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Law & Policy Update on Implementing
Shared Decision Making in Clinical Practice
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HOSPITAL

SURVEY process
Although existing legal and procedural mandates ensure
that generally patients are provided at least some m
information prior to signing a consent form, research e a S u re
suggests the current standard for informed consent is
well below demonstrated patient preferences.
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1000 MD-Pt encounters

3000 clinical decisions

The NEW ENGLAND JOURNAL of MEDICINE

Patients’ Expectations about Effects
of Chemotherapy for Advanced Cancer

chemotherapy for incurable

cancers — palliative only
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new laws

to improve consent
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THE AMERICAN
LAW INSTITUTE SIGNIN  CART ($0) m n

About  Publications  Projects  Meetings Members News  Giving

2024 Annual Meeting

MAY 20-22, 2024 | SAN FRANCISCO, CA

§ 1. Patient and Provider Defined
§ 2. Patient-Care Relationship
§ 3. Duties to Patients and Others
AMERICAN § 4, Liability for Breach of Duty
LAW INSTITUTE § 5. Standard of Reasonable Medical Care
§ 6. Establishing Breach of the Standard of Care
§ 7. Res Ipsa Loquitur
§ 8. Lost Chance
§ 9. Agreements Affecting Medical Liability
o §10. No Waiver of Liability
RE. < § 11. Agreements to Take a Nonstandard Approach to Care
STATEME[\‘T OF THE 512} Informed Consent: Duty/and|Exceptions
Law
§ 14. Medical Institutions’ Duties
§ 15. Vicarious Liability

8810 End
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..that’s tort
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in person

remely limited
English
proficiency

25,000,000
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= MPRNEWS m
Shots

SHOTS - HEALTH NEWS

With Scarce Access To Interpreters,
Immigrants Struggle To Understand Doctors'
Orders

73 74

Civil Rights Policies & Procedures

giesigelgsid=lg

in person = ¢
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2 communication
duties:

LEP + deaf

e in 2016
;g regulations

WHO CARES?

81

more
what’s new

enforcement
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US. DEPARTMENT OF HEALTH AND HUMAN SERVICES
Office for Civil Rights

SERVIC
W Pl

& 0
June 4, 2024
3 U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
—’( offl ce for clv“ RI ghts HHS Office for Civil Rights Takes Action to Ensure Access ta Care for Patients Who Are
} Deaf or Hard of Hearing
""Im
This is the fatest action that OCR has taken to strengthen access to heaith and human srvices for people

with disabilities.

85 86

THE UNITED STATES ATTORNEYS OFFIGE
CENTRAL DISTRIC l / CALIFORNIA

MEET THE U.S. ATTORNEY DIVISIONS

ABOUT

Central District of Calife .
nt of Justice SHARE @

ttorney's Office

Central District of California

FOR IMMEDIATE RELEASE. Friday, August 28, 2020

Providence Holy Cross Medical Center Agrees to Improve

United States
Attomey s Office

 District of Rhode Island

PRESS RELEASE

ADA Agreement Ensures Effective
Communication with Deaf and Hard of Hearing

Patients at Kent Hospital
89

90
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Prominent Cleveland Heights advocate or deaf
stes Cleveland Clinic, accuses hospital of faling
to provide sign language inferpreters

expansion

95
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I3 Cleveland Clinic

... hot just more
enforcement

3752z Federal Register/Vol.

89, No. 88/ Monday., May 6. 2024/

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 438, 440, 457, and 460
Office of the Secretary

45 CFR Parts 80, 84, 92, 147, 155, and
156

RIN 0945-AA17

Nondiscrimination in Health Programs
and Activities

AGENCY: Office for Civil Rights. Office of
the Secretary, Department of Health and
Human Services; Centers for Medicare &
Medicaid Services, Department of
Health and Human Services

ACTION: Final rule and interpretation.

96

Office for Civil Rights
Daniel Shich, Associate Deputy
HHS Office for G Rights
{

—7EAT
s.gov, for

. &
Services

John Giles, (410) 786-5545, for
matters related to Medicaid.

- . 73R 1536, for matters
x & 862006 for
21 o ms of All-

4 tholllderly.

s al -
Becca Bucchieri, (301) 492-4341 or
Leigha Basini. (301) 492—4380, for
matters related to 45 CFR 155120,
155.220, 156.125, 156.200, and
156.1230.

Lisa Cuozzo, (410) 786—1746, for
matters related to 45 CFR 147.1

Hannah Katch, (202) 578-9581, for
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FDA Strengthens Safety Requirements and Updates Study Results
for Breast Implants

Agency adds restrictions and approves new labeling for all approved breas tmp!an

. see yourself in
sientra.

patient
decision
checklist

epartment ofnam;uu-—-sm—
nd Drug Admin=

Food a - ‘

101
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RECOMMENDED FOLLOW-UP

QUESTIONS FOR MY PHYSICIAN

OPTIONS FOLLOWING MASTECTOMY

103

RECOMMENDED FOLLOW-UP

QUESTIONS FOR MY PHYSICIAN

OPTIONS FOLLOWING MASTECTOMY

105

107

BREAST AUGMENTATION OPTIONS

CONFIRMATION OF DISCUSSION OF RISKS

BREAST AUGMENTATION OPTIONS

CONFIRMATION OF DISCUSSION OF RISKS

6/8/2024

doc & Pt mus

review & sign

104

..that’s FDA

106

Vol. 89, No. 42/Friday, March 1, 2024/Proposed Rules

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 50
[Docket No. FDA—2022-D—2997]

Key Information and Facilitating
Understanding in Informed Consent;
Draft Guidance for Sponsors,
Investigators. and Institutional Review
Boards; Availability

AGENCY: The Office for Human Research
Protections, Office of the Assistant
Secretary for Health. Office of the
Secretary. and the Food and Drug
Administration. HHS.

