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Atrial Fibrillation Awareness & Resources

For Patients. By Patients.

Atrial fibrillation (afib) is the most common irregular heartbeat.
Characterized by heart palpitations, dizziness, and shortness of
breath (or no symptoms at all), it increases your stroke risk 500
percent and can lead to heart failure and dementia. It can also
increase your risk of death. Afib takes a significant toll—physically,
emotionally, and financially—not just on the patient, but also on

family, friends, and caregivers.

Start Learning About Afib . .
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Rischio di Stroke

Rischio Morte C
Rischio

Sanguinamento

Comparison are shown for warfarin vs placebo. Hert RG. Ann Intern Med 2007
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ADELAIDE STROKE STUDY
Nesst:na tp Warfarin
Antiaggregante 2% 28%

34%

SWEDISH STROKE STUDY
Nessuna tp Warfarin
27% 12%

sciuta
%

Freedman B et al Lancet 2016
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Razionale fisiopatologico

ECV/maintain SR Early Secondary
to prevent remodelling prevention prevention

Upstream
therapy = =

Risk factor
management

Primary
prevention

Years +15 +20

Progressive disease/constant thromboembolic risk

Cosio et al. Europace (2008) 10, 21-27 doi:10.1093/europace/eum276
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2810 Patients were assessed for eligibility 100
21 Did not meet inclusion
criteria 90 —
2789 Underwent randomization
at 135 sites in 11 countries 80 .
o
l X 70-
l l [
g
‘ 1395 v::;fha:‘sici’:‘e:f early ‘ ‘ 1394 Were assigned to usual care ‘ _8 60
-
l l 2
£ 50+
1395 Were included in primary analysis 1394 Were included in primary analysis q>)
g 40
=
Rhythm Control Chosen by Site
Lk Y E 301 Usual care
Initial 2Yr Initial 2Yr (@]
1007 752 100 100 100 20
106 (7.6%)
97 (7.0%) 487 (34.9%)
80 g 80 0 None Early rhythm control
45
—(3.2%) Other antiarrhythmic 10—
£ 60 60 £ 60 60 1101 (85.4%) drug
3 3 1335 (95.8%)
5 1 Propafenone
& 40 4 = 40 0 M Flecainide 0 T T 1
40 .
2 20 20 2 2% M Amiodarone 0 2 4 6 8
_[ 39 M Dronedarone
112 (8.0%) i (zzga%' 97 (7.0%) %) AF ablation Y . R d . .
o ) 0 B o ; ears since Randomization
l l .
No. at Risk
Total follow-up yr lost: 681/7596 (9.0%) Total follow-up yr lost: 491/7479 (6.6%)
524 (6.9%) Follow-up yr lost because 339 (4.5%) Follow-up yr lost because Usual care 1394 ]_ 169 888 405 34
123 Withdrew 83 Withdrew
157 (2.1%) Follow-up yr lost because 152 (2.0%) Follow-up yr lost because Early rhythm control 1395 1193 913 404 26
102 Were lost to follow-up 106 Were lost to follow-up

EAST AFNET 4 trial. Kirchhof P et al. N Engl J Med 2020;383:1305-1316
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Recommendation

Opportunistic screening for AF by pulse taking

or ECG rhythm strip is recommended in

: 188,211,223,225
patients >65 years of age. ™~

Systematic ECG screening should be considered

to detect AF in individuals aged >75 years, or

those at high risk of stroke.?'%#2%2%7

Class® Level®

lla

Consensus statement
Systematic screening by intermittent

ECG® is beneficial to detect AF in
individuals aged >75 years

Systematic screening by intermittent
ECG® may be beneficial to detect
AF in individuals aged >65 years
with comorbidities increasing the
risk of stroke

Opportunistic screening for AF may
be beneficial in patients aged
>65 years without comorbidities
or <65 years with comorbidities
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. Digital Heart Rhythm Devices for the Clinic

¥ \mess vand Ha"dhe,d e

923 pasea P

*Fingertip mApp,

Handheld

X vs Technology No. of
Device placement  ble L2
type

*Some are CE marked with validated algorithms
** Majority are CE marked with validated algorithms

Europace, Volume 24, Issue 6, June 2022, Pages 979-1005
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* Sensor-based light source & photodetector

* Measures changes in tissue blood volume
based on reflected light

* Generates pulse waveform

* Heart rate is derived

* Abnormal heart rhythm can be detected by
embedded algorithms

ECG
o %

Electrode-based
Generates an electrocardiographic (ECG)
tracing
Allows direct analysis/diagnosis of heart
rhythm

*Can be diagnostic*

* Clinician oversight is required for
rhythm confirmation

T T

10 20 seconds

10 2'0 seconds

Europace, Volume 24, Issue 6, June 2022, Pages 979-1005
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Apple Heart Study Huawei Heart Study | Fitbit Heart Study

Sede Us Cina us

Anno 2017 2019 2020
Arruolamento 8 mesi 7 mesi Nd
Popolazione Clienti 2 22aa Clienti > 18 aa Clienti = 22aa
Dispositivo PPG watch + patch PPG band/watch PP;@?}”&’";’::S‘ *
N. Partecipanti 419297 187912 455699

