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Three take home points

* Shared decision making is an exchange of
iInformation between patients and their clinicians

» Shared decision making is not for all medical
decisions

* Left atrial appendage closure Is a preference-
sensitive decision and decision aids are available
for your practice
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AMPLATZER"

PFO Occluder

Instructions for Use

Device Description

The AMPLATZER™ PFO Occluder (Figure 1) is a self-expandable, double-disc device made from a Nitinol wire
discs are linked together by a short connecting waist. In order to increase its closing ability, the discs contain

fabric. The polyester fabric is securely sewn to each disc by a polyester thread.

The device has radiopaque marker bands on the distal and proximal ends of the device. The device contains ar
the proximal end to facilitate delivery and deployment. The device is sterilized with ethylene oxide.

Figure 1. AMPLATZER™ PFO Occluder
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Amplatzer PFO Occluder IFU

Patient Selection for Treatment
In considering the use of the AMPLATZER™ PFO Occluder, the rationale for seeking PFO closure and the safety and

effectiven i pd
decision-r} ..recommended that the medical team > of the
AMPLATZ tions for

waatenall -~ (neurologist and cardiologist) and the patient
engage in a shared decision-making
tsrecomm|  process...taking into account the patient's  [ekne

process whe
Guide and

e G values and preferences

in the Clinic
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Shared decision making in PFO closure

*“(D)t is essential that we engage in shared
decision making with neurologists...”

*“Team-based, multidisciplinary, Bayesian
clinical jJudgment on an individual basis still
remains the core of decision-making.”

Poulin and Kavinsky. Cardiac Interventions Today. May/June 2017;
Pristipino et al. Catheterization and Cardiovascular Interventions 2013
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Shared Decision Making is a process by which
a patient and a clinician

work together,

have a cONversation

Not just
throwing
humbers!

V\;]wwmagicproject-org/ partner with each other
share-it

to identify the best course of action,

the best treatment or test
at this point in time.

tis— about Sharing what matters

Clinicians share information about the alternatives, benefits, harms

Patients share prior experience, goals, expectations, values.

:!:‘M’IL 0k Victor Montori




Shared decision making is not
patient education or informed consent

1. Knowledge transfer
_

Patient 2. Patient preferences Clinician
-_—

3. Deliberation/consensus
>

Charles, Whelan, et al. Soc Sci Med 1999;

Spatz ES, Spertus JA. Circ Cardiovasc Qual "\
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(GRADE|

1. Clear balance m 1. Close balance m

> benefits clearly outweigh > Close call between benefits

https://bestpra and risks/hassle/cost

ctice.bmj.com/

risks/hassle/cost

> Therefore more

info/us/toolkit > risk/hassle/cost clearly
/learn- outweighs benefits preference-sensitive
ebm/what-is-
grade/ :
. . 2. Low confidence in
2. Sufficient confidence in \ (oY

_ ( (A estimates
estimates (high or moderate)

3. Patients values & preferences
3. Patients values & preferences: > choice varies appreciably

e
e PX
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> almost all same choice (or is very uncertain)



https://bestpractice.bmj.com/info/us/toolkit/learn-ebm/what-is-grade/

(GRADE

Strong recommendations Weak recommendations

tween benefits

https://bestpra _ , Icost
ctice.bmj.com/ elcos
info/us/toolkit > risk/hassie/cost clearly > Therefore more

/learn-
ebm/what-is-
Shared
vl decision making

grade/

3. Patients values & preferences: 3. Patients values & preferences:

> almost all same choice > choice varies appreciably

. (or is very uncertain) ‘ '.
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https://bestpractice.bmj.com/info/us/toolkit/learn-ebm/what-is-grade/

Rates of new strokes in the RESPECT Trial. The results of the RESPECT Trial were analyzed at two time

POl 0 . e follow-up was about 3 years, showed that the
50% less strokes with the vith the AMPLATZER™ PFO Occluder plus blood-

rate

thir device compa red to ication alone. However, it is important to

unc : : sither treatment group. The analysis suggested
e medication bout 6 of these patients would have a stoke after

1 year compdrea wiln doout 12 oul 01 Luuu pdtients treated with blood-thinning medication alone.

The second analysis, performed\ Of 1000 people, there were 6 less
[ d with PFO . .
SNSRI <t 0 kes with the device compared to

compared with about 10 out of:
medication
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Gore REDUCE Clinical Study: As published in Sondergaard L et al. 2017 NEJM
New England Journal of Medicine.’

O Relative stroke
reduction
O with PFO CLOSURE + medical therapy vs.
medical therapy alone.”’

100%
Closure
96
= Medical
- =L
92 Hazard ratio = 0.2
._ One-sided p- e=0.001
oC
) 12 24 £ {5 &0
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(i)

PFO closure

Percutaneous
closure of PFO

Weak ¢ Stron3®

We recommend PFO closure followed by antiplatelet
therapy over antiplatelet therapy alone.

followed by
antiplatelet therapy

PFO closure

Preferences and values

The panel felt that many patients would not want the
long-term bleeding risk from anticoagulation therapy,
which will usually outweigh the probable risk of procedure
or device related events and persistent atrial fibrillation
with PFO closure

\ https://app.magicapp.org/app#/guideline/2649 /

Comparison of benefits and harms
(i)

