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What is atrial fibrillation? @ Virginia Mason

Franciscan Health

Normal ECG Atrial Fibrillation

NORMAL ABNORMAL
ELECTRICAL PATHWAYS ELECTRICAL PATHWAYS
(erratic impulses)
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Prevalence of atrial fibrillation S EriERCER B

There are 6.0 Million Individuals In the United States
with AFib, and Possibly 12-15 Million by 2050

—&— MarketScan and Thomson Reuters Medicare Databases, 2009

—8— COlmsted County Data, 2006
(assurming a continuad increasa in AF incidence)

—0— Qlmsted County Data, 2006
rassuming no further increase in AF incidencs)

—- ATRIA Study Data, 2000
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Term  Definton

Paroxysmal atrial
fibrillation

Persistent AF

Long standing
persistent

Permanent

Non valvular

Terminates spontaneously or with intervention
within 7 days

AF sustains > 7 days
AF > 12 months

Patient and clinician make a joint decision to
stop further attempt to restore or to maintain
sinus rhythm

Albescence of rheumatic mitral stenosis,
mechanical or bioprosthetic heart valve or mitral
valve repair
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CONGESTIVE HEART
FAILURE

HYPERTENSION >

140/90
AGE 75

DIABETES MELLITUS
TIA/STROKE
VASCULAR DISEASE
AGE 65-74

FEMALE
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HYPERTENSION

ABNORMAL LIVER FUNCTION
ABNORMAL RENAL FUNCTION
STROKE

USAGE OF ANTIPLATELTES
BLEEDING HISOTRY

LABILE INR

AGE OVER 65

ALCOHOL INTAKE
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Oral anticoagulation 8 Virginia Mason
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CHA,DS,-VASc Score  Annual % Stroke Risk HAS-BLED Score Annual % Bleed Risk
0 0 0 0.9
1 1.3 1 3.4
2 2.2 2 4.1
3 3.2 3 5.8
4 4
5 5

4.0 8.9
6.7 9.1




Virginia Mason

LEFT ATRIAL APPENDAGE J Franciscon Health
ANATOMY




@® Virginia Mason

LEFT ATRIAL APPENDAGE @@ Franciscan Health

The most common site for thrombus formation
( 90%) and an important source of non-
pulmonary vein friggers in patients with AF

LAA Is an important therapeutic target in
patients with AF
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* Trabeculated interior surtace. blood may
pool In microcavities and thrombose

e Shape and morphology

e Endothelial dysfunction
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NEYe Left Atrial Appendage

Tip
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Morphologic types of Clinical Relevance
Left atrial appendage

Windsock Prevalence 19%
It has long dominant lobe, and may have
secondary or tertiary lobes arising from
primary lobe

Chicken-Wing Most common. Prevalence 48%
It has a central lobe with a bend in the
proximal/middle aspect of LAA and may
also have secondary lobes.
Higher LAA flow velocities as compared to

cactus and cauliflower subtypes.

Cauliflower or Least common. Prevalence 3%
Broceoli It has irregularly shaped ostium and
complex internal characteristics with

varying number of lobes. B
The highest risk of thromboembolism ] | W8
independent of the CHA,;DS,-VASc score. ‘ it

| _Y;
Second most common. Prevalence 30% " ®VUd
It has dominant central lobe with secondary - -
lobe extending from the main body in ‘

superior and inferior directions Windsock Chicken Wing
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« Decompression function

« Neuroendocrine function
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ORAL ANTICOAGULATION S Froncicconbioaith

Data from the NCDR PINNACLE
Registry shows that the rate of
overall OAC use increased from
52.4%to 60.7% with the
introduction of DOACs

Percent (%)

Still, nearly 40% of
OAC-eligible patients are
not taking OAC therapy.
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CHA,DS,- Annual% Annwcd’, =~ Cmoled
HAS-BLED 10-Year
VASc* Stroke Score! Bleed Bleeding
= H . .
Score Rizk Risk Risk (%)° Bleeding Risk

Percent Bleeding Risk (%)

HAS-BLED Score
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over the last two decades, LAAO has

emerged as a sa

fo oral anticoagu

‘e and effective alternat
lation for stroke preventi

ve
on

IN patients with non-valvular AF at increased

risk for stroke
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Transcatheter LAAQO option
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* Multicenter randomized non-inferiority trial

N =707/

« 2.1 ratio

 Warfarin vs Watchman

* Primary efficacy endpoint: a composite of
sfroke, CV death, systemic emlbolism

* Primary safety endpoint: major bleeding,
poericardial effusion, device embolization



PROTECT AF trial

Primary efficacy end point

30+

HR (95% CI), 0.61 (0.28-0.97)
P=.04
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0 6 12 18 24 30 36 42 48 54 60
Time Since Randomization, mo

No. of patients
Device 463 398 382 370 360 345 337 327 317 285 196
Warfarin 244 230 218 210 200 188 173 159 147 121 87
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Primary safety end point

30+
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HR (95% Cl), 1.21 (0.78-1.94)
P=.41

Warfarin

I | | I | I [ [ | |
6& 12 18 24 30 36 42 48 54 60
Time Since Randomization, mo

463 376 364 357 353 341 332 320 310 277 190
244 228 214 207 195 183 169 153 139 117 86
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[~]

