity-payment thresholds: $100,000, $250,000, $500,000, and $1,000,000 (in 2021 dollars). The percentage of claims with $1 million or more in indemnity payment has increased from approximately 7 percent of all paid claims in 1987 to more than 9 percent in 2021. Claims resulting in a payment of $500,000 or more have increased from 7 percent of total claims in 1987 to 11 percent in 2021. As one might expect, along with the upward shift in large dollar payments comes a consistent decline in the lower end of the spectrum where, from 1987 to 2021, indemnity payments of less than $100,000 have fallen from 53 percent of all paid claims to 40 percent of paid claims. It is, again, important to note that the shift to smaller payments in 2021 may simply reflect COVID-19-related delays in closing larger, more complex claims rather than indicating an actual shift in payment trends.


Impact on Medical Specialties

Figure 3. Total and Average Indemnity Paid by Medical Specialty (1987-2021)
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Presenter Notes
Presentation Notes
When looking at individual specialties, you see that obstetric and gynecologic (Ob/Gyn) surgery had the most paid claims reported in the cumulative data (roughly 13,700 since 1987). This chart shows that total Ob/Gyn surgery payments approached $7.0 billion, substantially outpacing its nearest “competitor,” internal medicine, which came in at slightly over $3.5 billion in payouts (on approximately two-thirds the number of paid claims as Ob/Gyn surgery).

Neurological surgery reported the highest average indemnity over the course of reporting—$549,496 in 2021 dollars—but barely outpaced neurology ($553,765). Rounding out the top five in the average payment category were Ob/Gyn surgery ($508,697), pediatrics ($490,306), and radiation therapy ($450,052).



Escalating Damages

Nearly $47 million verdict won after Tennessee

girl injured during birth Rura.l Jury awards. $47M )
This is the largest verdict of its kind in Tennessee history med|ca|-ma|pract|ce VerdICt
2}y Clis UESIngem, WS, Ly 21, 202 i 10458 (P ED%\ By Cedra Mayfield Law.com, August 8, 2024

Philly jury hands down $182.7M med-mal verdict

against UPenn Hospital, largest in Pa. history

By Nicholas Malfitano
Apr 28, 2023
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Presenter Notes
Presentation Notes
Outlier verdicts are increasing, for a variety of reasons. and not because of changes in the law. Awards in the low double-digit millions are now seeming somewhat tame. 
Why are awards increasing? Lots of theories on that.
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$25M+ Verdicts, 2012-23
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$100M+ Verdicts, 2012-23

Data known as of 3/31/2024
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Social Inflation

> Juries are changing
> Trial lawyer tactics
> Defense costs increasing

2 Some insurers more aggressive
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Presenter Notes
Presentation Notes
Juries view things differently, want to compensate even when no negligence (jury interview results). Athlete, entertainer and business executive salaries have distorted value of claims. Juries fine with large numbers. Plaintiff bar using new techniques to drive up awards – reptile theory, bullrush strategy, anchoring, etc. Life plans are unregulated and just wild guesses. Need to accept that old strategies may no longer work and look for new ways to counter these strategies. To adapt to these strategies, defense costs are increasing (experts, graphics, etc.). In some cases, larger awards are being issued because some defendants/insurers are getting more aggressive defending cases, opening themselves to more risk.

Now, you may be thinking, how relevant are these factors. Even if a jury gives an inappropriate 9-figure award, it gets reduced on appeal. Sometimes, but that original 9-figure award is what trial lawyers will advertise. It’s what will be communicated by the media. And it will plant in the public’s head (i.e. future jurors) what numbers are appropriate. Also will sway future plaintiffs to ask for more, and drive settlements higher.

At same time, plaintiffs bar is seeking to alter the playing field by eliminating or negatively modifying many tort reforms.


Damage Caps - 2024

>» Colorado (2024)

« Raises nonecon cap from $300k to $875k over 5 years

« Adjusted every two years for inflation starting 1/1/2030

> Failed efforts
« FL (SB 248) — Establish $500k/$750k cap
« AL (SB 293) — Establish $1M cap
« WI (AB 872) — Increase cap to $3M
) —

« VA (SB 493

MEDICAL PROFESSIONAL
LIABILITY ASSOCIATION

Eliminate caps for children <11



Presenter Notes
Presentation Notes
CO – Ballot initiative to gut caps (competing initiatives filed). Our side promoted bill with $500k cap, which passed committee. Finally negotiated bill with this cap. Also increased wrongful death and total cap.
FL – Part of a bill allowing damages for adult children or parents of adult children. Compromise.
AL – Part of bill limiting TPLF. No idea if will be pursued next year.
WI – Cap is $750k, so big jump. Likely to be pursued again, but not clear on legislative interest.
VA – Total cap state. Bill had momentum, but died suddenly in committee. Sponsor committed, so expect to see it again


Damage Caps — 2023/2022

> lowa (2023)

« Capped damages for severe injuries

« $1M for physicians/$2M for hospitals

> Nevada (2023)
* Increases cap from $350K to $750K (over 5 years)

o 2.1% annual increase thereafter

2 Nebraska (2023) » California (2022)
» Increased cap from $500K to $800K « Raise cap to $350k for injuries/$500k for death:;
e PCS kicks in over that amount Increases to $750k/$1 M, then inflation

« Periodic payment threshold increased to $250k

MEDICAL PROFESSIONAL
LIABILITY ASSOCIATION
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CO – Attempt to battle ballot initiative. Passed by committee which is increasing pressure on plaintiffs bar to negotiate. Increase over 5 years.
FL – Part of a bill allowing damage for adult children or parents of adult children. Compromise.
AL/WI – No idea if any momentum.
CA – arguably what started it all. Also increased for wrongful death.

Future – We expect efforts to the positive in GA, to the negative in VA, MT, MI. Any states with a citizens initiative process is a target.



Wrongful Death

» New Hampshire

* Increases wrongful death cap

« $500k for an adult/$300k for a child

> New York (pending)

« Expands family members who may file claims

2023

« Creates damages for “grief and anguish” .
 Maine — Increased wrongful death cap from

S750K to S1M, w/annual inflation adjustments
* New Jersey — Expands eligibility to file claims
* Rhode Island — Increases floor from $250K to
S350K

MEDICAL PROFESSIONAL
LIABILITY ASSOCIATION



Presenter Notes
Presentation Notes
NH – Originally removed cap. Amended to Increase adults from $150k to $500k, from $50k to $300k to parent (if decedent is child) or child (if decedent is parent) 
NY – Grieving Families Act – twice vetoed but legislature keeps pushing with few changes.


Third Party Litigation Funding

2 Indiana

* No involvement in case; discoverable

2 |ouisiana (foreign lenders only)

MPL

« Mandates disclosure of funding agreements

 No involvement in case

MEDICAL PROFESSIONAL

2023

Indiana — Mandates disclosure of funding
arrangements

Montana — Mandates disclosure of funding
arrangements

Colorado — Regulatory reform proposal
drastically weakened

Louisiana — Disclosure bill vetoed

LIABILITY ASSOCIATION
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Indiana passed the only broad bill this year, while LA was limited to foreign entities. Becoming a big issue in the legal system, but not clear yet on what it means for MPL.


Other Issues

sy

_,_—.-‘

— 2» Phantom damages
m

;mﬂ-illl:lfr mllllmllﬂﬂlh » Statutes of limitations

> Prejudgment interest

» Communication & Resolution Programs (CRPs)

1 1 ‘@'SJ » Anti-anchoring
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Didn’t see all of these in 2024, but we expect them to keep coming.


Questions

Mike Stinson, JM
Vice President, Public Policy and Legal Afiairs

mstinson@MPLassociation.orq
240.813.6139
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Government Relations
Risk Management:
Navigating this Important
Member Benefit



OUR PANEL

e George Cox, JD, American Medical Association
* Grant M. Achenbach, ID, Krieg DeVault LLP
* Robert Kane, JD, lllinois State Medical Society

* Tom Conley, JD (Moderator), Saul Ewing LLP

” American Society of Medical Association Counsel
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Lawyers as Lobbyist

* Lobbying is an attempt to influence government action through
written or oral communication.

* Advocacy does not always constitute the practice of law

* When lobbying, are you acting as a lawyer or performing nonlegal
services?

* Client expectations
e State Law and Rules
* Notice to client

» Attorney-Client privilege LLE G ]A L
e Conflicts of Interest
* Government representative belief

American Society of Medical Association Counsel
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Lobbying Disclosure Act (LDA)

* The LDA was enacted in 1995 to increase transparency in lobbying
activities.

* Purpose: To ensure that lobbying efforts directed at influencing federal
law and policy are disclosed to the public and Congress.

* Key Players: The law primarily affects lobbyists, lobbying firms, and
organizations engaging in lobbying activities.

* Honest Leadership and Open Government Act (HLOGA) of 2007.

 Strengthened public disclosure requirements concerning lobbying
activities and funding.

* Placed more restrictions on gifts to Members of Congress and their staff.

