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* Dispositivos subcutaneos

i [T On
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*  Procedimento de implantacdao simples

* Permitem a deteccao automatica de arritmias

* Permitem a documentacao de eventos ativados pelo doente
* Monitorizacao remota

* Bateria 2-4 anos
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Best location: 45 degrees to sternum
over 4th intercostal space, 2 cm from
left edge of sternum

19mm

BioMonitor 2-AF
Home Monitoring

:c o mormom us:us 15mm

’!_ ! 7,2mm

. 45mm .
’ 55mm .
. 62mm .
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Indicacoes
, PalpitagGes nao Acidente vascular
Sincope . L.
documentadas cerebral criptogénico
Outros

Pés-ablagao de FA
Miocardiopatias/Canalopatias
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Sincope

Perda de consciéncia devido a hipoperfusao
cerebral global transitoria — subita, curta
duracao e recuperacao completa espontanea
Causa frequente de consulta médica e de ida
ao servico de urgéncia

Muitas vezes recorrente

Rate per 1000 Person-Years

Afecta de forma significativa a qualidade de
vida dos doentes

25.09

20.0

15.0

10.04

5.0

0.0

0 Men @ Women
195

169
.11

57 54

5.0
47
38 38 39

20-29 30-39 40-49 50-59 60-69 70-79 =80
Age Group (yr)
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Soteriades et al. NEJM 2002; 347: 878
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Sincope

Pathophysiological basis of the classification

Pode ter diferentes
etiologias

Syncope seconda
y o‘:;ou ry

@)
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Sincope

History and Physical (including carotid sinus massage) 49-85% 1.2

ECG 2-11% 2

Electrophysiology Study without SHD* 11%:

Electrophysiology Study with SHD 49% 3

Tilt Table Test (without SHD) 11-87% 45

Ambulatory ECG Monitors:

- Holter 2% 7

- External Loop Recorder (2-3 weeks duration) 20% 7

-Insertable Loop Recorder (up to 18 months duration) 65-88% 6.7

Neurological " (Head CT Scan, Carotid Doppler) 0-4% 45.89,10

1 Kapoor, et al N Eng J Med, 1983.  *Linzer, et al. Ann Int. Med, 1997. 5 Kapoor, JAMA, 1992 7 Krahn, Cardiology Clinics, 1997 s Day S, et al. Am J Med. 1982; 73: 15-23.
2 Kapoor, Am J Med, 1991. 4 Kapoor, Medicine, 1990. s Krahn, Circulation, 1995 #Eagle K,, et al. The Yale J Biol and Medicine. 1983.10 Stetson P, et al. PACE. 1999; 22 (part II): 78.
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Sincope

Causa arritmica

Durante o exercicio
Posicdo sentada/deitada
Palpitacdes

Sem prodromos

Historia familiar de MSC

Alteracoes no ECG
(perturbacdo da conducdo; QT
prolongado; padrao de Brugada;
pré-excitacao)

Doenca estrutural grave
Doenca coronaria

Neurally mediated syncope:

Absence of heart disease

Long history of recurrent syncope

After sudden unexpected unpleasant sight, sound, smell or pain
Prolonged standing or crowded, hot places

Nausea, vomiting associated with syncope

During a meal or post-prandial

With head rotation or pressure on carotid sinus (as in tumours,
shaving, tight collars)

After exertion

yncope due to OH
After standing up
Temporal relationship with start or changes of dosage of
vasodepressive drugs leading to hypotension
Prolonged standing especially in crowded, hot places
Presence of autonomic neuropathy or Parkinsonism
Standing after exertion

= :
Car y

Presence of definite structural heart disease

Family history of unexplained sudden death or channelopathy

During exertion, or supine

Abnormal ECG

Sudden onset palpitation immediately followed by syncope

ECG findings suggesting arrhythmic syncope:

— Bifascicular block (defined as either LBBB or RBBB combined
with left anterior or left posterior fascicular block)

—  Other intraventricular conduction abnormalities (QRS
duration >0.12 s)

