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opening with key point

cannot trust PI with 
medical research

external 
regulation

research 

   → treatment
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moving to same 
approach for 
treatment

informed 
consent

1972

but
when you can’t 
get the job done
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roadmap
10 minutes
100 slides

3 parts design 
 flaws IC 

failures  
 of IC paradigm

new
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design 
flaws 

disclosure 
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understanding

3 analogies
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1 sending
not receiving

2
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“do you 

understand each 

of these rights?”

disclosure 
   not 
understanding

3 sign posted, not seen

disclosure 
   not 
understanding

worse
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less Pt 
centered

disclose 
even less

not what 
reasonable  
patient would 
want/need 

what clinicians 

decide to disclose
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Recap words or pic

some states 

extra low informed consent

failures

only duty

disclose RBA 2 failures
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does not 
happen

when happens

done badly
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2020 survey 

1400 physicians 

would you withhold 

risks from patient to 

encourage consent?
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2
Clarence 

Braddock

JAMA. 1999;282(24):2313-20

1000 MD-Pt encounters

          3000 clinical decisions 

how frequent was 

discussion of risks  

& benefits? 9%
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inadequate 

disclosure
91% 3

Michael 

Rothberg

PCI for clogged coronary arteries

how frequent was 

discussion of risks  

& benefits? 3%
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4
Alison 

Brenner

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

LDCT for lung Ca screening

how frequent 
was discussion of 
risks  & benefits?

0%
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process
measure

worse

outcome
measure

even if disclosed, 

did patient 

understand?

no most are 

seriously 

misinformed
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few 
examples 1

“potential risk  

of harm . . .  

included”

“nerve injury     

. . . disclosed”

85 86

87 88

89 90



11/6/2024

16

but “not clearly 

understood”

“not understand . . 

. manifest as pain 

or weakness           

in an extremity” 2

chemotherapy for incurable 

cancers – palliative only

chemotherapy 
will cure them 

no chance 
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very 
likely

somewhat 
likely 3

78% with ICD 

thought would 

forestall further 

deterioration

similar findings    
across clinical 
settings

disturbing
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RBA not 
disclosed

new
paradigm

mandated

SDM w/ PDA

Agency in charge is CMS 2015

require PDA as COP

2024
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no 

PDA PDA

evidence based 

educational tools

present options  

  clearly &  

  graphically

209 RCT
110,000
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so …

Screening for Lung 

Cancer with Low 

Dose Computed 

Tomography

30 pack year smoking history chest CT scan

before   

   CT scan

“must receive    

   ... SDM visit”
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“include ...    
one or more 
decision aids”

why 
require PDA?

doubt
accurate

unbiased

balanced from the 
clinician

Agency in charge is CMS

your discussion   

with patient is       

not good enough 
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patient must    

also get informed 

with PDA
2015

LAA = source for 
blood clots that 
can cause strokes

Delivers electric 

shock to restore 

normal heartbeat

OUP CAS

TAVR
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“formal SDM 

   interaction”

“evidence-based 

  decision tool”

Minimum 

baseline minimum

old
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new +

Agency in charge is CMS

• Regs 11-27-21

conclusion

139 140

141 142

143 144



11/6/2024

25

legislative 
interference 
with P/P 
relationship

PA

but
value concordant 
care too important 

to leave solely in 
hands of clinicians
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