American Society of Medical Association Counsel



Presenter Notes
Presentation Notes
George


Key Provisions of the LDA

» Registration Requirements: Lobbyists must register with the Secretary of
the Senate and the Clerk of the House of Representatives.

* Quarterly Reporting: Lobbyists and lobbying organizations are required
to file quarterly reports detailing their lobbying activities and expenses.

e Semi-Annual Reporting: Lobbyists and lobbying organizations are
required to file semi-annual reports disclosing political contributions of
S200 or more and certify they read and complied with the House and
Senate gift rules.

* Definition of Lobbying: The act defines lobbying activities broadly.

American Society of Medical Association Counsel
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Who is a Lobbyist?

* A lobbyist is anyone who is compensated for engaging in lobbying
contacts with federal officials and who spends over 20% of their time on
such activities over a three-month period.

* Key Criteria:

* Makes more than one lobbying contact.
* Spends at least 20% of their time lobbying during a quarter.

* Engages with executive or legislative branch officials to influence policy.

American Society of Medical Association Counsel
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What are Lobbying Contacts?

* Lobbying contacts are oral (virtual or in person) or written
communications (e.g., emails, texts) to a covered legislative/executive
branch official to influence federal legislation, regulations, Executive
Orders, policies, programs, contracts, or nominations.

* Exemptions:
* Formal proceedings: rulemaking, litigation
* Response to a request
* Request for meeting
* Request for status of legislation
e Testimony at congressional hearings
Participation on an advisory committee

* Grassroots;* communications compelled by a federal contract, grant, license;
other exemptions

American Society of Medical Association Counsel
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What are Lobbying Activities?

* Lobbying contacts.

* Any effort in support of such contacts.
* Preparation or planning activities, research, and other background work

* Intended, at time of its preparation, for use in contacts and coordination with
the lobbying activities of others.

* Note: Activities that are not lobbying contacts because of an exception
may nevertheless be lobbying activities if they support lobbying contacts
(e.g., preparing testimony may be lobbying activity if testimony is used
to support lobbying contacts).

American Society of Medical Association Counsel
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Who is a “covered” official?

* Congress:
* Member, Delegate, officer, employee, or paid intern

* Executive Branch-LDA Definition:
* The President and Vice President
e Officers and employees of the Executive Office of the President
* Executive Schedule Level |-V officials and employees
* Uniformed services members with a pay grade of 0—7 or higher
Schedule C employees

American Society of Medical Association Counsel
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LDA vs IRC Definition

* The LDA permits 501(c)(6) organizations (e.g., professional associations)
required to file under the Internal Revenue Code (IRC) (e.g., Form 990) to
use the IRC definition of lobbying in lieu of the LDA definitions for
determining “contacts” and “lobbying activities” for the Executive Branch.

* Executive Branch-IRC Definition:

e The President and Vice President

e Cabinet officers and their immediate deputies (e.g., Secretary and Deputy Secretary of
the Department of Health & Human Services)

e Any officer or employee of the White House Office of the Executive Office of the
President

e The two most senior level officers of each of the other agencies in the Executive Office
of the President (e.g., Office of Science and Technology Policy, Office of National Drug
Control Policy, Office of Management and Budget)

ASMAC American Society of Medical Association Counsel
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LDA vs IRC Definition

* The LDA covers contacts with federal officials.

 The IRC's definition includes contacts made with federal, state, and local
officials.

* *The IRC’s definition is broader in scope, covering more types of lobbying
activities, including grassroots lobbying and broader efforts to influence the
public.

LOBRYING DISCLOSURE ACT

OMLUNE REFORTING

American Society of Medical Association Counsel
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Gift Rules for Lobbyists

 The Basic Rule:

* A lobbyist or an entity that employs or retains a lobbyist (e.g., AMA) may not
give any “thing of value” (gift) to a member, officer, or employee of the
House, Senate, or Executive Branch.

* Four Questions:
* Isit a gift?
* |s it to a prohibited recipient?

* |s it from a prohibited source?
* Does it meet an exception?

 When in doubt, ASK.

American Society of Medical Association Counsel
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Lobbying Compliance Plan—Key Elements

* Review methodology to determine whether or not to register
e Understand reporting method used
 Whoiis listed as a lobbyist
* Which other employees & activities support lobbying

Establish appropriate accounting and record keeping systems

Establish employee education & training program
* For employees interacting with federal officials or supporting those activities
* Overall framework & culture of compliance
* Ethics rules re gifts, meal & travel
* Reporting of time & expenses
* Consider formal HR policy and signed certificates for registered lobbyists

* Review in advance all activities that may involve gifts

* Appoint individual to review/approve activities that may trigger compliance issues
Establish procedures for timely filings of LD-2, LD-203

* Occasional self-audit

American Society of Medical Association Counsel
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State Lobbying Regulations

* Definition of lobbying, lobbyists, legislative persons

* Registration requirements:
* Entities
* Individuals

 Prohibited conduct

e Gifts/entertainment
* Cooling off periods

* Reporting requirements: We're Stronger Together
* Entertainment expenses

e Gifts
* Executive Branch lobbying

ISMA

MDA
STATE
MEDICAI
ASDLDLCIATIUN
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State Political Action Committees

* Register with State Election Division
* Consider strategy of State v. Federal PAC

* Organizational considerations (bylaws, purpose, affiliation)

* Fundraising
* Permissible sources
* Disclaimer language

* Contribution and expenditure limits
* Reporting cycle
* Ethical considerations (no “quid pro quo™)

American Society of Medical Association Counsel
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Can a Medical Society Lawyer-Lobbyist
Have a Conflict of Interest?

What is a conflict of interest?

* In law, a conflict of interest refers to a situation where the interests of an attorney,
a different client, or a third-party conflict with the interests of the present client. It
arises when an individual is in a position to exploit their professional capacity for
their own benefit. A conflict of interest exists if the circumstances are reasonably
believed to create a risk that a decision may be unduly influenced by other,
secondary interest. It is a term used to describe the situation in which a public
official or fiduciary exploits the relationship for a personal benefit.

* A conflict of interest arises when what is in a person’s best interest is not in the
best interest of another person or organization to which that individual owes
loyalty.

American Society of Medical Association Counsel
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Can a Medical Society Lawyer-Lobbyist
Have a Conflict of Interest?

ABA Model Code of Professional Responsibility

e Rule 1.7: Conflict of Interest: Current Clients

 Rule 1.8: Current Clients: Specific Rules
 Rule 1.10: Imputation of Conflicts of Interest: General Rule

* Rule 1.11: Special Conflicts of Interest for Former & Current Government
Officers & Employees

 Rule 5.7 Responsibilities Regarding Law-related services

American Society of Medical Association Counsel
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Ethical Guidance

Do Rules of Professional Conduct Apply to Lobbyists?

 ABA Model Rules of Professional Conduct: Preamble and Scope

[3] There are Rules that apply to lawyers who are not active in the practice of law
or to practicing lawyers even when they are acting in a nonprofessional capacity.

[5] A lawyer's conduct should conform to the requirements of the law, both in
professional service to clients and in the lawyer's business and personal affairs.

[9] Virtually all difficult ethical problems arise from conflict between a lawyer's
responsibilities to clients, to the legal system and to the lawyer's own interest in
remaining an ethical person while earning a satisfactory living.

American Society of Medical Association Counsel
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Model Rule 1.13: Organization as Client

(a) A lawyer employed or retained by an organization represents the organization
acting through its duly authorized constituents.

(b) If a lawyer for an organization knows that an officer, employee or other person
associated with the organization is engaged in action, intends to act or refuses to
act in a matter related to the representation that is a violation of a legal obligation
to the organization, or a violation of law that reasonably might be imputed to the
organization, and that is likely to result in substantial injury to the organization,
then the lawyer shall Eroceed as is reasonably necessary in the best interest of the
organization. Unless the lawyer reasonably believes that it is not necessary in the
best interest of the organization to do so, the lawyer shall refer the matter to
higher authority in the organization, including, if warranted by the circumstances to
the highest authority that can act on behalf of the organization as determined by
applicable law.

American Society of Medical Association Counsel
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Model Rule 1.13: Organization as Client

(c) Except as provided in paragraph (d), if

(1) desBite the lawyer's efforts in accordance with paragraph (b) the highest authority that can
act on behalf of the organization insists upon or fails to address in a timely and appropriate
manner an action, or a refusal to act, that is clearly a violation of law, and

(2) the lawyer reasonably believes that the violation is reasonably certain to result in
substantial injury to the organization, then the lawyer may reveal information relating to the
representation whether or not Rule 1.6 permits such disclosure, but only if and to the extent
the lawyer reasonably believes necessary to prevent substantial injury to the organization.

(d) Paragraph (c) shall not apply with respect to information relating to a lawyer's representation of
an organization to investigate an alleged violation of law, or to defend the organization or an officer,
employee or other constituent associated with the organization against a claim arising out of an
alleged violation of law.