— Mobitz | second degree AV block

— Asymptomatic inappropriate sinus bradycardia (<50 bpm),
sinoatrial block or sinus pause =3 s in the absence of negatively
chronotropic medications

— Non-sustained VT

— Pre-excited QRS complexes

— Long or short QT intervals

— Early repolarization

— RBBB pattern with ST-elevation in leads V1-V3 (Brugada
syndrome)

— Negative T waves in right precordial leads, epsilon waves and
ventricular late potentials suggestive of ARVC

— Q waves suggesting myocardial infarction

Table 9

Important historical features

Questions about circumstances just prior to the attack

Position (supine, sitting or standing)

Activity (rest, change in posture, during or after exercise, during or
immediately after urination, defaecation, cough, or swallowing)
Predisposing factors (e.g. crowded or warm places, prolonged
standing, post-prandial period) and of precipitating events (e.g. fear,
intense pain, neck movements)

Questions about onset of the attack

Nausea, vomiting, abdominal discomfort, feeling of cold, sweating,
aura, pain in neck or shoulders, blurred vision, dizziness
Palpitations

Questions about the attack (eyewitness)

Way of falling (slumping or kneeling over), skin colour (pallor,
cyanosis, flushing), duration of loss of consciousness, breathing
pattern (snoring), movements (tonic, clonic, tonic—clonic,
minimal myoclonus or automatism), duration of movements,
onset of movement in relation to fall, tongue biting

Questions about the end of the attack

Nausea, vomiting, sweating, feeling of cold, confusion, muscle aches,
skin colour, injury, chest pain, palpitations, urinary or faecal
incontinence

Questions about the background

Family history of sudden death, congenital arrhythmogenic heart
disease or fainting

Previous cardiac disease

Neurological history (Parkinsonism, epilepsy, narcolepsy)
Metabolic disorders (diabetes, etc.)

Medication (antihypertensive, antianginal, antidepressant agent,
antiarrhythmic, diuretics, and QT-prolonging agents) or other drugs
including alcohol

In the case of recurrent syncope, information on recurrences such
as the time from the first syncopal episode and on the number of

Registador de eventosimplantavel: em que doentes e que resultados?
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Sincope

RAST: Krahn, Circulation. 2001

Diagnostic yield with ICM vs. conventional testing in unexplained syncope

- Patients with unexplained syncope (n = 60)

- Randomized to Reveal® or conventional testing
(Holter + tilt table + EP testing)

«In 1 year of monitoring, Reveal provided superior
diagnostic yield (52% vs. 20%, p = 0.012)

- Bradycardia was the most frequent cause of
syncope (90%)

Unexplained Syncope

n =60
]
l ]
30 30
monitoring conventional
| ] | I |
3 14 13 6 24
in follow-up diagnosed undiagnosed diagnosed undiagnosed

Patient flow diagram shows higher diagnostic yield with Reveal monitoring

Krahn AD, et al. Circulation. 2001;104:46-51.

Registador de eventosimplantavel: em que doentes e que resultados?
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Sincope EaSyAS: Farwell, Eur Heart J. 2006

Diagnostic yield with ICM vs. conventional testing in unexplained syncope

6.5 times more ICM patients diagnosed

- Patients with unexplained syncope and 1,00
without pacing indication resulting from ]

carotid sinus massage and tilt testing 075 ]

- Randomized to Reveal® Plus (n = 103) or

6.1 times more ICM patients treated

conventional testing (n = 98) 050 L e e
- Over median follow-up 17 months, more | ongthy s 5 Conventional
ICM patients received an ECG diagnosis 025 ﬁmﬂﬂﬂw 20 2 —IIR
than by conventional testing (43% vs. 6%; { Tiaaning 1o i
HR 6.53 [95% CI 3.73-114]; p < 0.001) I i O S S
0 200 400 600 800 1,000
- Time to ECG-directed therapy was 6.5 Times

times faster in ICM patients (p < 0.001)

Farwell DJ, et al. Eur Heart J. 2006;27:351-356.