Within 5 years — Events per 1000 people Evidence quality

0 Moderate Maore w
Moderate More w»
Moderate More s

Evidence quality
Moderate Maore s
High More s

s MAGICEHID = Sec patient decisionaids MAGICER |

‘ical issues

Antiplatelets
Mo key practical issues




heart-health/watchman-vs-blood-thinners-alternatives-for-patients-

nonvalvular-atrial-fibrillation
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https://healthblog.uofmhealth.org/heart-health/watchman-vs-blood-thinners-alternatives-for-patients-nonvalvular-atrial-fibrillation

Less than half of high-risk patients with afib
are prescribed oral anticoagulation

Research

Original Investigation

Oral Anticoagulant Therapy Prescription in Patients
With Atrial Fibrillation Across the Spectrum of Stroke Risk
Insights From the NCDR PINNACLE Registry

Jonathan C. Hsu, MD, MAS; Thomas M. Maddox, MD, MSc; Kevin F. Kennedy, MS; David F. Katz, MD; Lucas N. Marzec, MD; Steven A. Lubitz, MD, MPH;
Anil K. Gehi, MD; Mintu P. Turakhia, MD, MAS; Gregory M. Marcus, MD, MAS

i \) '
Hsu, Marcus, et al. JAMA Cardiol 2016 " Seisbeloall



Current state of patient preference:
discontinuation high

* Prior studies: 20-50% discontinuation
rates (ATRIA study, General Practice
Research Database)

* Orbit AF: 17% warfarin discontinuation

* VA: NOACs better?
* At one year, 37/% NOAC, 61% warfarin

9 O’Brien, Peterson, et al. Am Heart J 2014;

Zalesak et al. Circ Qual and Outcomes 2013



Medicare National Coverage Determination: LAAO

' A formal shared decision making interaction
(on anticoagulation choices)

with an independent,
non-/ntervent/onal phySICIan

usmg an ewdence based deCISIon tool

EELAAG f}rpd
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Shared decision-making...can help to

ensure adherence t
management and EMPOWeTr patients...

2016 ESC Guidelines for the management of
atrial fibrillation




Decision aids vs. usual care

Systematic review of 105 RCTs (31,043
patients)

1

Patient involvement and knowledge
Visit time by 2.5 min

Decisional conflict
Proportion of patients undecided

4

__ Inconsistent effect on choice, adherence,
costs
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. C LOS U R E D EVI C E Search: “cardiosmart decision aids”

During a procedure, the closure device is placed in the left atrial appendage, the part of the heart
where the majority of blood clots form in patients with AFib. The placement of the device closes off
this area to help stop blood clots from moving to the rest of the body. It's important to note that
the closure device helps prevent strokes that start in the left atrial appendage only. The closure
device does not stop strokes that come from other places in the body.
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https://www.cardiosmart.org/SDM/Decision-Aids/Find-Decision-Aids/Atrial-Fibrillation
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Each year, out of 100
people like you who take
blood thinners, about:

¥ = 6 will have
major bleeding
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Each year, out of 100
people like you who get a
closure device, about:

¥ =1 will have
major bleeding

® =1 will have a
procedure-related stroke

¥ =1 will have
procedure-related
damage to the heart

B Procedure Risks: The procedure risks
of the device are different from center

to center. The risks are improving and
occur less among doctors who have
done the procedure many times.

Long Term Risks: We have less
understanding of the long term risks
and side effects of the device or what
living with the device looks like over
several years.
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Shot Eligibility Data Assessment Library Credits

5 Decision: Choose treatment to lower Stroke or Clot risk? wro (Click on an option to see clinical impact)

Review . - ) B .

no medicine | aspirin | warfarin |~ apixaban | dabigatran ‘Elpei=DE  edoxaban Vvatchman
Treatment frequency - 1 pilliday Blood tests needed:  Yearly
¥ Interactions with medications: Uncommon  Interactions with food: Uncommon
-Entry Population
L 1000

hDecision
[ ]
ln| Years

cal Cons... U 5 10
-

For 100 men age 82 taking rivaroxaban for 1 year:
Javigator

Strokes or Clots - CHA:DS;-VASC score of 6. iInFO 3 Major Bleeds based on HAS-BLED Score of 2. INFO

6 Have a Stroke/Clot 2 Bleeds with no treatments

=

13 (of 19) Save a Stroke/Clot 1 More bleed from rivaroxaban

— [

+ 91 have no Stroke, Clot or Major Bleed.

STRUCTURAL HEART SUMMIT
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m HealthDecision

1iE]Health Decision.

hot Eligibility Data Assessment Library Credits

Decision: Choose treatment to lower Stroke or Clot risk? wro (Click on an option to see clinical impact)

Review - . ) ) . ) I
no medicine | aspirin | warfarin | apixaban | dabigatran rivaroxaban | edoxaban Watchman ‘

‘Watchman is a device placed in the heart during a minimally invasive procedure. Anticoagulants are used for the first 45 days,

followed by anti-platelet medications for at least 6 months after the procedure.
Entry Population

. 1000
Decision
Years

|-

=i = ¢ =i =+

For 100 men age 82 taking Watchman for 1 year.

avigator
Strokes or Clots - CHA:DS:VASE score of 6. INFO 2 Major Bleeds based on HAS-BLED Score of 2. InFO

-

7 Have a Siroke/Clot |n| 2 Bleeds with no treatments
W

13 (of 20) Save a Stroke/Clot |n| =1 More bleeds from Waichman
[ 3

+ 89 have no Stroke, Clot or Major Bleed. |n| 2 Procedural complications
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Take home

* Shared decision making is an exchange of
iInformation between patients and their clinicians

» Shared decision making is not for all medical
decisions

* Left atrial appendage closure Is a preference-
sensitive decision and decision aids are available
for your practice
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