American Society of Medical Association Counsel
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Model Rule 1.13: Organization as Client

(e) A lawyer who reasonably believes that he or she has been discharged
because of the lawyer's actions taken pursuant to paragraphs (b) or (c), or
who withdraws under circumstances that require or permit the lawyer to
take action under either of those paragraphs, shall proceed as the lawyer
reasonably believes necessary to assure that the organization's highest
authority is informed of the lawyer's discharge or withdrawal.

(f) In dealing with an organization's directors, officers, employees, members,
shareholders or other constituents, a lawyer shall explain the identity of the
client when the lawyer knows or reasonably should know that the
organization's interests are adverse to those of the constituents with whom

the lawyer is dealing.

American Society of Medical Association Counsel
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Model Rule 3.9 Advocate in
Nonadjudicative Proceeding

A lawyer representing a client before a legislative body or administrative agency in a
nonadjudicative proceeding shall disclose that the appearance is in a representative capacity.

[1] In representation before bodies such as legislatures, municipal councils, and executive and administrative agencies acting in a rule-
making or policy-making capacity, lawyers present facts, formulate issues and advance argument in the matters under consideration.
The decision-making body, like a court, should be able to rely on the integrity of the submissions made to it. A lawyer appearing before
such a body must deal with it honestly and in conformity with applicable rules of procedure. See Rules 3.3(a) through (c), 3.4(a) through
(c) and 3.5.

[2] Lawyers have no exclusive right to appear before nonadjudicative bodies, as they do before a court. The requirements of this Rule
therefore may subject lawyers to regulations inapplicable to advocates who are not lawyers. However, legislatures and administrative
agencies have a right to expect lawyers to deal with them as they deal with courts.

[3] This Rule only applies when a lawyer represents a client in connection with an official hearing or meeting of a governmental agency
or a legislative body to which the lawyer or the lawyer’s client is presenting evidence or argument. It does not apply to representation of
a client in a negotiation or other bilateral transaction with a governmental agency or in connection with an application for a license or
other privilege or the client’s compliance with generally applicable reporting requirements, such as the filing of income-tax returns. Nor
does it apply to the representation of a client in connection with an investigation or examination of the client’s affairs conducted by
government investigators or examiners. Representation in such matters is governed by Rules 4.1 through 4.4.

American Society of Medical Association Counsel
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Ethical Dilemmas

* Conflicts in different objectives of different members of the
organization.
* Different specialties
» Different employment settings
» Different cultural, religious and moral beliefs

* Coalitions and Joint Advocacy

* Building Membership
* Grassroots
* Grasstops
* Key contacts

’ American Society of Medical Association Counsel
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Ethical Dilemmas

e Communication with Non-members

* Public Advocacy
* Media Relations

* Advertising
e Social Media and Website

e Political Action Committees

Al Generated

‘ American Society of Medical Association Counsel
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Conflict of Interest Scenarios

Are any of these situations a conflict of interest?

» Medical society lobbyist representing third party clients-specialty societies.
» Medical society lobbyist renting an apartment to a legislator.
» Medical society lobbyist testifying both in support and opposition to legislation.

» Medical society lobbyist promising support for a position contrary to medical
society stated position.

American Society of Medical Association Counsel
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Conflict of Interest Guideposts

Things to be aware of in lobbying:
» Always know your client.
» Be clear and honest on lobbying-reputational risk.

» Abraham Lincoln advice:

* Be sure you put your feet in the right place, then stand firm

 Whatever you are, be a good one

American Society of Medical Association Counsel
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Case Study: Managing Policy Conflicts

* Indiana environment:
* Highly charged legislative issue
* Grassroots movement in physician community

* Lack of understanding of:
* Political and legislative process
* Medical association organization, structure, policymaking process

* Perception of a lack of transparency
* Challenge, but also an opportunity

American Society of Medical Association Counsel
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Case Study: Managing Policy Conflicts

e Solution: ISMA Pulse

* Online forum for members to directly engage in dialogue and provide
input on policy proposals

* Outside of the House of Delegates, used by reference committees

* Benefits:
* Member engagement in policymaking (and new membership)
* Increased awareness of issues and processes
* Member satisfaction of having their voice heard

e Drawbacks:

« . .y Make your voice heard using ISMA Pulse, one of our
e “Social media new digital member engagement tools to enhance the

e Polarization and pOlitiCization of issues convention experience and simplify participation

American Society of Medical Association Counsel
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Indiana Physician Coalition

* Inspired by alignment of medical association and specialty
associations on scope of practice issues

* Informal umbrella organization, separately branded
* Regular meetings facilitated and staffed by ISMA

 “Dues” contributions to fund: v\\'* PH”&,
e Grassroots tools Q & (:'];
* PR campaigns Z - : -
* Public surveys and data gathering '@ ) ) \;'
Oq111\C
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QUESTIONS?
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California Provider Shield Laws
Post-Dobbs

Sheirin Ghoddoucy
Senior Legal Counsel

California Medical Association

October 9, 2024
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California Legal Shields

Decriminalize Abortion/Pregnancy Loss (AB 2223, 2022)

Prohibit State Court Enforcement of Out-of-State Laws

e Enforcement of OOS Abortion Laws, Civil Liability/Judgements (AB 1666, 2022)
e Surveillance of Abortion, Enforcement of OOS Prosecutions (AB 1242, 2022)
e Enforcement of OOS Subpoenas (AB 2091, 2022)

Protect Apprehension of CA Abortion Providers

e Prohibit Warrants, Surveillance, or Bail Agent/Bounty Hunter Apprehension of CA
Individuals for OOS Criminal Proceeding, Regardless of Patient Location (SB 345, 2023)

Prohibit Professional Discipline/Licensure Actions

e Medical Board Discipline of Licensees (AB 2626, 2022)
e Adverse Actions in Provider Licensure (AB 2626, 2022; SB 345 & 385, 2023)
e Adverse Actions/Discipline by Healing Arts Board based on OOS Law/Action (SB 345, 2023)

§CMA © Copyright 2024 by California Medical Association 2



California Legal Shields

Prohibit Adverse Actions in Practice & Contracts

* in Medical Malpractice Insurance (AB 571, 2023)
e by Facility Admitting Privileges, Medical Staff Membership (AB 1707, 2023)
e in Commercial Plan-Provider Contracts, Participation in Medicaid (SB 487, 2023)

s Privacy Protections Prohibit Disclosure of

e Information in Response to Foreign Subpoenas (AB 2091, 2022)
e Sensitive Service Records to Data Exchanges (AB 352, 2023)
e Reproductive Health Application Data by Non-Covered Entities (AB 254, 2023)

e Consumer Digital Reproductive Health Data (AB 1194, 2023) (closed exception in
CA Consumer Privacy Act for risk/danger of death or injury to natural person)

§CMA © Copyright 2024 by California Medical Association 3



Shield Laws in Action

+ OOS subpoenas for abortion

and gender affirming care

+ Tele-MAB implications

=CMA

© Copyright 2024 by California Medical Association
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Thank You

sghoddoucy@cmadocs.org
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Reproductive Healthcare
Across State Lines

Annalia Michelman
Senior Attorney
AMA Advocacy Resource Center



State AbOI’tiOn BanS (as of October 7, 2024)

Conception (13 states)
6 weeks (3 states)
12 weeks (2 state)

15 weeks (1 state)

18 weeks (1 state)
22 weeks (4 states)

Viability or later (17 states)

No gestational limit (9 states and DC)
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Presenter Notes
Presentation Notes
Abortion landscape is paradoxical. 
On one hand, nearly half the states ban abortion. 
In those states, abortions have dramatically decreased. 
Example: Texas reported a 99.9% drop in two years since Dobbs. Average per month now is five. 
Seems like lawmakers in ban states have succeeded in their objectives. Except…


Since the Dobbs decision, the total number of
abortions provided per month has increased.

Figure 1. Abortions in the US from April 2022 to March 2024 (both including and
excluding abortions provided under shield laws)
120,000
100,000
80,000
60,000
40,000
20,000
0
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s All US state tolals === All US state totals, excluding abortions provided under shield laws

Source: Society of Family Planning, #WWeCount Report, April 2022 to March 2024, Released August 7, 2024
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The Society for Family Planning #WeCount initiative tracks abortions on a monthly basis.
Abortion volume has been higher in 2024 than it was in 2023 or 2022. 
In the three most recent months of data collection, January 2024 to March 2024, #WeCount reported an average of 98,990 abortions. 
In June 2022, the monthly total was 86,830. 
Reasons for increase: 
better access in states where abortion remains legal, 
patients travel to other states for abortion care. 
Clinics in border states have seen spike in volume.
medication abortion via telehealth
Abortions provided via telehealth now account for 20% of all abortions, about 19,700. Of those, 9,200 are provided to patients located in states that ban abortion or ban abortion via telemedicine. Providers of that care are operating under the protection of shield laws. 



State Shield Laws for Abortion Care (s of october 7, 2024)

- Shield law enacted (18 states and DC)

No shield law (32 states)
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Presentation Notes
Since 2022, 19 states, including DC, have enacted shield laws. They vary by state but generally speaking, shield laws are intended to protect providers and patients in access states from extraterritorial enforcement of or investigations related to other states’ abortion bans.
Most extend some or all protections to gender-affirming care. 