Sincope

Remote Monitoring reduced time to treatment by 187 days

Drak-Hernandez, Rev Esp Cardiol. 2013 0]
Reduced time to diagnosis and treatment with remote monitoring in
ICM patients ¢ 8004
E
- Patients implanted with Reveal® DX/XT for o .
unexplained syncope (n = 109) g
£
- Retrospective assessment of patients S 400
followed with the Carelink® Network or $
conventional on-site follow-up E 200
- Remote monitoring reduced time to
diagnosis (56 days vs. 260 days, p < 0.001) 01
and time to initiation of specific treatment Conventional Monitoring Remote Monitoring

(73 days vs. 260 days, p < 0.001)

Drak-Hernandez Y, et al. Rev Esp Cardiol. 2013;66:943-948.

\
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Sllncope History of tests prior to ICM implant
Total recruitment 570 (100%)
Standard ECG 556 (98%)
Echocardiography 490 (86%)
PICTURE: Edvardsson, Europace. 2011 s Hborstony tests 158 565
Role of the ICM in the syncope care pathway Ambulatory ECG monitoring 382 (67%)
In-hospital ECG monitoring 311 (55%)
Exercise testing 297 (52%)
- Patients (n = 570) with median of 4 unexplained syncope Orthostatic blood pressure measurements 275 (48%)
events were imp|anted with Reveal® Plus/DX/XT Neurological or phychiatric evaluation 270 (47%)
MRI/CT scan 267 (47%)
- Prior to ICM, patients were evaluated on average by 3 EEG 222 (39%)
different specialists, underwent median of 13 tests Carotid sinus massage 205 (36%)
Tilt test 201 (35%)
« ICM guided diagnosis in 78% (170/218) of recurrent Electrophysiology testing 144 05%)
syncope events Coronary angiography 133 (23%)
—51% led to pacemaker implant Extemal loop recording 67 (12%)
- 18% led to no treatment APt Bew
Other tests 52 (9%)
No tests performed 1 (0%)




Sincope

Davis, Europace. 2012

Table 4 Incremental cost-effectiveness results
(deterministic)

Comparison ILR vs. no testing ILR vs.
conventional
testing

Population Si Unexplalned

Diagnostic outcomes per 1,000 patients tested

AV block 91 83 44

SSS 141 131 65

vT 30 30 n

Other 88 86 37
arrhythmia

Arrhythmia 154 250 197
excluded

Economic outcomes per patient tested

Cost £6,460 £6,380 £4,220
QALYs 03% 0366 0.181
gained
Cost per £16 390 £17 450 £23 360
QALY
gained

Davis S, et al. Europace. 2012;14:402-409.

RAST: Krahn, J Am Coll Cardiol. 2003

ICMs more cost-effective method to diagnose unexplained syncope

EaSyAS: Farwell, European Heart J. 2004

Benefits with ICM vs conventional testing in unexplained syncope

Procedure Reveal Control Difference in cost (£) (95% Cl)
Computed tomography head 4 8 -5.30(-13.86 t0 1.29)

Magnetic resonance imaging 1 1 -0.05 (-3.06 to 2.91)
Electroencephalogram 0 2 -2.04 (-4.80 10 0.72)

Cartid doppler 3 5 -2.19(-8.14 t0 2.89)

Echo 12 15 -8.54 (-25.31 t0 6.54)

24-hr Holter 4 11 -7.34(-15.08 t0 -0.37)

ELR: 'R Test’ 5 28 -29.84 (-43.49 10 -18.04)
Electrophysiologic study 0 1 -6.12(-17.90 to 5.65)
Investigations £34.0 £95.4 £61.43 (-£92.92 to £35.16)
Hospitalisation £379 £1090 -£747.30 (-£2728.48 to -£72.75)
Total costs £406 £1210 £808.72 (-£2766.22 to -£123.42)

Farwell DJ, et al. EHJ 2004;25:1257-1263.

