
Control Intervention 

Primary comparison: change in the proportion of patients treated with oral 

anticoagulation, from baseline to one year 

Secondary clinical outcomes of death, stroke, bleeding 

Randomize  

48 centers 

 

Patients (plan 40–70 per center) 

 AF  

 CHADS-VASc ≥ 2 

 No absolute contraindication to 

oral anticoagulation 

 Able to give consent 

One-year 

follow-up 

 Cluster randomized design 

 Multifaceted patient and 

provider education with data 

monitoring and feedback 

ClinicalTrials.gov Identifier: NCT02082548 

Cluster Randomized Trial 
Argentina, Brazil, China, India, Romania 





Intervention 

Education (patient and provider) 

 Clinical monograph 

 3 background webinars 

 Monthly site calls with national 

coordinating center 

 Focus on common reasons for 

withholding anticoagulation 

 Also promoted adherence for 

patients on treatment 

 Customized in each country 

Measurement and feedback 

 Reasons for non-treatment 

collected 

 National coordinating center 

reviewed data on treatment each 

month 

 Each patient reviewed by site and 

questions reviewed with national 

coordinating center 



Intervention group 68% 79% 80% 

Primary Results  
(2281 patients, anticoagulation status over one year) 

1-year adjusted OR (95% CI):  

3.28 (1.67, 6.44); P=0.0002 

 Baseline 6 months 12 months 

Control group 64% 67% 67% 

Δ12-month 

= 9.1% 



Results 
Persistence and new treatment 

Intervention 

group 

(n=1184) 

Control 

group 

(n=1092) 

Adjusted 

odds ratio 

(95% CI) 

 

p value 

Patients who were on oral 

anticoagulation at baseline, and 

were on oral anticoagulation at 1 year 

761/804 

(95%) 

661/703 

(94%) 

1.68 

(0.90, 3.12) 
0.10 

Patients who were not on oral 

anticoagulation at baseline, but 

were on oral anticoagulation at 1 year 

182/380 

(48%) 

71/389 

(18%) 

4.60 

(2.20, 9.63) 
<0.0001 



 0 3 6 9 12 

Number at risk:   Months from baseline visit 

Intervention group 1176 1156 1124 1019 653 

Control group 1090 1071 1044 976 615 

HR (95% CI): 0.48 (0.23,0.99) 

log-rank p=0.043 

Stroke 



Conclusions 

 A customized, multifaceted, and multilevel intervention involving 

education of patients with atrial fibrillation and their providers, with 

regular monitoring and feedback, resulted in a significant increase in 

the proportion of patients treated with anticoagulation.  

 In this trial, in the intervention group, about half of patients not on 

anticoagulants at baseline were treated at one year. 

 The nominally significant reduction in stroke underscores the 

potential impact of such an intervention to improve the use of 

anticoagulants for stroke prevention around the world. 