Shield Law Protections

Out-of-state Professional
Legal Actions or Disciplinary Civil Liability
Investigations Actions

Insurance

Actions Confidentiality
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Presentation Notes
Protections against out-of-state actions or investigations - extradition, arrests, search warrants, subpoenas, witness summons, and use of state resources 
Protections against professional Disciplinary actions – medical board discipline, hospital privileges
Protections against civil liability - judgments from other states, cause of action against someone who initiates action or interferes with protected healthcare 
Protections against adverse actions by liability insurers and health plans – refusal to issue/renew policies, network contracting 
Confidentiality - disclosure of medical information, providers’ personal information


State Shi&'d LaWS fOl' AbOI‘tiOn Cal'e (as of September 27, 2024)

P4
e

Shield law enacted (18 states and DC)
Shield law protects out-of-state telehealth (8 states)
No shield law (32 states)
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Presenter Notes
Presentation Notes
Generally, the practice of medicine is governed by the laws of the state where the patient is located when the care is provided. 
Massachusetts was first state to extend protections to out-of-state care. Statutory protections exist “regardless of the patient’s location” if provider is physically located in Massachusetts, licensed in Massachusetts, and in compliance with the laws of Massachusetts. 
Eight other states have followed this trend. 



Over 6,700 monthly telehealth Gl n

abortions are provided u nder New laws help people in US states with
bans get abortion pills: ‘Most people

shield laws to people in states don'tknow it's available
‘Shield laws’ allowed medical providers to ship pills to over

with total or 6-week abortion bans. | oo

months of

o @he Washington Post

Tue 14 May 2024

. L . , overthelad  Blue-state doctors launch abortion pill pipeline into
Figure 6. Telehealth abortions in the US from April 2022 to March 2024 (includes states with bans

7 . ; 0,00
abortions provided under shield laws, July 2023 to March 2024) ey _ o -
aws” that g At least 3,500 doses have been shipped to antiabortion states since mid-June, a process
restrictions| enabled by new shield laws
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10,000 list of towns an Doctors in six states where abortion is legal are using new laws to send abortion
pills to tens of thousands of women in states where it is illegal.
5,000 A month ago, a
unexpected pre By Pam Belluck
I I pills they receiv 5B Pam Belluck spent time with abortion providers sending pills to states that outlaw abortion and talked
with patients receiving those pills.
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Behind an unmarked door in a boxy brick building outside Boston, a quiet rebellion
Abortions provided under shield laws in states with total bans and 6-week bans is taking place. Here, ma 7'by'12'f°°§ room, abortion is being made available to
thousands of women in states where it is illegal.
Abortions provided under shield laws in states with telehealth restrictions
The patients do not have to travel here to terminate their pregnancies, and they do

m Brick and mortar telehealth not have to wait weeks to receive abortion medication from overseas.

uVirtual-only - . . " .
Instead, they are obtaining abortion pills prescribed by licensed Massachusetts

Note: Prior to July 2023, brick and mortar telehealth abortions were categorized as in-person. providers, packaged in the little room and mailed from a nearby post office,

Source: Society of Family Planning, #/WeCount Report, April 2022 to March 2024, Released August 7, 2024
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Under the protection of shield laws, providers in shield law states are now providing abortions into places where it’s prohibited. 
Aid Access is located outside of the US.
A patient in a restrictive state can initiate an encounter –video, audio-only, or asynchronous messaging. If patient is eligible, the provider prescribes medication abortion and mails it to the patient. If the patient has any questions, the providers are available to answer questions.
To be clear, this is illegal under the laws of the state where the patient is located.
#WeCount started tracking these kinds of abortions last summer. Latest report shows 6,700 per month into ban states. 
Does not provide state-specific information to protect patients and providers


Understanding Shield Law Limitations
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Shield laws are important, but there are limitations and a lot of unanswered questions 
Limited scope of protection – specific kinds of care that are provided in compliance with the protective state’s laws.
Unclear whether protection against unlicensed practice of medicine.
Protection only when physically located in the shielding state. Physicians have pledged to never step foot in certain states. 
Shield laws are untested which leaves many unresolved questions –full faith and credit, state-based licensure, impact of electronic and automatic sharing of medical records across states, 
No cases yet. 
Texas AG sought records from children’s hospital in Washington related to gender affirming care. Case settled. 
“threaten basic principles of comity between states, possibly resulting in the breakdown of state-to-state relations and ultimately retaliation.”




Ban State Other Potential

Responses Developments
« Abortion trafficking laws * Abortion medication approval
 Abortion fund litigation « Comstock Act enforcement

Abortion medication restrictions

Local government actions
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Ban states want to prevent travel 
Idaho and Tennessee – abortion trafficking laws
prohibit an adult from assisting (recruiting, harboring, or transporting) a minor in getting an abortion without parent’s consent, including helping minor obtain a legal abortion in another state. 
Both laws have been enjoined. 
Many states have tried to ban abortion medication but haven’t been successful. 
Louisiana rescheduled abortion medication as a Schedule IV controlled substance. Bill introduced to address abortion coercion, but testimony emphasized telemedicine abortion.
Alabama and Texas – ongoing litigation about whether state can prohibit organizations that provide financial and logistical assistance
Local ordinances authorize civil lawsuits against individuals who help someone travel for abortion care. Builds on Texas SB 8. 
Investigation and enforcement against women who seek abortion care out of state – fetal remains, child endangerment, etc. 

Other potential challenges/ developments related to interstate care 
FDA v. Alliance for Hippocratic Medicine – challenging approval of Mifepristone and, more broadly, whether courts can reverse FDA approvals. 
SCOTUS dismissed suit for lack of standing. Status quo for now, but more challenges to come. If challenges are successful, could limit access to medication nationwide. 
Future administration could potentially revive Comstock Act of 1873, prohibits mailing of materials for abortion
Current DOJ says it won’t enforce Comstock because the Act only applies when the sender intends for the mailed material to be used for an illegal abortion, and because there are legal exceptions in every state, it is impossible to determine the intent of the sender.






Physicians’ powerful ally in patient care



ALABAMA ACT 2024-20

&

What undetlying What did the What does the Act
action led to Supreme Court do?
Supreme Court opinion really say?
decision?




IVF — UNDERLYING ACTION ]2

¢ An unauthorized individual accessed a cryopreservation tank containing frozen embryos in an IVF clinic and
removed some of the embryos

¢ Three affected families sued the IVF clinic and the adjoining hospital where the unauthorized individual entered
the IVF clinic, claiming the defendants were responsible for the “wrongful death” of the embryos

¢ The defendants filed motions to dismiss each of the actions, claiming that a frozen embryo should not be
considered a “minor child” for purposes of the Alabama Wrongful Death of a Minor Act

¢ The trial court granted the motions, dismissing the actions

¢ The plaintiffs appealed the trial court’s order dismissing the actions, claiming that “minor child” is not defined
under the Alabama Wrongful Death of a Minor Act, and therefore, a frozen embryo could be considered a minor
child for purposes of the Act

¢ The Supreme Court’s opinion overruled the trial court’s granting of the defendants Motions to Dismiss, and the
legislature’s statutory fix from the 2024 Regular Session has no bearing on the underlying case, so it is still pending



IVF — SUPREME COURT OPINION K

¢ The Supreme Court reversed the trial court’s order dismissing all the actions, holding that the term “minor child”
under the Alabama Wrongful Death of a Minor Act includes any unborn child, regardless of stage of
development and regardless of location

¢ Summary of points that led to conclusion
" The legislature elected NOT to define “minor child” when the Wrongful Death of a Minor Act was passed (1n 1876)

= Older court interpretations of the term “minor child” included unborn children only if they were considered viable, but
more recent opinions extended the definition of “minor child” to include unborn children at any stage of development

» Criminal statutes in Alabama, including those related to homicide and also those that prohibit abortion, define a “person”
and an “unborn child,” respectively, to include the unborn in utero at any stage of development, but despite the defense
arguments that civil remedies should be consistent with criminal ones, the Supreme Court sided with the plaintiffs,
concluding it was more important for there to be a civil remedy in every instance where a criminal remedy was available
than for those to be consistent

" The Court opined that the inconsistency issue was the Legislature’s problem to fix



IVF — LEGISLATIVE
ACT 2024-20 *

From SB159

Section 1 protects the physicians, staff and
practices who perform IVF from criminal
actions or prosecutions

It is to be applied retroactively, except for any
action already pending, i.e., the underlying
action.

Why? Alabama Constitution, Section 95, in
part:

“After suit has been commenced on any cause
of action, the legislature shall have no power to
take away such cause of action, or destroy any
existing defense to such suit.”

notwithstanding any provision

actlion provided in Chaptar

no aciion, suiit, oOr crim:inal prosscutcion

dzath of an embrvo shall be brought or maintainsd

individual or =ntity when providing cor

ralatad to




Section 2.{a) Rslzt:

IVF - LEGISLAT?IV?B notwicthstanding any provision of -law,
ACT 2024—20 i ctior wided in Chapiter 5 of Tigl

a7
for d

From SB159

Section 2 protects manufacturers of products
used to facilitate IVF and transporters of
stored embryos.