Unexplained Syncope

n=60
1 1
30
monitoring conventional
14 16 6 24

diagnosed undiagnosed

diagnosed undiagnosed

$2,731/patient
$5,852/diagnosis

ICMs reduced cost/diagnosis by 30%

$1,683/patient
$8,414/diagnosis

Registador de eventosimplantavel: em que doentes e que resultados?

Varios estudos mostraram que a
utilizacao do REIl na avaliacaode

30 sincope é custo-efectiva

Episddios pouco frequentes que
permanecem inexplicados ou
numa fase precoce se suspeita de
causa arritmica
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NICE Clinical Syncope Guideline CG109

Transient loss of consciousness (TloC) management in adults
and young people

Sincope

For people with a suspected cardiac arrhythmic cause of syncope, offer an
ambulatory ECG. Do not offer a tilt test as a first-line investigation.

- TLoC at least several times a week, offer Holter monitoring (up to 48 hours if
necessary). If no further TLoC occurs during the monitoring period, offer an external
event recorder that provides continuous recording with the facility for the patient to
indicate when a symptomatic event has occurred.

- TLoC every 1-2 weeks, offer an external event recorder. If the person experiences
further TLoC outside the period of external event recording, offer an ICM.

- TLoC infrequently (> 2 weeks), offer an ICM. A Holter monitor should not usually
be offered unless there is evidence of a conduction abnormality on the 12-lead ECG.

9
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Sincope ESC Syncope Guidelines 2009

Class | ICM Guidelines

- Indicated in early phase of evaluation in patients “If sym ptom—ECG correlation can be
with recurrent syncope of uncertain origin, h d . b P . | b f
absence of high-risk criteria and a high likelihood achieved In a substantial number o
of recurrence within battery longevity of the pat]ents dur]ng the active life of the
device. . .

: D device, than analysis of the cost per

«Indicated in high-risk individuals in whom .
comprehensive evaluation did not demonstrate a symptom — ECG yl€|d has shown that
cause of syncope or lead to a specific treatment. the implanted device maybe a more

Class lla ICM Guidelines cost—eﬁgctlve 'strate'gy thanﬂ using

- Consider to assess the contribution of brady- conventional i nvestigation.

cardia before embarking on cardiac pacing in
patients with suspected or certain reflex syncope
presenting with frequent or traumatic

syncopal episodes.

Eur Heart J. 2009;30(21):2631-2671. ( I
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EHRA Position Paper, 2009

v é
Sincope o
P Indications for the Use of ICMs and External Loop Recorders
TLOC - suspected syncope
Initial ev.aluation
“Studies showed that Syncope TLOC - noh-syncopal
early ILR implantation Certain Uncertainfdiagnosis Confirm with
fol f diagnosis : specific test or
can be safe y per ormed : Risk stratification’ specialist’s
. . i |
in the initial phase of the Treatment 1 1 consutiancy
. . . High risk™ Low risk, Low risk, @
diagnostic evaluation, ig S ot s opes ingle onrare
provided that patients Early _— ; o
at risk of life-threatening evaluation or neurally medicated
and tests as appropriate No further
events are carefully freatment o evaluation
excluded” @ Delayed treatment
guided by ECG

documentation

* May require laboratory Investigations 1.
** Risk of short-term serlous events Europace. 2009;11:671-687.

9
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Syncope

History, Physical Examination, Electrocardiogram

AHA/ACCF Statement on the Evaluation of

Diagnostic for orthostatic hypotension
or neuro-cardiogenic syncope

Unexplained Syncope

Echocardiogram, excercise test, and ischemia evaluation

!
!

Syncope, 2006

If found, treat for structural heart disease and ischemia. For arrhythmia Normal
evaluation, consider electrophysiological testing if there is a history of a
myocardial infarction. Consider implantable defibrillator if the left ventricular
ejection fraction is < 0.30, with or without a history of a myocardial infarction.
Single, benign episode Frequent episodes

JAm Coll Cardiol. 2006;47(2):473-484.

Infrequent episodes

Evaluation complete  Correlate symptoms with rhythm with

loop recorder, as appropriate.

