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Chasm 
between 
theory & 
practice

Theory
Appellate opinions         

autonomy                   

self-determination

Practice
Not even close

• Pic bulding “bridge”
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Roadmap

5
Failure of informed consent

What are PDAs

PDAs are effective

Moving PDAs from lab to clinic

Certification

Failure of 
informed 
consent law 
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Too much 

Too fast

Too complex

Also in 

medicine

Bad
Even if 
accurate & 
complete 

(but often is not) 

1972
Jerry 
Canterbury
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Justice 
Mosk

“lengthy 
polsyllabic
discourse”

2016

“lengthy 
polsyllabic
discourse”

Still
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• Baby pic me 

• Nothing change entire life

Structure

Process
Outcome

Process 
problem

Terrible 
outcomes

Just 3
examples 

(of many)

Only 12 in 100 
understand 
cardiac 
catheterization
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Only 5 in 100 
understand 
cancer diagnosis

Only 3 in 100 
understand PCI

>90%     
fail rate Fix

Patient 
decision 
aids

Evidence based 
educational 
tools
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Accurate

Complete

Understandable

• More example

PDAs 
work

Robust evidence 

shows PDAs are 

highly effective
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> 130 
RCTs

BUT
Very little 

clinical usage

“Promise 

remains 

elusive”

Move PDAs 
from lab    
to clinic
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We must 

incentivize

PDA use

Assure PDA 

quality

Certification
Risks, benefits, options

Complete

Accurate

Understandable

Free from bias / COI

2010
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Access
Quality
Cost

Title III
Improving the 
Quality & Efficiency 
of Health Care

Agency in charge is CMS § 3056

Contract with an 
entity to “synthesize 
evidence” and 
establish “consensus 
based standards”

2016
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• Pic undone

No PDA 

no payment 
(or less payment) 

No criteria

No process

No entity
for certification

2006
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• JCE  from March 2013 Certification      
is underway

2016 Criteria

Process
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HCA 
CMO

In use

Labor & Delivery 

Especially C-section 
vaginal delivery 

Submission period 

April 12, 2016

May 27, 2016

Next priority areas: 

Joint replacement and 
spine care (2017) 

Cardiac care and end of 
life care (2018) 

Going 
beyond
certification
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Incentives

3

1
Safe harbor      
for using 
“certified” PDA

Presumption that duty 
fulfilled

Rebuttable only with 
clear & convincing 
evidence

2
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State as 
purchaser

30% citizens
Medicaid - 1.8m

Employees - 350k

PDA use 
required in 
contracts

State as   
first mover

3
New standard   
of care   

(evolution of 
common law duty)
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Looking 

ahead

• Note federal system shared power state and 
56 state territory govs

“A single courageous state may . . 

. serve as a laboratory; and try 

novel social . . . experiments . . .”

Model
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NQF sets standards.      

NQF-endorsed measures 
are the gold standard for 
healthcare measurement 
in the United States. 

White paper on 
national standards 

Business model for 
PDA certification 

101
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