It prohibits criminal prosecution and limits
damages in civil action to the cost of the
impacted IVF cycle.

if WiLro

It is to be applied retroactively, with no
underlying action currently pending.




IVF — LEGISLATIVE ACT 2024-20 *

¢ Is it enough?

" Jtallows IVF clinics to continue to practice in Alabama...for now...without fear of prosecution or costly damage awards

® [t also protects manufacturers of goods used in the IVF process and transporters of frozen embryos
p g p p y

¢ But...

" It does not address the Supreme Court’s implied definition of when life begins

= Jtis vulnerable to constitutional challenges because of the blanket immunity provisions
¢ Of note — Supreme Court has denied an application for rehearing since Act 2024-20 was passed

¢ All of the families involved in the underlying action except for one have agreed to a settlement
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Antoun v. Antoun — Texas appellate court decision

e 2Md Djstrict, Fort Worth Appellate Court
* Decision: July 13, 2023

* 1st time post-Dobbs where the appellate court was asked
whether a trial court abused its discretion in awarding rights
to frozen embryos in a divorce decree.




Antoun v. Antoun — Appellate Court

Couple had signed “Consent Form Cryopreservation of Embryos" on May 10,
2019 with Dallas Fertility Clinic.

* June 29, 2022 - court awards the embryos to husband per the agreement.

* June 29, 2022 - final order of divorce
e July 24, 2022 - Dobbs decision

e July 26, 2022 - wife files a "Motion for Reconsideration of Disposition of
Embryos After of [sic] Change in Law."

e August 1, 2022 - wife's motion for reconsideration denied, and the court sigsns
an "Order [Denying] Petitioner's Motion for Reconsideration of Disposition of
Embryos



: Antoun v. Antoun

* August 25, 2022 - Texas Human Life Protection Act goes into
effect.

* August 26, 2022 - wife filed her MFNT, a notice of appeal,
and a request for findings of fact and conclusions of law.

* MENT was overruled by operation of law.

* September 28, 2022 -the trial court signed Findings of Fact
and Conclusions of Law.




: Issue #1 on Appeal

1. Did the trial court err by failing to grant a new trial after an
allegedly significant change in the law relating to the
procedures by which the case was tried

-Wife argues embryos are "children," not property, and subject to
the Family Code provisions regarding child custody and gestational
agreements, relying on Texas Health and Safety Code Section
170A.001(5), which became effective with the Dobbs decision.

-Appellate court holds Dobbs is not “applicable law” to this case.




DeTinitions under lexas Human Lite

Tela
e Section 170A.001(5) defines an "unborn child" as:

* "an individual living member of the homo sapiens species
from fertilization until birth, including the entire
embryonic and fetal stages of development.”




Definitions under Texas Human Life Protection Act

Section 170A.001(1) defines "abortion" as defined by Texas Health and Safety Code Section 245.002,
which provides

(1) "Abortion" means the act of using or prescribing an instrument, a drug, a medicine, or any other
substance, device, or means with the intent to cause the death of an unborn child of a woman
known to be pregnant. The term does not include birth control devices or oral contraceptives. An act
1s not an abortion 1f the act 1s done with the intent to:’

(A) save the life or preserve the health of an unborn child;
(B) remove a dead, unborn child whose death was caused by spontaneous abortion; or
(C) remove an ectopic pregnancy

"Pregnant” is defined as "the female human reproductive condition of having a living unborn child
within the female's body during the entire embryonic and fetal stages of the unborn child's
development from fertilization until birth." Tex. Health &Safety Code Ann. § 170A.001(3) (Emphasis
added)



Texas Penal Code & Tex. Civ. Prac & Rem

» Act providing criminal penalties and civil remedies “for death or injury to an unborn child.” Act of
May 31, 2003, ch. 822, 2003 Tex. Gen. Laws 2607.

« Texas Penal Code 1.07(a)(26) defines “individual” as “a human being who is alive, including an
unborn child af every stage of gestation from fertilization until birth.” (emphasis added).

« Tex. Civ. Prac & Rem. Code 71.001(4) “individual includes an unborn child af every stage of
gestation from fertilization until birth. (emphasis added).

« Appellate court states:

Wife admits in her brief that “IVF embryos, prior to being implanted are not gestating. Thus, we do not
construe the Penal Code definition of an “individual” to include fertilized embryos cryogenically preserved
outside a woman'’s body. A similar conclusion would arguably be reached under the wrongful death statute
which defines an “individual” to include “an unborn child at every stage of gestation from fertilization until
birth.” Tex. Civ. Prac. & Rem. Code Ann. § 71.001(4)



: Issues #2 and #3

2. whether the trial court erred by treating the embryos as
property;

3. whether there was "privity of contract” between
husband and wife for purposes of making the contractual
agreement between the couple and the IVF clinic
separately binding between the husband and the wife;




: Issues #2 and #3

* Trial court did not abuse 1ts discretion 1n treating the embryos
as property subject to contractual rights.

* Appellate court relies on persuasive authority of Roman v.
Roman, 193 S.W.3d 40, 54-55 (Tex. App.-Houston [1st Dist.]
2006, pet. denied).

* Elements required for a valid and binding contract (in addition
to consideration): (1) an offer, (2) acceptance in strict
compliance with the terms of the offer, (3) a meeting of the
minds, (4) each party's consent to the terms, and (5) execution

and delivery of the contract with the intent that 1t be mutual
and binding.



* Appellate court’s discussion of Roman v. Roman:
* No post-Roman Texas cases deciding the issue.

* “Prior to Roman, Texas legislature enacted laws related to
assisted reproduction and gestational agreements, but it
had not, and has not since, addressed the legal status of
frozen embryos or the rights to ownership or possession of
frozen embryos upon the divorce of the parties creating
the frozen embryos. We are persuaded that the
legislature's failure to address the holding
in Roman indicates its acquiescence in its holding.”



.

* In issue four, wife questions whether the trial court
terminated the "parental rights" of wife regarding the
embryos in violation of the Family Code and without
sufficient due process of the law.

e Same basis of arguing embryos are “unborn children”

* Appellate court overrules fourth issue on same grounds as
earlier points.




Petition to Texas Supreme Court

* Petition for review filed Sept. 7, 2023
* Multiple amicus briefs filed




: ASRM Amicus Brief

* Discusses how a decision in favor of petitioner could upend IVF in Texas.

* Responds to legal arguments




Where are we now?

e Petition denied on June 14, 2024

* |_egislative session begins on January 15, 2025
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Welcome to our webinar “AI in Healthcare: Examining the Matrix of Risk and Opportunity,“
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Disclaimer

The information provided in this presentation offers risk management strategies and
resources, and the slide content is intended to be used only with the accompanying
oral presentation.

Guidance and recommendations contained in this presentation are not intended to
determine the standard of care but are provided as risk management advice only. The

ultimate judgment regarding the propriety of any method of care must be made by the
healthcare professional.

The information does not constitute a legal opinion, nor is it a substitute for legal
advice. Legal inquiries about this topic should be directed to an attorney.
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The information contained in this presentation is intended as risk management advice. It does not constitute a legal opinion, nor is it a substitute for legal advice. Legal inquiries about topics discussed during this presentation should be directed to an attorney.​
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What Is Artificial
Intelligence (Al)?
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INTRODUCTION

Before we get too deep into the implications of AI in healthcare, we are going to briefly discuss what AI is - and the history of its development. 




B
Development of Al

—— @ 1950s

Artificial

. e First Al program developed in 1955
Intelligence

-+ 1980s MaChine e Machine learning begins to flourish
Lea rn | ng e Requires human intervention

Al boom driven by breakthroughs in
deep learning

Does not require human intervention

Deep
Learning

— o 2010s

5 PROASSURANCE.

Treated Fairly



Presenter Notes
Presentation Notes
Definition of AI: Artificial Intelligence (AI) simulates human intelligence in machines, designed to think and act like humans, displaying capabilities such as learning and problem-solving.
History of AI: The first AI program was developed in 1955, marking the beginning of various specialized fields under the AI umbrella.

Machine Learning (ML):
A branch of AI that enables software to improve its prediction accuracy without direct programming.
ML algorithms learn from historical data to make future predictions.
Requires human intervention to adjust predictions when they are inaccurate.

Deep Learning (DL):
A key driver of the recent AI advancements, deep learning operates through artificial neural networks without needing human correction for its predictions.
Inspired by the human brain, these networks are capable of learning complex patterns within large datasets.
Deep learning is particularly effective for complex tasks like image recognition and natural language processing that are challenging for traditional ML algorithms.



Datasets

Public Private | Synthetic
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The data AI feeds on is commonly referred to as a “Dataset.” Datasets generally fall into one of these three categories: 

Public datasets are publicly available datasets that can be used for AI training, generally collected by government agencies, universities, and research institutions. 