Holter or event monitor, or implantablg, implantable
loop recorder

+

Sinus rhythm
with symptoms

Cardiac evaluation complete

Registador de eventosimplantavel: em que doentes e que resultados?

Arrhythmia with
symptoms

Treat

9
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Palpitagcdes nao
documentadas

Palpitacdes representam um sintoma muito comum

Podem ter diversas etiologias

Table 7 Comparative advantages, drawbacks and indications for event recorders, ELR and ILR (modified from Giada

et al.®®)
Event recorders ELR ILR
Advantages Low cost; easy to use Retrospective and prospective ECG Retrospective and prospective ECG records;
records; possibility to record quite good ECG records; monitoring
asymptomatic arrhythmias automatically capability up to 36 months; possibility to
record asymptomatic arrhythmias
automatically
Drawbacks  Short-lasting arrhythmias are not recorded;  Monitoring cannot be carried out for more  Invasiveness; risk of local complications at the
arrhythmic triggers are not revealed; than 3—4 weeks; continual maintenance implantation site; higher cost
poor ECG records is required; devices are uncomfortable;
quite poor ECG recordings
Indications ~ Compliant patients; infrequent and fairly Weekly short-lasting palpitations associated Monthly palpitations associated with

long-lasting palpitations unaccompanied
by haemodynamic impairment that is
likely to hinder use of the device.

to haemodynamic impairment, in very
compliant patients

haemodynamic impairment; when all
other investigations result inconclusive

Registador de eventosimplantavel: em que doentes e que resultados?

EHRA Position Paper

Class IIA:

ILRs may be indicated in
selected cases with severe
infrequent symptoms when
ELRs and other ECG
monitoring systems fail to
document the underlying

cause (Level of evidence B)

Brignole et al. Europace 2009
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Palpitagcdes nao
documentadas

e 50 doentes
» Palpitacdes < 1 episédio/més com

duragdo > 1 minuto

& ¥

RUP Study

Recurrent Unexplained Palpitations Study

24 doentes 26 doentes
Holter 24h
RE implantavel
RE 4 semanas
EEF

Diagnostic Outcome
Conventional Implantable
Diagnostic Loop
Strategy Recorder
(n=24) (n=26)
Diagnosis, n (%) ( 5(21) } ( 19 (73)*’
Supraventricular tachycardia 4 6
Atrial fibrillation/atrial flutter 1 6
Sinus tachycardia 0 4
Sinus bradycardia 0 2
Paroxysmal AV block 0 1
No diagnosis, n (%) 19 (79) 7(27)
No palpitation recurrence during monitoring 16 6
Patient error in activating the recorder 5 1
Recorder malfunctioning 1 0
Negative EPS 19 -
*p<0.001

Registador de eventosimplantavel: em que doentes e que resultados?
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Acidente Vascular Ischemic Stroke
Cerebral Criptogénico 0 O O

* Emcadaano, cerca de 15 milhdes de pessoas
tém um AVC; 5 milhdes morrem e 5 milhdes
ficam com limita¢des permanentes 20% 30cy

(0]

* A maioria dos AVCs sao isquémicos (80%)

30%

e Cerca de 30% dos casos nao é possivel identificar Cryptogenic 15¢
, . Stroke %
a causa do AVC mesmo apos uma avaliacao

extensa 5%

9
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Acidente Vascular ASSERT: Healey, NEJM. 2012
Cerebral Criptogénico

Risk of Clinical AF

030+

A Fibrilhacao auricular € um forte preditor da ocorréncia de AVC
* Os AVCs nestes doentes estao associados a maior probabilidade
de progndstico desfavoravel 1

Subclinical atrial tachyarrhythmias present

Cumulative Hazard

Estudos com monitorizagao através de pacemakers e CDIs
mostram uma incidéncia de FA nao conhecida de 30-60%

107 os-  Risk of Ischemic Stroke or
Systemic Embolism

Estes doentes com FA subclinica tém risco aumentado de AVC T Sl s s
- N= 2580, CHADS2 score médio de 2.29 ; Y S -
- 1 episddio de FA subclinica (>190 bpm, > 6 min) risco de AVC de 2.49 S ok T caoyimsen
(95% 1C 1.28-4.85)
Doentes com episédios >17,72 h, risco anual de AVC de 4.89 (95% IC 1.96 - . 0 S v
1 O . 07) Years of Follow-Up

