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INTRODUCTION

La fibrillation atriale sévit sur un mode épidémique

Prevalence of atrial fibrilation and flutter (per 100,000) by region, 2010
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La fibrillation atriale en Tunisie ¢

Etude Tunisie
multicentrique | Drissaetal 1985-2000 Rétrospective 1134pts meédicale
FA 2003
REALISEAF  Gamraetal 2009-2010 Prospective -/ +/10523  ArchMal CV
pts 2014
NATURE AF  STCCCV 20172018 Prospective 918 pts JMIR 2018
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IMIE. RESEARCH PROTOCOLS Ben Halima et al

Protocol

National Tunisian Registry of Atrial Fibrillation (NATURE AF)

112, MD: Mo,

Protocol for the Design and Rationale

Abstract

Background: Aftrial fibrillation (AF) is an important health problem in Tunisia. A significant change in the epidemiological
pattern of heart disease has been seen in the last 3 decades: however, no large prospective multicenter trial reflecting national
data has been published so far. Robust data on the contemporary epidemiological profile and management of AF patients in
Tunisia are limited.

Objective: The aim of this study is to analyze. follow. and evaluate patients with AF in a large multicenter nationwide trial.

Methods: A total of 1800 consecutive patients with AF by electrocardiogram, reflecting all populations of all geographical
regions of Tunisia. will be included in the study. with the objective of describing the epidemiological pattern of AF. Patients will
be officially enrolled in the National Tunisian Registry of Atrial Fibrillation (NATURE-AF) only if an electrocardiogram diagnosis
(12-lead. 24-hour Holter. or other electrocardiographic documentation) confirming AF is made. The qualifying episode of AF
should have occurred within the last year, and patients do not need to be in AF at the time of enrollment. Patients will be followed
for 1 year. Incidence of stroke or transient ischemic attack, thromboembolic events. and cardiovascular death will be recorded as
the primary end point, and hemorrhagic accidents, measurement of international normalized ratio, and time in therapeutic range
will be recorded as secondary end points.

Results: Results will be available at the end of the study: the demographic profile and general risk profile of Tunisian AF
patients, frequency of anticoagulation. frequency of effective treatment. and risks of thromboembolism and bleeding will be
evaluated according to the current guidelines. Major adverse events will be determined. NATURE-AF will be the largest registry
for North African AF patients.

Conclusions: This study would add data and provide a valuable opportunity for real-world clinical epidemiology in North
African AF patients with insights into the uptake of contemporary AF management in this developing region.

Trial Registration: ClinicalTrials.gov NCT03085576; https://clinicaltrials.gov/ct2/show/NCT03085576 (Archived by WebCite
at http://www.webcitation.org/6zZN2DN2QX)

Registered Report Identifier: RR1-10.2196/8523

(JMIR Res Protoc 2018;7(10):e181) doi:10.2196/resprot.8523

(;;;s,;f;' (JMIR Res Protoc 2018;7(10):e181) do1:10.2196/resprot.8523 Q
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Mét hodol ogi e

A Une ét u dmalticentrique, observationnelle, longitudinale incluant 918
patients ayant une fibrillation atriale r € ¢ e(mains de 1 an)

A Indexation ClinicalTrials.gov : NCT NCT03085576

A Collecte él ectroniD@@lMAOﬂir&calSLdt&@nnéef_i ar

c onf or mapnugspositions FDA 21 CFR part 11, HIPAA&ICH. g™ g

&1 . 3 mois o 3¢ mege megeé me ] 2¢ mempjs .
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‘_1 3 |NCLUSION | SUIVI CLINIQUE TRIMESTRIEL
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918 patients Dosage de | I NR a une fréquence
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CRITERESD | NCLUSI ON

A Patient & g de 20 ans ou plus

A Aumoinsun épi sdedFA d oc u mesrtu@ ECG 12 d ér i v a't
et/ou un holter rythmique ( d u deele € p iI3Gseadreles ou plus)

A FAdi agn o sdepuigmoingd uaren é e

A Unsuivir é g utbus lesr3 moisestas sur é

A Consentementé c | ali et séi, g n é

CRITERES DE NON INCLUSION

AEspér daviee st i améoms de 12 mois

A FA transitoire secondaire a une cause r é v e r (@x: IDM en phase
al gypéd,stopemytpairt d ,yemlooliedpul@monaire ou autre
maladie pulmonaire ai gu @ €r | c armyacdrdge, trouble-
él ectr orowplemegtuaehbol i que)

A Chirurgie cardiaque < 3 mois

A Flutter auriculairei s cséng FA

A Troubles mentaux

A Anticoagulation en cours pour autre motif que la FA
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Obijectifs du registre

VL objectif principal
-Dét er i n enrc ded &caderds thrombo-
emboliques etde la mo r t adrdiotvasculaire tous les 3
MOoIS| U S qua ana

V Les objectifs secondaires:

-Détermi ner | Il nci dence des
| es 3 mMoi s jusqu a un an.