Many companies and organizations also collect their own private datasets for AI training. These datasets may contain sensitive information, such as customer data or medical data. As a result, and as the name implies, private datasets are often not publicly available.

Synthetic datasets are generated artificially using computer programs. Synthetic datasets can be used to train AI systems on tasks where it is difficult or expensive to collect real-world data. For example, synthetic datasets can be used to train AI systems to drive cars in simulated environments where it would otherwise be cost prohibitive to do so.

The quality of an AI dataset is important for the performance of the AI system that is trained on it. High-quality datasets are typically large, diverse, and well-labeled. Large datasets allow AI systems to learn complex patterns in the data. Diverse datasets help to ensure that AI systems are not biased towards certain groups or categories of data. 







Datasets in Healthcare

Clinical trial data

: WEEIE ]S :
Genetic data device data Imaging data
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In healthcare, datasets can be built from a myriad of sources, including:

<CLICK>
EHR data  - can be used to diagnose diseases, predict patient outcomes, and develop personalized treatment plans.

<CLICK>
Clinical trial data – used to evaluate the safety and efficacy of new drugs and treatments.

<CLICK>
Genetic data - can be used to identify genetic risk factors for diseases and to develop personalized treatment plans.

<CLICK>
Wearable devices, such as smartwatches and fitness trackers, can collect data about a person's health and activity levels. Wearable device data can be used to train AI systems to detect early signs of disease, monitor patients' progress over time, and develop personalized exercise and nutrition plans.

<CLICK>
Imaging data, such as X-rays, MRI scans, and CT scans, can be used to train AI systems to diagnose diseases, identify abnormalities, and guide surgical procedures.

AI datasets can also be created by combining data from multiple sources. For example, an AI dataset could be created by combining EHR data with clinical trial data and genetic data. This would allow the AI system to learn from a wider range of data and to make more accurate predictions and decisions.








Impact of Al on Healthcare

* Diagnoses

* Treatment

e Staffing Issues

* Research and Development

» Patient Experience

Size of Al
Healthcare Market

» $11B (2021)
- $187B (2030)
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As we project into the future, we know there are a million unresolved questions regarding AI – but a few things are near certainties. AI is going to have a profound impact on the practice and business of medicine, and it is going to happen much faster than many expect. By the end of this decade, we will be looking at an industry that is close to 200 billion dollars in size. With that massive investment, we will see accelerated development in technology and rapid implementation of AI. 

And although AI is still very much in its infancy, we are already seeing its impact in multiple areas, including diagnoses and treatment – which will be discussed in greater detail later in this presentation. 

(https://www.statista.com/statistics/1334826/ai-in-healthcare-market-size-worldwide/#:~:text=In%202021%2C%20the%20artificial%20intelligence,11%20billion%20U.S.%20dollars%20worldwide.)
 






Higher Education — Al in Healthcare Degrees/Certificates

UNIVERSITY OF ILLINOIS URBANA-CHAMPAIGN

3d HARVARD

MEDICAL SCHOOL

BLAVATNIK INSTITUTE
BIOMEDICAL INFORMATICS I

The Grainger College of Engineering

Bioengineering

Carnegie Mellon University

School of Computer Science

F College of Public Health & Health Professions

UNIVERSITY of FLORIDA

A

& Weill Cornell Medicine
Population Health Sciences

MI MANAGEMENT
EXECUTIVE EDUCATION
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You need only look at trends in higher education for further evidence of the expected boom in healthcare AI. Many schools now offer degrees and certificates that focus on this emerging tool.  As you can see from the slide, schools like Harvard, MIT, Cornell, and many others have joined in the pursuit to maximize efforts and outcomes in the world of healthcare AI. - and it’s increasingly easy to find certifications and formal degrees in AI related to healthcare, digital health, machine-learning, public health, and research.  






Current
Implementation
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Thanks, Brad. In the next few slides, we’re going to review some ways that personnel on healthcare front lines are utilizing AI for clinical and administrative benefits. 



�


Al Utilization - Addressing Common Conditions

Early Diabetic
Retinopathy Diagnosis
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In 2022, a group of primary care physicians over multiple states piloted a new way to help diagnose diabetic retinopathy in its patients, before they were referred to a specialist.  A special camera using AI was programmed to identify the condition. If the AI indicates the presence of the condition, the PCP will then make the appropriate referral, avoiding delays. 











Al Utilization - Addressing Common Conditions

Sepsis Diagnosis
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Many hospitals across the country are piloting AI-generated algorithms to help identify admitted patients at highest risk of, or with an active diagnosis of sepsis.  If such a patient is picked up on by the system, doctors are alerted to evaluate the patient, saving time.  Physicians can then provide feedback to fine tune the AI.
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Al Utilization - Addressing Common Conditions
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Prediction of Unfavorable Outcomes
During Intrapartum Period
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study published in 2022 on machine-learning AI algorithms predicting labor outcomes:

Study Focus: The research investigated machine-learning AI algorithms designed to predict unfavorable labor outcomes during childbirth.

Data Utilized: Parameters recorded at admission and throughout labor progression were analyzed.

Outcomes Analyzed: The study focused on various outcomes such as C-section in active labor, intra-amniotic infection, postpartum hemorrhage, shoulder dystocia, neonatal morbidity, and mortality.

Sample Size: The data included over 66,000 births, with nearly 15,000 instances of unfavorable labor outcomes.

Study Conclusion:
Although further research is needed, the study suggests that these AI models could potentially offer dynamic, real-time predictions.
These predictions may enhance the personalization of clinical decisions during labor, moving away from standard fixed labor progression charts.










14

Al — Enhancing Breast Cancer Detection

* Al-supported results were similar to
standard double reads

e Conclusion - Al considered safe

“I think of Al as more validation. It
doesn’t sleep. Al doesn’t get tired.
The Al doesn’t get fatigued...”

Dr. Laura Heacock, a breast radiologist
at NYU Langone Perlmutter Cancer Center
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Study Overview:
In Summer 2023, a study published in Lancet Oncology assessed the clinical safety of AI-supported screen-reading protocol for mammography.
AI conducted the first read, followed by analysis by a radiologist, and was compared with the standard European practice of double reading by two radiologists.

Study Details:
All participating radiologists were highly experienced.
The randomized study, conducted in Sweden, included 80,000 women aged 40-80.

Study Results:
AI-supported screenings resulted in similar cancer detection rates compared with standard double reading.
AI detected cancer at higher rates without increasing false positives.
The screen-reading workload for physicians was reduced by 44.3% using AI.

Safety Indication and Follow-Up:
The trial indicated that AI use in mammography screening is safe.
After 2 years of follow-up, the primary endpoint of interval cancer rate will be assessed in the participants.







S

Potential Liabilities & ( N
Regulatory Framework *

& PROASSURANCE.

Treated Fnii’]_\"


Presenter Notes
Presentation Notes

With this potential comes new and novel risks that need to be accounted for. 

We are going to discuss regulatory status, theories of liability and the impact on standard of care, and bias. 




iStock image #1011052052
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Current Regulatory Framework

Al Regulation

e 2019 - Executive Order 13859

e 2020 - Al in Government Act of 2020
& Executive Order 13960

e 2023 - FDA Guidance for Al/ML-Based SaMD
e 2023 - Executive Order

Al Healthcare Regulation

e Federal/State
e American Medical Association efforts
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Looking at the current AI regulatory landscape, we see – well, very little. All we have at the moment are a handful of executive orders and some agency guidance from the FDA and FTC (marketing of AI)  

The 2019 Executive Order 13859, named "Maintaining American Leadership in Artificial Intelligence," jump-started significant and coordinated federal activity focused on balancing the need for regulation of AI with the demands of innovation. 
Governing the use of AI by the Federal government is the AI in Government Act of 2020 and Executive Order 13960, called Promoting the Use of Trustworthy AI in the Federal Government.

In April 2023, the FDA released guidance on addressing the constantly-changing nature of AI/Machine-Learning -based Software as a Medical Device (SaMD).

In October 2023, President Biden signed a sweeping Executive Order that sought to establish new standards for AI safety and security, with steps towards policy and regulation. 

FTC – has also stepped into the AI regulation world. Has started cracking down on businesses making claims related to “AI” based software. 

Outside the US, AI regulation is advancing at a more rapid pace. The EU has a robust ai law, titled the AI Act. This law went into effect on May 1, 2024 and aims to establish a comprehensive legal framework to facilitate and foster trustworthy AI in Europe. 

When it comes to laws or regulations related to the utilization of AI in the treatment of patients, there is nothing on the books.  It is worth noting that the American Medical Association, which uses the term “augmented intelligence” for AI, has several guiding publications, which include discussion of AI applications within the updated CPT code, current policy, and AI within practice management. The AMA offers advisory expertise through the Digital Medicine Payment Advisory Group, which identifies barriers to digital medicine adoption in coding and payment. 

Connecticut was the first to pass comprehensive AI legislation. 
Colorado has essentially passed the same law�
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Theories of Legal Liability
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While we will have to wait and see what regulations ultimately transpire, we have a good idea as to the types of legal claims Plaintiffs are likely to assert. 