Registador de eventosimplantdvel: em que doentes e que resultados? Andreia Magalh3es, Hospital de Santa Maria



Acidente Vascular
Cerebral Criptogénico

ESC Guidelines FA, 2016

In stroke patients, additional ECG
monitoring by long-term non-
invasive ECG monitors or implanted lla
loop recorders should be considered
to document silent atrial fibrillation.

18, 128

9
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Acidente Vascular

Cerebral Criptogénico

Tayal (2006)
Gaillard (2010)
Bhatt (2011)
Flint (2012)
Kamel (2013)

Miller (2013)

Gladstone (2014)

56

98

62

236

20

156

572

Any duration
32 seconds
30 seconds
5 seconds
30 seconds

30 seconds

30 seconds

Source: Glotzer TV, et al. Heart Rhythm. 2015;12:234-241.

Cercade 40% dos doentes nao cumprea
monitoriza¢ao durante os 30 dias

Study (Year) “ AF Definition Monitoring Duration AF Yield

MCOT 21 Days
TTM 30 days

MCOT 28 days
MCOT 30 days
MCOT 21 days

MCOT 30 days

Event Monitor 30 days vs 24 Holter

Registador de eventosimplantavel: em que doentes e que resultados?

Overall 23%

AF <30sec18%
AF >30sec5%
9%

24%

AF >5min 9%

Overall 11%
AF <30sec4%
AF >30sec7%
0%

Overall 17%
AF <30sec12%
AF >30sec4%

16.1% in event monitorvs. 3.2% Holter
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Acidente Vascular
Cerebral Criptogénico

Homem, 68 anos, admitido por AVC
RM CE com multiplos focos de difusao diminuida no
territério da ACM esquerda

ECG, ETE, doppler vasos pescoco e RE normais

AF Episode #85 Page 1 AF Episode #85
Epmcde 88
Time Duration MaxV. Median V
| diad e hemm  hhommoss  Rate Rate
8 ¥ 18.-Feb-2015 1756 16 DO 74 b b T,
Dete

. “te . 7]
AW gt

Registador de eventosimplantavel: em que doentes e que resultados?
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Acidente Vascular
Cerebral criptogénico

= - Burden de FA
- | U{ - Duragao dos episodios

— mee 3 U | - A frequéncia ventricular
== el gy ) durante a FA
T Fepans  Ape s o AYS  Bug NS wr 2014 e NS Feh 088 i ~P% T, TG TR, T gy e TR T, _ Va ria bilidade da FC

Initial Interrogation: Rate Histograms Page 1 Initial Interrogation: AT/AF Summary
Eince Lost Session
O4-Teb-2015 10 15-Teb-2015

18 days

Last Sesamn
04 Feb-201

- Actividade do doente

et Vomnoular Rato During ATAF
% of ATAF

Tavmse i1 ATIAF = & lnnns

- ] | | [T —
80 200 2 &) 80 &0 100 130 140 380 18D N0 TR
ar [bade (bgm
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Acidente Vascular
Cerebral Criptogénico

Table 2  AF detected by insertable cardiac monitors in patients with cryptogenic stroke

No. of AF detection

Study (year) patients  AF definition Monitoring duration yield Notes

Cotter et al*® (2013) 51 2 minutes Mean 229 (116) days 25.5% Median time from ICM implant
to first new AF episode: 48
days (range 0-154 days)

Median duration of first new AF
episode: 6 minutes (range
1- 4320 minutes)

Ritter et al*® (2013) 60 2 minutes 1 year 16.7% Mean time from ICM implant to
first new AF episode: 64 days
(1-556). 7-day Holter
detected AF in only 1.7%

Etgen et al*’ (2013) 22 6 minutes 1 year 27.3% Mean time from stroke to first
new AF episode: 5 months