-l NR mensuel jJjusqu a un an: 1
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Inclusion des patients

@  95 Cardiologues

918 Patients inclus

Origine de | incl '
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A i i
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Caracteéristiqgues de | a

TUNIS 15,6%
SFAX 9,3% EE—
MEDENINE ) 8,4%
ARIANA ) 8,4%
ZAGHOUAN 6,8 %
MONASTIR 5,6%
MANOUBA 5,2%
BIZERTE 5,2%
SOUSSE 5,1%
BEN AROUS 4,8%
NABEUL 4,5%
KEF 4,5%
KASSERINE i 3,4 %
KAIROUAN 2,7 %
TATAOUINE 2.3%
BEJA m 1,5%
SIDI BOUZIDmm—G—G— 1,0%
JENDOUBA 1,0%
KEBILI 0,9%
GAFSA 0,9%
MAHDIA 0,8%
TOZEUR 0,7%
SILIANA

GABES 8222 Répargiébboaphipatimts
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Caractéristiques de | a
Nombre de patients 915
Age 64.2 an50113.4
Sexe ratio (Femme/Homme) 1.1
Facteurs de risque CV
- HTA 53.6%
-Surpoi ds/ Obésit 53.4%
BMIk g/ m?2 27.9+5.2
-Di abet e 24.9%
-Dysl i pi démie 21.5%
- Tabac 19.9%
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Caractéristiques de | a po

Nombre de patients 915
Comorbidités
Valvulopathies 25.5%
Cardiopathiei sch émi que 11.7%
ATC 5.9%
PAC 1.6%
IC congestive 14.5%
Anémi e 30.7%
Néopl asi e 2.1%
AVC 7.2%
Hémorragie 1.9%
Insuffisance r énal e 6.7%
Atteinte respiratoire 51%
SAS 2,8%
FEVG 579+ 124 %

()
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Etiologies de la FA

>
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714.5%

® FA Valvulaire

B FA Non valvulaire
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Types de la FA

¥
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W Paroxystique
B Permanente
m Persistante
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Caracteéeristiqgues de

Sympt 6 mes

4.7 EHRA 2

30.2%

13.9%
7.9%
3.2%
Palpitation Dy s pneée Fatigue Douleur Syncope
thoracique
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Evaluation du risque thrombo

Score CHA2DS2-VASc Score HAS-BLED
Moyenne : 2.4 + 1.6 Moyenne : 1.4+ 1.1
67.6% 32.9%

G 28.5%
4.9%

14, 3%
14.9% 17.5%

n =B

0 1 2

( .@ FA non valvulaire (N=710; 75.9%)
(;:SAC STCCCV
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Stratéegi e theérapeut
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Traitement anti-thrombotique

62.3%

21.7%
5 9% o 7.9%
. 0
— [ == L
AVK AVK & AAP AOD AAP Aucun
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Répartition du traitemen

74.1%

49.1%
21.2% 23.7% I

Score CHADS O Score CHADS1 Scor e CHA DBA valvulaire
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Suivi clinique et éver

Acci dents Thromboembol

15 patients sur 915 ont eu un accident thromboembolique 1.64 %

Thromboembolique
cerebr al

Thromboemboligue

. systemigu
PSS 46.7%
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Suivi clinique et éver
Accidents Thromboembol
Accidents thromboemoliques
Par amet -
Oui Non P
Age (année 69.0 £ 13.7 64.2 = 13.3 0.164
Régi on
Nord 66.7% 58.2% 0.484
Centre 6.7% 18.8%
Sud 26.7% 23.0%
Tabagisme 13.3% 17.4% 0.677
Di abeét e 33.3% 22.4% 0.317
Dy sl i pi déemi e 26.7% 19.6% 0.492
HTA 73.3% 47.6% 0.047
Néeopl asi e 6.7% 1.9% 0.259
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Sui vi

c |

Il ni

que
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ever

AcC I

Insuf. Card.