<CLICK>
From a professional negligence standpoint, a plaintiff might argue that a healthcare provider owed a duty of care to use AI systems in a safe and competent manner. If the healthcare provider failed to do so, and the plaintiff was injured as a result, the plaintiff could potentially recover damages.

<CLICK>
A product liability claim may arise when a plaintiff is injured by a defective AI system. These claims will be aimed at manufacturers of AI systems. 

<CLICK>
A breach of contract allegation could arise if a provider fails to use an AI system in accordance with the terms of a contract between provider and patient. 

<CLICK>
Fraud claims could arise when a provider or healthcare system knowingly or intentionally promotes the capabilities of an AI system that cannot meet the promised outcome. For example, the healthcare provider might claim that an AI system is more accurate than has been proven or that it can be used to diagnose a particular condition outside of its intended purpose. 

<CLICK>
Finally, we can expect to see privacy-based claims from patients who are concerned about their medical information being utilized by AI systems. We will review a case later in the presentation that provides a bit of guidance on this specific issue. 




Professional Negligence

Two Scenarios
Leading to a
Potential Claim

18

“...[t]he ultimate

Al prompt is correct responsibility for a
and a physician

overrides/ignores it

diagnostic or therapeutic
decision will likely remain
Y — with ’Fhe physician, who has
i) s to valldate.tl*.le resultcs. of the
= e T CDS [clinical decision
support] tool.”

Hedderich, D.M., Weisstanner, C., Van Cauter, S. et al. Artificial intelligence tools in clinical
neuroradiology: essential medico-legal aspects. Neuroradiology 65, 1091-1099 (2023).
https://doi.org/10.1007/s00234-023-03152-7
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This slide examines the professional negligence perspective of legal liability related to AI.

In putting together this webinar, many discussions centered on the two pathways AI would most likely be involved in a potential medical malpractice claim.  First, if AI recommended a specific action or treatment and the physician either overrides or ignores the suggestion.  Second, if a physician follows the prompt or AI software-generated guidance and it’s later found that the AI was, in fact, not correct.

<CLICK>
This quote comes from a journal article published in May 2023 by Neuroradiology. 

The article was quick to establish that while the medico-legal framework for AI in healthcare is in relative flux, the “ultimate responsibility for a diagnostic or therapeutic decision will likely remain with the physician, who has to validate the results of the CDS (clinical decision support) tool.” This sentiment truly serves as an underlying theme for our current state with AI. 




Scott M. Salter, Esq.

Starnes Davis Florie
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Perhaps the largest question associated with AI is this – will it alter the standard of care? In the following clip, attorney Scott Salter - who is a partner with the Starnes Davis Florie law firm, and regularly defends physicians against professional negligence claims – offers his thoughts on this topic.  
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Biased Data in Healthcare Al — 2019 Landmark Study

» Hospital Al algorithm used to predict
high-risk care management needs.

e Past cost data was used to
determine risk.

* Unequal access to care for Black
patients resulted in less money
spent on their care.

* The need for healthcare # prior
healthcare costs.

* The Al discriminated against Black
patients by assigning lower risk scores.
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Legal Liability in Healthcare:
Healthcare providers are generally not liable for defects in products that fail to perform as intended.
However, they may be held accountable for clinical decisions based on faulty AI algorithms that lead to poor outcomes.

2019 Study on AI Bias:
A significant study in 2019, published by Science Journal, highlighted racially biased data in an AI algorithm used in hospitals.
This flawed data inaccurately assessed the acuity level of patients, showing a skewed perspective that disproportionately affected Black patients compared to White patients.

Issues with the Hospital Algorithm:
The algorithm was found to assign the same risk level to Black and White patients, despite Black patients being sicker.
The AI used past health costs to predict healthcare needs, which led to Black patients receiving lower risk scores due to historically lower expenditures on their health, not reflecting their actual health needs.

Impact of Correcting the Bias:
Correcting this disparity could increase the percentage of Black patients receiving needed healthcare by almost 30%.

Addressing AI Bias:
The study suggests that biases in AI algorithms, such as those based on labels, can be corrected by being careful and purposeful with the data used in these systems.



https://www.science.org/doi/10.1126/science.aax2342

SHORTEN BULLETS OR NOTES. COULD POTENTIALLY REMOVE IF TIGHT ON TIME. 
I HAD A HARD TIME MAKING THE BULLETS AND TEXT SHORTER. 

iStock image #1340029093
https://www.istockphoto.com/photo/stethoscope-with-calculator-on-chart-graph-paper-finance-account-statistic-analytic-gm1340029093-420213052#
Licensed by ProAssurance Marketing.





Obstacles to Eliminating Bias

We have work to do:

* Easy to miss embedded biases,
even when you’re looking for them

» Racial biases in Al will perpetuate

Researchers warn:

“Al-driven tools have the potential to

codify bias in healthcare settings”
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ACA Section 1557

» Covered entities must not discriminate on the
basis of race, color, national origin, sex, age, or
disability through the use of clinical
algorithms in its decision-making
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Researchers are aware of the pitfalls of discriminatory data in healthcare AI.  While the FDA issued an action plan and loose guidance on the topic in 2021, no firm regulations are in place to test bias benchmarks, or to ensure what has been called “algorithmic justice” by the Journal of Science Policy and Governance.

There is a general lack of data transparency as to what data points, exactly, are being used as the basis of predictive algorithms.  This void makes research and validation particularly difficult when looking at either accuracy or racial disparities, and whether the underlying data can truly help the patient population it’s being used for. In addition, there’s really no oversight or enforceable accountability, under the FDA or otherwise, dedicated to monitoring and stopping biased healthcare algorithms. 

As of July 5, 2024, new requirements have been put in place to help protect consumers from discrimination when artificial intelligence (AI) tools are used in health care. This comes in the form of a final rule, published by the Department of Health and Human Services Office of Civil Rights (OCR), as part of Section 1557 of the Affordable Care Act (ACA). These changes aim to prevent AI tools and algorithms from discrimination as health care providers and insurers increasingly use algorithms for clinical care and administrative activities.
[

Entities Covered
The rule applies to any entity receiving federal funds, including Medicaid, Medicare Parts A, C, and D payments, premium tax credits, and cost-sharing subsidies under the ACA. It also covers many health insurance plans, most hospitals, and providers, including those receiving Medicare Part B payments. Employer-sponsored health plans are excluded, as the rule targets health programs receiving federal financial assistance.

OCR will enforce the rule and investigate discrimination complaints. Each allegation will be investigated on a case-by-case basis, considering factors such as the entity’s size, resources, and how they used the tool in question.

 If a tool is found to be discriminatory against a certain class, reasonable efforts must be taken, such as discontinuing or modifying the tool, so it does not result in discrimination.


Litigation A A L
Involving Al AR ::' :
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Caselaw involving AI is still in its infancy and there are numerous issues that remain unresolved. Even so, recent lawsuits involving AI offer a valuable first glimpse into the various issues courts are being tasked with resolving.  





Health Insurance Claims Reviews

Allegation: Class action case alleging a
national health insurance company’s
use of Al to review medical necessity of
submitted claims violated mandatory
rules and improperly denied claims.

Plaintiffs allege that, per California insurance law,
“medically necessary” reviews of claims must be
thorough, fair, and objective.

Plaintiffs allege the law requires that individual
physicians review each claim separately to
approve or deny claims.

Plaintiffs allege the insurer’s use of the Al’s
algorithm to look for discrepancies unfairly denies
claims without genuine investigation, as the
physicians simply sign off on the denials.

Case is pending.

Suzanne Kisting-Leung, et al. v. Cigna Corporation, et al. No. 22-cv-03031 (E.D. CA.)

filed July 24, 2023
23
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Next we are going to examine a couple of cases involving AI that do touch on the healthcare industry. 

**Legal Premise**: The case alleges that a health insurance carrier in California violated the law by failing to provide individualized physician reviews for insureds' claims.

**Use of AI**: Plaintiffs claim that the insurer used AI to systematically review and deny claims in batches, sometimes involving thousands of claims, without individual physician oversight.

**Impact on Insureds**: The automated AI system led to mass denials of payment for healthcare services, which plaintiffs argue were done without proper review, causing lack of coverage and unexpected medical bills for insured patients.

**Physician Involvement**: The complaint highlights that claims were automatically denied by the AI and then rubber-stamped by physicians without any actual review of patient files.

**Criticism of the Insurer**: Plaintiffs portray the insurer as using AI as a cost-cutting and time-saving measure, implying a neglect of duty and a preference for efficiency over proper healthcare management.

**Common Legal Argument**: The case suggests that using AI in this manner might become a frequent issue in legal challenges, with plaintiffs accusing defendants of replacing necessary human roles with AI to save costs, often at the expense of service quality and compliance.

It is worth noting that the causes of action in the case are not based in negligence, or medical malpractice, law.  Rather, they are centered on contract law and California Unfair Competition law. The case is still pending, and similar lawsuits referred to as “copycats” are being filed. This case is worth keeping an eye on. 