Rojo-Martinez et al?® 101 2 minutes 281 *+ 212 days 33.7%

(2013 )

SURPRISE*® (2014) 85 2 minutes 569 + 310 days 16.1 % Mean time from stroke to first
new AF episode 109 * 48
days

CRYSTAL AF'* (2014) 221 >30seconds  Minimum 6 months 8.9% at 6 months

12.4% at 12 months
30.0% at 36 months

Registador de eventosimplantavel: em que doentes e que resultados?
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Acidente .Vasculla.r CRYSTAL AF
Cerebral Criptogénico

Randomized, controlled clinical trial with 441 patients

Compared continuous, long-term monitoring with Reveal™ ICM vs. conventional follow-up

Assessment at scheduled and unscheduled visits

ECG monitoring performed at the discretion of the site investigator

Primary = Time to first detection of AF at 6 months of follow-up
Secondary = Time to first detection of AF at 12 months
= Recurrent stroke or TIA
= Change in use of oral anticoagulant drugs Sanna T, et al. N Engl J Med. 2014;370:2478-2486.

Registador de eventosimplantavel: em que doentes e que resultados? Andreia Magalh3es, Hospital de Santa Maria



Acidente Vascular CRYSTAL AF

Cerebral Criptogénico

. _ Detection of Atrial Fibrillation by 36 months 8 x
Deteccao de FA superior nos doentes com REI Hazard ratio, 8.8 (95% CI, 3.5 - 22.2)
30 P <0.001 by log-rank test
3
Aos 12 meses, foram necessarios 121 ECGs,32 52,
. cQ 7.3X
Holter 24h e 1 registador de eventos para detectar £:2 oy
T0 :
FA em 4 doentes na estratégia convencional .
2
Control
o AL— R
0 L
> 92% dos doentes com REI apresentaram episodios 0 . . " y 0 ‘.
com > 6 minutos (limiar do ASSERT) , -
Months since randomization
# atrisk
Control 220 194 167 114 72 36 7
ICM 221 191 173 102 57 29 8

Registador de eventosimplantavel: em que doentes e que resultados?
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Acidente Vascular
Cerebral Criptogénico

* A fisiopatologia do AVC criptogénico é mais do que deteccao de FA — mesmo apds 3
anos de monitorizagdo continua menos de 1/3 apresentou FA

e O numero de doentes que necessita de receber REI para detectar FA no AVC
criptogénico e prevenir recorréncia é actualmente elevado

e 10 doentes tém que implantar REl para detectar 1 doente com FA

e Assumindo que o beneficio da anticoagulacao é igual ao dos doentes com FA sintomatica
com AVC, serao necessarios cerca de 100 dispositivos para prevenir um AVC

Sera custo-efectivo?

e Factores de risco clinicos, ECG, ecocardiograficos?
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Pds-ablacao de FA

Estudo DISCERN AF, JAMA Intern Med. 2013

50 doentes

RElI implantado 3 meses antes da ablacao, seguidos > 18 meses

e Burden de FA diminuiu 86% apds a ablacao

A razaoentre eventos assintomaticos e sintomaticos aumentou ap6s a ablacdo (1,1 para
3,7, p=0,002)

* 12% das recorréncias foram assintomaticas
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Pds-ablacao de FA

Pokushalov, Circ Arrhythm Electrophysiol. 2013

ICMs assess AF catheter ablation and AAD efficacy

Estudo prospectivo randomizado

Comparar terapéutica antiarritmica versus re-
ablacao em doentes com recorréncia apos 12
ablacdo de FA 5.

AF/AT Freedom

ICM identifies significantly more recurrent AF in

AAD group vs. re-ablation group

= re-ablation group

s AAD group

P <0.0001, Log-Rank test

Todos os doentes implantaram RE| r

Number at risk
Group1 77
Group2 77

Registador de eventosimplantavel: em que doentes e que resultados?