E] Ischemic stroke . Cardiovascular mortality All-cause mortality

HR (95% C1), 0.40 (0.21-0.75) 257 HR (95%C1), 0.66 (0.45-0.98)
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: Warfarin
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Ischemic Stroke, %
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All-Cause Mortality, %

Device

Cardiovascular Mortality, %
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Time, mo Time, mo Time, mo

No. of patients
Device 463 382 360 336 314 156 389 372 351 389 373 352 330 202
Warfarin 244 220 200 172 144 64 222 204 176 222 204 177 150 92
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Conclusion

Percutaneous closure of LAA with Watchman
device was non-inferior to oral
anticoagulation with warfarin therapy
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* Multicenter randomized non-inferiority trial

* N = 402

* 1:1 ratio

« DOAC vs Watchman/Amulet

* Primary endpoint: a composite of stroke,
TIA, systemic embolism, CV death,
major/non-major bleeding or procedure
related complications
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Stroke, TIA, SE, CV Death, Bleeding, or Complications

50
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Cumulative Incidence (%)

=
o

Non-inferiority: p = 0.004

6 12 18 24
Time Since Randomization (Months)

Osmancik, P. et al. J Am Coll Cardiol. 2020;75(25):3122-35.




PRAGUE-17 trial
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« Among patients with AF at high risk for
stroke and increased risk of bleeding LAAO

was non-inferior to DOAC |
related CV, neurological a
events.

N preventing AF
nd bleeding
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« General anesthesia

» Transesophageal echocardiography/intfracardiac
echocardiogram guided procedure

e 30 minutes- two hours

Same day discharge



PROCEDURE

1. Using a standard percutaneous technique, a
guidewire and vessel dilator are inserted into the
femoral vein.

@® Virginia Mason

®® Franciscan Health"

\

2. The implant procedure is performed with 3. The access sheath is advanced over the guidewire
fluoroscopy and transesophageal echocardiography into the left atrium and then navigated into the distal
(TEE). The interatrial septum is crossed using a portion of the LAA over a pigtail catheter.

standard transseptal access system.

4, C——————Jsthendeployed and released 5. Heart tissue grows overthe [ ] Implant, and

in the LAA. the LAA is permanently sealed. Patients remain on OAC for at
least 45 days post-procedure. TEE is used to confirm seal.






http://drive.google.com/file/d/1r8jkecxcJerorN02tv9tL6tfKiyRQ_0u/view
http://drive.google.com/file/d/1vJezznOaSd91LVl0KFUaQsJ8St1mmfFu/view
http://drive.google.com/file/d/1dLm7BWtSP6EVlaKBSkqzBCR-Uxw8V0QI/view

Complications

e LAA perforation
e Pericardial effusion
e Device embolization

e Para-device leak

Virginia Mason

Franciscan Health
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History of bleeding

Increased risk of bleeding ( thrombocytopenia, cancer
freatment)

Risk of falls or recurrent falls
Poor adherence to medications

Inability to maintain therapeutic INR
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Occupation reason
Lifestyle or hobbies
Allergies or infolerance 1o OAC
Cost issues

Patients refuse 1o take OAC



MNVAF +
Prﬂ'sﬂﬂ‘l‘atinn contraindication MVAF and able to
to OAC tolerate QAC

Suggest LAAD over neither Suggest either DAC or LAAD
AL mar LAALY, Shared clecision Conditional recammaendation,

Dﬂ‘:iSiﬂn-Makiﬁg making based on patient values moderate certainty

Conditional recommeandation,
wary low certainty

LAAD if patient values stroke 1
reduction and ks willing to
tolerate procedural rizks

I

Pre-Procedural CT ar TEE
Pre-Procedure Conditional

recommaendation, Wy
low bevel certainty

|

LAAD with TEE or ICE

OAC if patient wishes to avoid
procedural risks and is willing to
tolérate anticoagulation risks

Conditional
Int ra-Pru-CEdl.ll‘E recommendation, low

cartainty

]

Post-Procedure CT or TEE

FDS’t-FmCEd“m Condrtional

recommendation, Wy
low certainty

No Complications

Post-Procedure ] | ]

Antithrombotics Mo recommendation Suggest OAC DAPT or OAC
on use of QDALC:
knowladge gap recommandation, very recommandation, low
low cortainty cartainty

Conditional Conditional

(

DAPT if
contraindications to OAL if tolerated
QAC
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Post Procedure Therapy Destination Therapy

DAPT

(Any P2Y12 Inhibitor + ASA) ASA (81mg - 100mg) daily

Implant & months




SIMPLAAYFY TRIAL

Enrolled 1857 patients
- ASA 81 mg daily for 12 months

- DAPT for six months followed by ASA 81 mg daily

- Low dose apixaban 2.5 mg po bid for three months followed by ASA 81 mg
daily
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THANK YOU



@® Virginia Mason
5

Franciscan Health

ORAL ANTICOAGULATION

NCDRPINMNACLE Registry
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Proportion of Patients With AF
Receiving Therapy, %

bt
o

3 4 5 6
CHA,D55-VASc Score

Mo. 12348 36976 61557 87008 97878 70212 37314 17814 B385 1161

MNon-vitamin K

Aspirin+ Aspirin Only |:| No Antithrombotic
Thienopyridineg Therapy

Sodium |
Anticoagulant
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