(Source: Suzanne Kisting-Leung, et al. v. Cigna Corporation, et al. No. 22-cv-03031 (E.D.  CA.) filed July 24, 2023.)




HIPAA & Al
Allegation: Google and the University of  As part of a research collaboration between the
Chicago Medical Center disclosed PHI University of Chicago Medical Center and Google,
when they supplied medical records to the University gave Google anonymized patient

medical records to implement Al-driven predictive

Al system. health models.

Former patient sued Google and the University,
alleging violation of HIPAA, among other causes of
action.

The district court dismissed the case.

The Seventh Circuit affirmed the dismissal.

Dinerstein v. Google, LLC, 73 F.4th 502 (7th Cir. 2023)
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While case law on AI in healthcare is sparse at the moment,  there is at least some guidance from the courts on the issue of feeding patient medical records into AI system

Lawsuit Against Google and University of Chicago Medical Center:
The University of Chicago Medical Center provided Google with anonymized patient medical records for AI-driven predictive health models.
A former patient sued, alleging violations of HIPAA, consumer-protection law, breach of contract, unjust enrichment, interference with contract, and intrusion upon seclusion.
The district court dismissed the case, and the Seventh Circuit affirmed, stating the patient did not suffer a concrete injury from the disclosure of his medical records.

Implications for AI in Healthcare:
The decision has significant implications for AI in healthcare, which relies on large, diverse data sets.
Patients must demonstrate actual harm when their deidentified health information is used in AI data sets.
The court noted that the medical records were properly de-identified, and the only way to identify the patient would be through comparison with geolocation data, which was deemed unlikely. Thus, the patient did not have standing to sue.

From a HIPAA perspective, if the information is properly de-identified and cannot be traced back to a specific individual – it does not meet the definition of protected health information and HIPAA does not control. 

(Source: Dinerstein v. Google, LLC, 73 F.4th 502 (7th Cir. 2023) )
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What is on the Legal Horizon?

* Predictive models will be scrutinized
* Privacy claims will be common

e Plaintiffs will be creative
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So, what can we glean from these cases? 

Emerging AI-Related Litigation:
With new technology come new risks and questions of liability that courts must resolve.
An influx of AI-related cases is expected in the coming years.
Due to the large-scale implementation of AI, class-action lawsuits may become common.
Many law firms have added AI practice groups in anticipation of this emerging area of litigation.

Challenges to Predictive Models and Data Privacy:
Predictive models and their datasets are expected to face legal challenges.
Despite favorable case law for using patient health information in datasets, privacy claims are likely to be common.

Plaintiffs’ attorneys will see AI as both a new pathway to accuse a provider of breaching the standard of care, and a new source of potential harm to a patient. 




Risk Reduction
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Thanks, Brad. 

Now that we’ve discussed what AI is, how it’s being used, and some potential liabilities, let’s turn to risk reduction strategies.




Risk Reduction Strategies

Maintain Knowledge of Your Al Products/Services

1 2 3 4 5

Avoid Train Staff Ensure Stay Lean into
Wearing Data Informed/ Al’s
Blinders Quality Proactive Benefits
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Artificial intelligence is healthcare climate change, and it is not going away. 

Embracing AI in Healthcare:
Artificial intelligence in healthcare is inevitable. Learn how to embrace it for the benefit of staff and patients.

Understanding and Implementing AI:
Reach out to vendors to understand how systems use AI and the best ways to implement it into your workflow.
Schedule training sessions to ensure all staff know how to use AI tools effectively.

Evaluating AI Data Quality:
Be mindful of the source and quality of data used in AI systems.
Ask critical questions about the algorithms, baseline assumptions, accuracy, and relevance to the patient panel before committing to a solution.

Staying Informed and Demanding Oversight:
Stay updated on developments with AI vendors and in your field of practice.
Engage with new research and articles on AI in healthcare, focusing on evidence-based practices and safety.
Use your voice to demand oversight and regulations to eliminate discriminatory bias.

Leaning into AI Benefits:
Embrace the potential benefits of AI, including predictive nature, diagnostics, and administrative functions.
Your staff and patients will appreciate your proactive approach to incorporating AI.


Risk Reduction Strategies - Informed Consent
AMA Journal of Ethics

Explain device use — how Distinguish the roles
Al predicts or makes played by Al v. the
recommendations physician

Remain educated
on construction
of Al

Educate on risks and Share studies on the Al
unique benefits of Al intended to be used, or Al
in general
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While informed consent with AI remains unresolved, this slide discusses best practices to utilize in your patient discussions and is supported by the American Medical Association. 

AI-Specific Challenges in Healthcare:
The AMA Journal of Ethics highlights the importance of recognizing AI-specific challenges, including algorithmic bias and the opacity of AI systems.
Physicians face difficulties in informed consent discussions with patients due to the evolving nature of AI and the complexity of biases, error rates, and risks.

Understanding AI's Function in Patient Care:
Explaining AI in patient care requires understanding its function and output, which can be complicated and subject to change.

AMA Recommendations for Physicians:
Learn AI Construction: Physicians should learn how the AI they use is constructed, the data sets it is built upon, and its limitations.
Clarify AI's Role: Physicians should be clear about the AI device's role in the patient's care plan or surgery and how the physician interacts with the AI device.
Advise on Risks and Benefits: Physicians must inform patients of potential risks, alternatives, and the exclusive benefits of AI.
Empower Patients: Physicians should empower patients to make educated decisions by sharing scholarly articles and studies on the specific AI or AI in general.

(Source: AMA Journal of Ethics® February 2019, Volume 21, Number 2: E138-145)




Scott M. Salter, Esq.

Starnes Davis Florie
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Here is another clip of Scott Salter, who will discuss our evolving communications between a provider and patient regarding use of AI in that patient’s care and treatment. These provider-patient discussions must involve informed consent so the provider and patient act as a healthcare team, with risks and benefits fully reviewed. 
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Follow the Standard of Care (SOC)

Use Al for Its Intended Kee' Up with Any
Use Changes in SOC

Train Staff on the
Application of Al

Use Al as a Resource in
the Toolbox
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Providers utilizing AI software or tools must always follow the applicable standard of care, regardless of whether AI is supporting their decision. 

AI must only be used for its intended purpose, with the appropriate target patient population, and in the correct workflow. Ensure that robust training in use and understanding of the AI software and algorithms occurs before implementation.  Currently, until AI becomes part of the accepted standard of care, it should be used as a confirmatory tool, just like any other resource in the medical toolbox. AI tools cannot and must not stand on their own, in lieu of a provider’s clinical judgment. 




Looking Forward...
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Thanks for that overview of risk reduction strategies, Jen.  

Looking forward, it’s ok to admit that we have more questions than answers about how AI will impact ultimately impact the physician-patient relationship, and how current perception of AI in this role may evolve.

Will AI allows providers to spend more time with their patients, as certain administrative and other tasks are handled by AI?
How will nursing and other support staff adapt to AI?
Is AI a confidence booster? A selling point? Or a scary unknown?
Will AI replace Doctors?

As we wrap up the webinar, we’ll touch on a few of these uncertainties.
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Al — Confidence or Doubt?

* 60% of American adults
were uncomfortable with reliance on Al

* 33% of American adults thought Al
would lead to worse health outcomes

* 75% were worried their healthcare
providers would adopt Al too quickly,
without full contemplation of risks
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For physician-patient relationships to thrive with the introduction of AI into the healthcare stream, there needs to be a foundational trust in the outcomes by both the clinician and the patient. This point is supported by the findings of a December 2022 survey of adult Americans.  

60% of respondents would feel uncomfortable if their provider relied on AI for their medical care. Physicians would do well to explain how they are using AI to assuage patient concerns and boost confidence. 

33% of respondents thought AI would mean worse healthcare outcomes. This number will likely come down as AI becomes more commonplace and accepted. Even so, while patients may become comfortable with this technology over time, 57% of those surveyed believed utilizing AI for diagnosis and treatment recommendations would worsen their relationship with their provider. 

The greatest consensus came from the 75% of adult Americans that were worried health care providers will adopt AI software too quickly without fully contemplating and understanding the risks. 

It is clear that many patients are going to approach the use of AI in healthcare with a healthy dose of skepticism. Providers would do well to acknowledge this and take steps to help their patients better understand the technology. 




Final Thoughts
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As you’ve likely surmised by now, while we are on the path to full integration and advancement of AI in healthcare, that path will be windy and unchartered for the foreseeable future.  With that, we’d like to leave you with one key takeaway:

At the end of the day, all technology is simply a tool of the individual wielding it. For physicians, that means they will remain the ultimate decision-makers. Physicians retain the responsibility as final decision-maker, even when utilizing AI tools. 
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We very much appreciate your time and attention…. I’ll hand things back over to Shirley to give you information about CME…Thanks everyone for attending and have a great evening.


Contact Information

Bradley E. Byrne Jr.
205-776-3048

Email:
bradleybyrne@proassurance.com
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