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moving to same
approach for
treatment
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COVID-19
VACCINE FLU
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26

disclosure
nhot
understanding

analogies

)\ RUSH UNIVERSITY -
\ll MEDICAL CENTER
Northwestern Medicine
Medicine




11/6/2024

sending ¢
not receivih"%/

MIRANDA WARNING

. YOU HAVE THE RIGHT TO REMAIN SILENT.
 ANYTHING YOU SAY CAN AND WILL BE USED AGAINST YOU IN
ACOURT OF LAW.

YOU HAVE THE RIGHT TO TALK TO A LAWYER AND HAVE HIM PRESENT
WITH YOU WHILE YOU ARE BEING QUESTIONED.
36




“do you
understand each
of these rights?”

disclosure
not
understanding

disclosure
not
understanding
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less Pt

centered

43

not what

disclose reasonable

patient would

even less want/need

what clinicians

decide to disclose
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some states failures

extra low informed consent

only duty failures
disclose RBA




does not
happen

few

examples

2020 survey
1400 physicians
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when happens

done badly

would you withhold
risks from patient to
encourage consent?
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@ YES @ NO @ IT DEPENDS

1000 MD-Pt encounters
3000 clinical decisions

how frequent was

discussion of risks (y
& benefits? 0
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inadequate 91%
o
disclosure

Michael
Rothberg

PCl for clogged coronary arteries
69 70

how frequent was

discussion of risks (y
& benefits? 0,
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, Alison
Brenner

JAMA Intern Med. 2018;
178(10):1311-1316

how frequent
was discussion of
risks & benefits?

LDCT for lung Ca screening
75

0
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process
measure

outcome

measure
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even if disclosed,
did patient
understand?

most are
seriously
misinformed
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few

examples

The role of informed consent in patient
complaints: Reducing hidden health
system costs and improving patient
engagement through shared decision
making

bl e o HJO rATRCE 1 AWCEENT  VOLNE 5 N

Karen B. Domino, M

87

“potential risk “ . .
nerve injury

of harm. ..

. disclosed”

included”
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“not understand . .
. manifest as pain
or weakness

in an extremity”

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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“not clearly

understood”

no chance

chemotherapy

will cure them
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RBA not
disclosed

new mandated

paradigm SDM w/ PDA

105 106

require PDA as COP

CENTERS FOR MEDICARE & MEDICAID SERVICES 2015 2024
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109 110

evidence based

educational tools

111 112

present options

clearly &

graphically

THE COCHRANE
COLLABORATION®
113 114
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Screening for Lung

Cancer with Low
Dose Computed

Tomography

115 116

30 pack year sm'oN;%a,‘

117 118

befo re “must receive

CT scan ... SDM visit”

119 120
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“include ... Why

one or more

decision aids” require PDA?

121 122

accurate
unbiased

balanced from the

clinician

123 124

your discussion

‘ M S with patient is

not good enough
CENTERS FOR MEDICARE & MEDICAID SERVICES

125 126
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129

Carotid Stenting

Internal Carotid Artery

131
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patient must

also get informed

with PDA

Delivers electric
shock to restore ICD generator
normal heartbeat

Leads in the right
LAA = source for atrium and ventricle

blood clots that
can cause strokes

130

External Carotid Artery

Endovascular Catheter

Common Carotid Artery
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“formal SDM “evidence-based

interaction” decision tool”

133 134

baseline minimum

135 136

137 138
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Is Lung Cancer
Screening for You?

139 140

FDA Strengthens Safety Requirements and Updates Study Results
for Breast Implants

Agency adds restrictions and approves new labeling for all appmved breasl rmplanfs

mentof"ecma-l_
U.S. Depart —

CENTERS FOR MEDICARE & MEDICAID SERVICES Food and Drug A== ‘

SENATE, No. 3375
STATE OF NEW JERSEY
218th LEGISLATURE
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legislative
interference

with P/P
relationship

145 146

value concordant
care too important

to leave solely in
hands of clinicians

147 148

L Q:J - @ J_,-J Thaddeus Mason Pope, JD, PhD, HEC-C
+ Mitchell Hamline School of Law

875 Summit Avenue

Saint Paul, Minnesota 55105

’ i TH A ” K yo U T 651-695-7661

b C 310-270-3618

E Thaddeus.Pope@mitchellhamline.edu
W www.thaddeuspope.com

/ - B medicalfutility.blogspot.com
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