Maladie respiratoire
SAS
CHADS2VASC

FA Valvulaire

AVK

AAP

FEVG

()
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dent s

Oui
33.3%
6.7%
13.3%
44+1.1
2.9%
80.0%
26.7%
54.4 + 13.6

Thr omboembol

Accident thromboemolique

Non
12.3%
5.3%
2.7%
23 £1.6
1.3%
70.2%
13.6%
58.1+12.4

0.032
0.565
0.065
<0.001
0.099
0.411
0.144
0.305
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Suivi clinique et e

Vv

Survie cumulee

1,0

0,9

0,5

Accidents Thromboembol.

ques

— o
Survie en semaines (Moy; IC95%)
62.4[59.6 65.3]

Délai de survenue de la thrombose en semaines

a



Sui

Vi

ni

que

et

Mort al i an@n N =(5¥ (5.d%)

Ouli

Décés CV
Par amet

Age (anné 71.8+11.2
Régi on
Nord 69.2%
Centre 7.7%
Sud 23.1%
Tabagisme 21.2%
Di abet e 38.5%

Dy sl i pi dé mi e
HTA

26.9%
61.5%

Non P
63.8 +£13.2 <0.001

57.7% 0.097
19.3%

23.0%

17.1% 0.459
21.7% 0.005
19.2% 0.176
47.2% 0.044
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Suivi clinique et éver

Mortalité CV a un an N = 52
-
Par amet .
Oui Non P

Insuffisance card. 34.6% 11.4% <0.001
Maladie respiratoire 5.8% 3.8% 0.754
SAS 1.9% 2.9% 0.681
FA valvulaire 4.9% 5.9% 0.572
CHADS 35+1.7 2.3+1.6 0.006

2 93.9% 66.1% 0.001
FA valvulaire 4.9% 5.9% 0.572
AVK 73.1% 70.2% 0.661
FEVG 525+ 24 584+1.7 <0.001
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Suivi clinique et éver

Accidentsh é mor r agun@ues .

53 patients sur 915 ont %28¥% un

0.5% hémorragi 99. 5% Hémorragi
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Suivi clinique et éver

Accidentsh é mor r agun@ues .

53 patients sur 915 ont %28¥% un

Hé morragi e Hé morragi e

0.5% 1%

60 % hé mo r r maeure 11.1% hé mo r r mageure
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Suivi clinique et éver
Accidents hémorragi
Accident hémorragigq
Par amet -
Oui Non p
Age (année 66.4 + 9.7 64.1 +13.4 0.229
Régi on
Nord 58.5% 58.3% Lase
Centre 13.2% 19.0%
Sud 28.3% 22.7%
Tabagisme 17.0% 17.4% 0.938
Di abet e 20.8% 22.7% 0.738
Dy sl i pi déemi e 24.5% 19.4% 0.360
HTA 62.3% 47.1% 0.032
Néopl asi e 5.7% 1.7% 0.081

()
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Suivi clinique et éver
Accidents hémorragi qlt
- Accident hémorragigg
Par ameéet -
Oui Non P
ICC 7.5% 13.0% 0.247
Maladie respiratoire 5.7% 5.3% 0.758
SAS 3.8% 2.8% 0.659
CHADS 2.8x1.6 24+1.6 0.103
2 76.9% 66.9% 0.198
HASBLED ( mi 2 1 0.021
AVK 71.7% 70.3% 0.829
AAP 22.6% 13.2% 0.053
FEVG 595+ 2.8 58.0+24 0.472

Y
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INR dans la population sous AVK

Effectif

N = 644 patients (70.4%)

Moyenne:26+1. 1 ( médi ane = 2.5)
2507
200= I
1350
100
0 . IIII....I__=- _ - — ——
I I I 1 I I
o0 20 40 5,0 80 10,0
INR
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INR dans la population sous AVK

N = 644 patients (70.4%)

Moyenne:26+1. 1 ( médi ane = 2.5)

48.9%

26.2%

16.5%

. 8.4%
<2 2 a 3 3 a 4 > 4

INR en classes

>
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INR dans la population sous AVK

N = 644 patients (70.4%)
Moyenne du nombre des mesuresINR:48+x4( médi ane = 4

49.2%

21.2% .
J ﬁ =
1 2 a b5 6 a 9 10
Nombre des | NR mesurés par peé

nnnnnnnnnnnnnnnn

de Cardi




INR dans la population sous AVK

N = 644 patients (70.4%)

Moyenne TTR =48.9 + 28.7 %
60 Médi ane TTR = 5
Min; Max : 0 100%
E 40
ED_ II I
1 _llI II Hil=

| 1 I
1DDD EDDD SDDD 4DDD SDDD EDDD ?‘DDD BDDD EIDDD 100,00 110,00 120,00
TTR

Y/
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Répartition des patients

TTR > 65%

46.7%

33.1%

28.6% 26.7%

al

Score CHADS O Score CHADS1 Scor e CHA DBA valvulaire
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DISCUSSION
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Comparaison avec les registres internationaux

| |JRHYTHM |ORBITAF |EORMAF NATURE AF

Auteurs AtarashiH Steinberg BA LipGYH STCCCV
Année de 2011 2013 2014 2018
publication

Inclusion 2009 2010-2011 2012-2013 MarsJuin2017
N 7937 10061 3049 915

Age 68.6:10 75 68,8 64.2

% Femme 31,1 42 40,4 48

FA valvulaire 6,6 % 1,4 % NP 25,5 %

STCCCV
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