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“More work has been
done on SDM in

the US than in any
other country.”
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Few clinicians use PDAs

“not incorporated

in mainstream care”




BUT

How law
can push
change

“comprehensive

strategy . . . to promote

wider uptake of SDM”

Coulter - World Psych 16:2 - June 2017

Medicine
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Roadmap

Legal tools
to promote
PDA use

Liability
tools

7/6/2019



7/6/2019

Mandate
tools

Liability
Tools

Certification
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Liability protection

for using PDA

Liability risk
for not using PDA
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Safe harbor

legal immunity

for using PDA

Mandate Not just incentive

- a requirement

Tools

AUSTRALIAN COMMISSION
on SAFETY avo QUALITY WHEALTH CARE

NSQHS SDM in accreditation

STANDARDS measures starting 2019
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SENATE, No. 3375

STATE OF NEW JERSEY
218th LEGISLATURE

— i — ——

45 46

DOH develop SDM

tool for maternity

care hospitals




“Mandated
standardized

written
information”

Liability tools

Mandate tools
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a woman’s guide to
breast cancer treatment

California Departiment of Health Care Services
Cancer Detection and Treatment Branch

January zo16

50

Replace MSWI
with PDAs

Payment

Tools
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CENTERS FOR MEDICARE & MEDICAID SERVICES insurers

55

Require PDA as COP

_—

2015 2019

57

examples

\ CMS Other

Medicare

10



Screening for Lung

15t time

Medicare

Cancer with Low
Dose Computed

required SDM

Tomography

Chest CT scan
-

30 pack year sm?? HE?;

63

“must receive

... SDM visit”
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“include . ..

one or more

decision aids”
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Coding
& billing

Why

require PDA?

Accurate
Unbiased

Balanced &

12
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Your discussion

with patient is

not good enough
CENTERS FOR MEDICARE & MEDICAID SERVICES

73

Patient must
also get informed
with PDA

Percutaneous Left

Atrial Appendage

Closure Therapy

blood clots that
can cause strokes

13
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“formal SDM

implantation interaction”
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evidence-based 20 1 8

decision tool”

Delivers electric

Implantable ol nearben
Cardioverter

/.
AR &
. . GRS |\ i
Defibrillator Y

88

“formal SDM

Before

implantation must occur”
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“evidence-based

decision tool”

Transcatheter
Aortic Valve
Replacement

“CMS recognizes

the importance
of SDM.”

CENTERS FOR MEDICARE & MEDICAID SERVICES
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“strongly encourage

standardized decision
aids & tools that

meet NQF standards”

“not a fully -  w EE L,
developed tool ‘ i ‘ 7%,
available.” 05 o 15 o B e O e

99 100

Federal

N

101 102
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SENATE, No. 1891

STATE OF NEW JERSEY
218th LEGISLATURE

INTRODUCED FEBRUARY 15, 2018

103 104

Medicaid cover “ACP shall consist

advance care .. o
.. . decision aids

planning

105 106

Link PDA use to
Liability
Mandates

Payment

107 108
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Type of Number
sPEED
4

LIMIT

109

Payment
Liability 1
Mandate 2

110

PDAs widely
varying quality

111

113

112

NATIONAL
CANCER
INSTITUTE RS e Recs

MICHIGAN

L~ N
cr;!,'//};%','ﬁ

Memorial Sloan Kettering
Cancer Center.

114
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“gratuitously “miserable

inaccurate” failure”

115 e

“not ready for Ought not

: . attach legal
prime time
consequences

117 118

Assure PDA Certification

quality

119 120

20



Accurate
Up to date

No bias + No COl
Understandable

121

1. Describe the health condition or problem

2. Explicitly state the decision under consideration

3. Identify the eligible or target audience

4. Describe the options avallable for the decision, Including

non-treatment
5. Describe the positive features of each option (benefits)
6. Describe the negative features of each option (harms,
side effects, disadvantages)

7. Help patients clarify their values for outcomes of options
by a) asking patients to consider or rate which positive and

physical, social (e.g. impact on personal, family, or work

life), and/or psychological effects

8. Make it possible to compare features of avallable options.

9. Show positive and negative features of options with

balanced detail

10. Provide Information about the funding sources for

development

11. Report whether authors or their affiliates stand to gain
cholces patients make using the PDA

uthors/developers’ credentials or

13. Provide date of most recent revision (or production)

Final Set of Certification Criteria

14. Describe what the test Is designed to measure

15. Describe next steps taken if test detects a

condition/problem

16. Describe next steps If no condition/problem detected

17. Describe consequences of detection nm would not have

caused problems if the screen was not

18. Include Information about chances eﬂ true positive result
ch: result

20, l\clude information about chances. oi true negative result

21. Include information about chances of false negative result

Does the Aid and/

application for certification) adequately:
 Disclose and describe actual or potential financial or
professional conflicts of interest?
* Fully describe the efforts used to eliminate bias in the
decision aid content and presentation?
+ Demonstrate developer entities and personnel are free from
tisted dlsq\nllﬁnllnns in Attachment A2
ate that the Patient Decision Aid has been

developed and updated (if applicable) using nu- quality
evidence In a systematic and unblased fashion

* Demonstrate that the developer tested its S aid with
patients and incorporated these learnings Into its toof?

123

In use

125
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i Certification Process

Visual Framework for Process to Certify Decision Alds.

cMO == o e

Labor & Delivery

126

21



7/6/2019

1 Spine & joint
| \
End of life
24 BUT
3

130

No national

certification

22
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Conclusion

More legal tools

More PDA use
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Certify PDAs

More legal tools

More PDA use

Better quality
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