T T
6 12 18 24 30 36
Months

62 56 53 49 46 45
43 25 21 15 13 9

Andreia Magalhaes, Hospital de Santa Maria



Pds-ablacao de FA

Os REIl permitem detectarde forma
pasborsPatey ] mais rigorosa as recorréncias de FA

Trend of daily AF burden (h) pre and post ablation

g 20 T | T | T | I |
% 10
- 002-Apr-2008 nyizoos 11-Juk2008  30-Aug-2008 19-Oct-2008 08-Dec-2008 27-Jan-2009 18-Mar-2009 07-May-2009 26-Jun-2009 Pode r‘é ser releva nte em ensaios
clinicos, especialmente de novas
PVI date o s estratégias terapéuticas
§~4 I I I | I ]
% 7 - . 7 .
3 | | | | | | | | | | Do ponto de vista clinico, o seu
0 02-Apr-200822-May-2008 11-Jul-2008 30-Aug-200819-Oct-2008 08-Dec-200827-Jan-2009 18-Mar-200907-May-2009 26-Jun-2009 15-Aug-2009 .
/& papel para guiar a abordagem
PVI date terapéutica ndo esta estabelecido
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Miocardiopatias
Canalopatias

Os registadores de eventos implantaveis podem ser Gteis na documentag¢ao da etiologia
de sincope ou pré-sincope em doentes com evidéncia genotipica ou fenotipica de
miocardiopatias como miocardiopatia hipertrofica, miocardiopatia arritmogénica do VD

ou canalopatias como sindrome de QT longo e Brugada

Especialmente relevantes na populagao pediatrica

No entanto nao existe evidéncia cientifica para esta indicacao
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° Registadores de eventos implantados entre 2010 e 2016
* 53 doentes
* Idade média 64 * 18 anos

°* 66% do sexo masculino

Investigacao prévia N (%) IndicagOes para implantacao

ECG Holter 24h 53 (100%)

Registador de eventos de 7 dias 7 (13,2%)
Test TILT 17 (32,1%)
Estudo electrofisioldgico 14 (26,4%)




Tipo de dispositivo
0,
PATRE i Reveal ®

W ling ® Seguimento médio: 15,4 = 15,9 meses
Biomonitor ®

Complicagoes: 1(1,9%) - infeccao

9

Registador de eventosimplantavel: em que doentes e que resultados? Andreia Magalh3es, Hospital de Santa Maria



Em 23 doentes (43,4%) foi possivel obter um diagndstico

Tempo médio para o diagnéstico: 5,8 = 11,5 meses

Indicagdao paraimplantagao N (%) Diagndsticos N (%)
Sincope . 48(90,6%) Doenca do nodulo sinusal 10 (20,8%)
Estes achados conduziram a implantacao de 18 pacemakers e
Perturbagdo da condugao auriculo-ventricular 5 (10,4%)

a introdug¢ao de anticoagulagao em 5 doentes por detecc¢ao de fibrilhacao auricular
Fibrilhagdo auricular com resposta ventricular'lenta 3 (6,3%)

previamente desconhecida

Causa nao arritmica 3 (6,3%)
PalpitagGes 4 (7,5%) Fibrilhacdo auricular 1(25%)
Monitorizacdao apds ablacao de Al _ ~ .
1(1,9%) Sem recorréncia de fibrilhacdao auricular em 4 anos 1 (100%)

Fibrilhagao auricular
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VIl Congresso

Novas Fronteiras

em Cardiologia

17 de Fevereiro 2017

Gl (hiacebace A tecnologia dos registadores de eventos implantaveis tem
de Lisboa

18 e 19 de Fevereiro 2017 eVOI U |,d0:

Hotel Marriott Praia Del-Rey

Miniaturizacao dos dispositivos; mais simples de implantar
Algoritmos de detec¢ao melhorados
Monitorizagao remota que permite o rapido reconhecimento

das arritmias

» Utilizacao estabelecida na avaliacao de sincope

« Util em doentes com palpitacdes ndo documentadas apds
avaliagao complementar

* Pode ter um papel nas deteccao de arritmias em situagdes em
gue o reconhecimento precoce pode levar a uma alteracdao do
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