Eta (media) 41 35 Nd

2 65aa % 59 1,8 12,5

Perez MV, et al. NEJM 2019
Guo Y, et al. JACC 2018
Lubitz SA, et al. Am Heart H 2021
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Ritmo anormale, % 0.52 0.23 ’
aR:’rr;Z anormale > 65 3.1 278 36
fbrilazions atrale, % e i o

Perez MV, et al. NEJM 2019
Guo Y, et al. JACC 2018
Lubitz SA, et al. Am Heart H 2021
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Table 1. Baseline Characteristics of the Study Participants.
Insertable
Cardiac Monitor Control
Characteristic (N=221) (N=220) P Value
Age—yr 616:114 6142113 084
Sex—no. (%) 077

Male 142 (64.3) 138 (62.7)

Female 79 (35.7) 82(37.3)

Race or ethnic group — no. (%) 060

Asian 3014 2(09)

Black 7(32) 10 (45)

Hispanic or Latino 2(09) 2(09)

White 194 (87.8) 191 (86.8)

Other o 3.4

Not available 15(68) 12(55)

Geographic region — no. (%) 032

North America 83 (37.6) 72(32.7)

Europe 138 (62.4) 148 (67.3)

Patent foramen ovale — no. (%) 52 (23.5) 46 (209) 057
Index event — no. (%) 087
Stroke 200 (90.5) 201 (91.4)
TA 21(95) 19 (8.6)
Prior stroke or TIA— no. (%)

Stroke 37 (16.7) 28 (12.7) 028

A 22(100) 27 (12.3) 045
Score on modified Rankin scale — no. (%) 085

02 184 (83.3) 186 (84.5)

2 36 (16.3) 34 (15.5)

Score on NIH Stroke Scalef 16227 19:38 037
Hypertension — no. (%) 144 (65.2) 127 (57.7) 012
Diabetes —no. (%) 34 (15.4) 38(173) 061
CHADS, score — no. (%)q 017

2 69(312) 81(36.8)

3 92 (41.6) 91 (41.4)

4 50 (22.6) 34(15.5)

H 9(41) 14 (6.4)

6 1(05) 0
Hypercholesterolemia — no. (%) 125 (56.6) 128 (58.2) 077
Current smoker — no. (%) 43(195) 44(200) 091
Coronary artery disease — no. (%) 16(7.2) 9(41) 022
Use of antiplatelet agent — no. (%) 212 (95.9) 212 (96.4) 1.00

447 Patients were enrolled

6 Were excluded
4 Did not meet eligibility criteria
2 Withdrew consent

441 Underwent randomization

(% of patients)

Atrial Fibrillation Detected

No. at Risk
Control
IcM

Hazard ratio, 6.4 (95% Cl, 1.9-21.7)
P<0.001 by log-rank test

Control

220
21

214
205

Months since Randomization

200 198 197 197 194
198 195 194 193 191

221 Were assigned to ICM
208 Had ICM inserted
13 Did not have ICM inserted

220 Were assigned to control
220 Received standard of care

l

12 Crossed over to control
12 Exited the study
3 Died
1 Was lost to follow-up
5 Withdrew
3 Were withdrawn by investigator

6 Crossed over to ICM
13 Exited the study
2 Died
1 Was lost to follow-up
7 Withdrew
3 Were withdrawn by investigator

B Detection of

(% of patients)

Atrial Fibrillation by 12 Months

15

Hazard ratio, 7.3 (95% Cl, 2.6-208)

P<0.001 by log-rank test ™

Control

* Plus-minus values are means +SD. P values were calculated with the use of Student’s ttest or Fisher's exact test, as
appropriate. TIA denotes transient ischemic attack.

 Race or ethnic group was determined by self-report

# Scores on the modified Rankin scale range from 0 to 6, with O indicating no symptoms and 6 indicating death; a score of 2
or less indicates that the patient is ambulatory and independent. The score was ot reported for one patient assigned to an
insertable cardiac monitor.

§ Scores on the National Institutes of Health (NIH) Stroke Scale range from 0 to 42, with higher scores indicating more
Severe neurologic deficits. The score was not reported for one patient in the control group.

9§ Scores on the CHADS, risk assessment range from O to 6, with higher scores indicating a greater risk of stroke.

221 Were included in intention-
to-treat analysis

220 Were included in intention-
to-treat analysis

[ 2 4 6 8 10 12
Months since Randomization
No. at Risk
Control 20 200 197 194 184 184167
M 21 198 194 191 186 182 173
C Detection of Atrial Fibrillation by 36 Months
100
Hazard ratio, 8.8 (95% CI, 3.5-22.2) icM
% 30 P<0.001 by log-rank test
80
20
P
H
L 1 Control
3 s ontro
5 40 t T T T T T v
3

No. at Risk
Control
IcM

220
21

194
191

Months since Randomization

167 114 72 36 7
173 102 57 2 8

CRYSTAL AF trial. N Engl J Med, Volume 370(26):2478-2486, June 26, 2014
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| 6205 individuals assessed for eligibility

201 ineligible
22 did not meet inclusion criteria
179 met exclusion criteria
83 history of atrial fibrillation or atrial fibrillation
on electrocardiogram at initial screening visit
69 unwilling to participate
18 other*
4 anticuagu\alion treatment
4 contraindication to anticoagulation
1 pacemaker

Y

| 6004 enrolled and randomised |

!