ACTION: Notification of availability.

108

this draft guidan
begin work on tt
guidance.

ADDRESSES: You
on any guidance

Electronic Subm

Submit electrc
following way:

e Federal eRu
https://fwww.reg
instructions for
Comments subm
including attach
www.regulations
the docket unch:
comment will be
solely responsib
comment does n
confidential infc
third partv maw
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not only what “key information”

but also where In concise way
how at front

109 110

Cool! Sure, I'll sign up for your study!
What’s the worst that could happen?

111

Medicare

...that’s OHRP

NCDs

113 114
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require PDA as COP

CENTERS FOR MEDICARE & MEDICAID SERVICES 2015 2024

115 116

PDA

117 118

evidence based

educational tools

THE COCHRANE
COLLABORATION®

119 120
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6 big improved
benefits knowledge
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more value
congruent

more accurate
expectations

choice

D 124

higher less

decisional
conflict

patient
satisfaction

e 126
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less
patient

anxiety

127 128

Medicare requires

SDM w/ PDA

129 130

Screening for Lung

30 pack year sm‘ON“f x‘

......

Cancer with Low

Dose Computed

Tomography

131 132
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Chest CT scan - U
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= €

CT scan

133 i

“must receive one o mo

SDM visit” decison i
decision aids”

135 i

why

require PDA?

_ 138
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accurate

unbiased

CMS

CENTERS FOR MEDICARE & MEDICAID SERVICES

balanced fomte

clinician

139 140

your discussion patient must
with patient is also get informed

not good enough with PDA

141 142

Percutaneous Left

Atrial Appendage

Closure Therapy

143 144
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LAA = source for
blood clots that
can cause strokes

145 146

147 148

implantation

149 150
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“formal SDM evidence-based

interaction” decision tool”

151 152

implantable
cardioverter
defibrillator

2018

153 154

Delivers electric
shock to restore
normal heartbeat

before

implantation

155 156

26



6/8/2024

“formal SDM
encounter
must occur”

“evidence-based

decision tool”

157 158

Carotid Stenting

159 160
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...that’s NCDs

CMS

CENTERS FOR MEDICARE & MEDICAID SERVICES

163 164

Promotin

g Medicare Shared Savings Program
Interoperability

Improvement M\

Quality

R ctivities Better Better Lowering
Traditional Carefor Health for Growthin
MIPS Individuals. Populations. Expenditures.
165 166

state

NENELER

167
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7~ VERMONT

GREEN MOUNTAIN CARE BOARD

169

“must use decision support tools
... that enable Enrollees to assess
the merits of various treatment
options ... in the context of their
own values and convictions”

170

6/8/2024

rules for ACOs

171

certifies

PDAsS

173

172

174

accurate
up to date
no bias + No COl

understandable
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Safe Harbor

175 176

| advance
... that’s state . .
mandates & directives

incentives

177 178

we are providing lots of

unwanted
treatment

overtreatment

179 180
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value this is for

discordant patients
treatment with capacity

181 182

183 184

By Kuldeep N. Yadav, Nicole B. Gabler, Elizabeth Cooney, Saida Kent, Jennifer Kim, Nicole Herbst,
vor: ioampenatt2onans  Adjoa Mante, Scott D. Halpem, and Katherine R. Courtright

rrrrrrrrrrrrrrr
7(2077)

"= Approximately One In Three US
Adults Completes Any Type Of
Advance Directive For End-Of-Life

Care Uniform Law Commission

185 186
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Uniform Health-Care Decisions Act (2023)

drafted by the

NATIONAL CONFERENCE OF COMMISSIONERS
ON UNIFORM STATE LAWS

187 188

“electronic or other
medium ... retrievable

fewer formalities in perceivable form ...
captured on video”

fewer witnesses

189 190

... last point

191 192
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The Boston Globe

SPOTLIGHT TEAM FOLLOW-UP

e n fO rC e m e n t Hospital staff revived a man’s stopped

heart — and he sued

A successful ‘wrongful prolongation of life’ lawsuit in Montana, among
other things, reflects the extent to which many Americans will go to
gain — and enforce — their rights to control their final days.

By Mark Arsenault Globe Staff, Updated December 26, 2020, 2:48 p.m

193 194

The Patients Were Saved. That's Why the is com pensa ble
Families Are Suing,

Paula Span i nj u ry

THENEWOLDAGE  APRIL10, 2017

195 196

T ey Firrl_/ildiria/}‘ artment
IXPPCUATC LI IVISION S, o Court of the State of New York
\

/

197 198

Wednesday, October 26, 2022 !
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FLATHEAD V%

BEACON sl v “donot
News & Features : . 99
Hospital Ordered to = Intu bate

Pay $400K in Do- &
Not-Resuscitate _ $1,000,000
Lawsuit

199

County Settles Magney Case for $1 Million
Right-to-die lawsuit ends without the county admitting liability

more ADs completed

more enforcement

201 202

... that’s ADs

203 204
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. Rest.3d FDA
top 10 informed 1557 LEP | OHRP
consent legal 1557 deaf | state laws
developments NCDs Saldeie

PFP AD
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¢ R @ Thaddeus Mason Pope 10, PhD, HEC-C
= ?r 87'5 Summit Avenue
i ; THANK yau ) ialg';lP?gjgl,Sl-\ggenfsota USA 55105
C 310-270-3618
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