1501 assigned to ILR } .............

1420 received ILR

] 81did not receive ILR

h 4

4771 diagnosed with atrial

fibrillation
445 received oral anticoagulation
434 atrial fibrillation
11 other indication
8 received non-oral

anticoagulation

1024 not diagnosed with atrial
fibrillation

v

1501 with known outcome

status and included in P,

analysis

- | 4503 assigned to control

v

4503 received control

>

A 4

550t diagnosed with atrial

fibrillation
591 received oral anticoagulation
476 atrial fibrillation
115 other indication
16 received non-oral

anticoagulation

3953 not diagnosed with atrial
fibrillation

i

4503 with known outcome

s status and included in [

analysis

A Stroke or systemic arterial embolism B Isch troke, systemic ial embolism, or transient
ischaemic attack
100+ — Control 1
— IR
HR 0-80(95% C10-61-1-05); p=0-11 HR0-92 (95% Cl 0.73-1-15); p=0-47

754 B
g
1
H
3
£ 50 i
2
s
S
€
3

25 T T T T 1 7 T T T T T 1

1 2 3 4 6 1 2 3 4 5 6
Y T T T T T 1 T T T T T 1
[ 1 2 3 4 5 6 0 1 2 3 4 5 6
Number at risk
Control 4503 4414 4278 4130 3971 3123 759 4503 4404 4261 4103 3922 3070 739
IR 1501 1460 1418 1383 1339 1022 223 1501 1454 1406 1368 1319 1003 212

C Stroke, systemic arterial embolism, or cardiovascular death

1004

504

Cumulativeincidence (%)

HR 0-83 (95% C10-67-1.04); p=0-10

D All-causedeath

164 HR1.00 (95% Cl 0-84-1.20); p=0.97

Number at risk
Control 4503
ILR 1501

T T T T

1 2 3 4
Time since randomisation (years)
4414 4278 4130 3971
1460 1418 1383 1339

3123
1022

759
223

1 2 3 4 5 6
Time since randomisation (years)
4503 4457 4357 4236 4107 3259 796
1501 1471 1441 1416 1381 1065 234

The Loop Study. Svendsen, J. H., et al. Lancet, 398(10310),

‘I\JU? ‘IU‘IU-
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I For the choice of screening mode take into account: I

|Screening strategies: ]

Age | ° 265
« 275
Hypertension
Sleep apnoea
* Prior MI
* Obesity
* Diabetes
* Heart failure
*« COPD
* CKD

* NT-proBNP 2 125 ng/|

* PPG indicating
irregular rhythm

|Consumer screening

IScreeningopportunities] * (S)ystematic

* Opportunistic
* Limited
* Full

IDigitaI competence of the patient

Device available | * PPG-based

* ECG-based

:

Intermittent |

N .
Continuous

Continuous

long-term

Pulse taking

BP monitor
PPG
Single-lead ECG
12-lead ECG

30-60s:

* pulse
1-4x per day:

* BP monitor

* PPG

+ Single-lead ECG
Every 1-4 weeks:

* 12-lead ECG

ECG patch
* 7-day
* 14-day
* 2x14-day

ILR

>75y

65-74y

<65y

Device used/available

PPG-based

limited full

Digital literacy

ECG-based

2]
2
L=
°
a

—

o

=

o
O
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Patient
e
Rhythm assessment by PPG Rhythm assessment by ECG -
Confirmation il dldmiil AL A A -
AF Diagnosis 5 EEEE BEEEE 888
Confirmation
Possible AF by ECG 10 sec 12-lead ECG
Or:30 i lead ECG
At secsineislos No AF diagnosed
Yes .Q. No
AF diagnosed
Amm} ABC approach supported by app-
based evaluation of
AF work-up - - Stroke risk wmc:rns,-vm
. w"lw control - Confirmation lpml
& education - Symptom burden by the EHRA score
Concomitant conditions? - _ Symptom-rhythm correlation?
- Risk factor management
Longitudinal
Monitoring of: "

Secure data collection

& continuous /Lifestyle &

AF follow-up )/\ /Heart rate &
@ rhythm

OO

B risk &actor ¥ Tailored patient education
education Medication ¥ Identification of knowledge gaps Identitication of
adherence ¥ Optimzation of medicalion aMerence, yonablel meaningtul
¥ Risk factor management data
Cinical decision
Support
_—
Nieractive medical feedback =
theough teleconsulta
- " Integration of data in existing -
integrated AF care workflows o
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How Much Atrial Fibrillation Is Too Much Atrial Fibrillation?

Gervasio Lamas, M.D.
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01 oo 19;(?.;15””1‘”5 3 1. Centralita del paziente

e 2. Attesa di dati di efficacia

1 0307 — 3. Utilizzo guidati dalla
clinica
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