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Background and AIM of the study

Oral anticoagulants (OACs) are underused for stroke prevention
In patients with atrial fibrillation (AF).

AIM of the study
To evaluate If an educational intervention
targeted towards the patient and healthcare
provider help to increase OAC Initiation




Study design

Patients . * Aim to increase the use of oral anticoagulation
»Atrial fibrillation (AF) (two claims) gggg)on;"zte (OAC) among patients with AF and risk of stroke
*CHA,DS,-VASC 2 2 U000 patients » Combined patient and provider level intervention
*No admission for bleeding in prior 6 months 3
*Not prescribed anticoagulant in the prior 12 months
*Age 2 30 years

Control Patient- + provider- |

level intervention

Primary comparison: difference in the proportion of patients with AF started
on OAC over the course of the 12-month trial

Secondary outcomes: proportion of days covered with OAC prescription, number of
patients on OAC at end of one year; admissions for stroke or bleeding; deaths (subset)
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Methods

* US Food and Drug Administration-funded prospective trial.

« Patient selection and follow-up were via the databases of five
Insurance companies.

* Inclusion criteria: patients aged =30 years with AF and a
guideline-based indication for OAC (CHA,DS,-VASc score of
>2).

« Exclusion criteria: patients been prescribed an anticoagulant in
the prior 12 months or been admitted to hospital for bleeding in
the prior 6 months.




Education mailing
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Patient baseline characteristics

Early Intervention
N=23,546

Age (years), Mean

2 75 years old

Female

CHA,DS,-VASc score, Mean

ATRIA Score 2 5

History of Hospitalization for Bleeding

77.8(9.7)
14,589 (62.0%)
11,262 (47.8%)

4.53 (1.68)
11,165 (47.4%)

4,409 (18.7%)

Delayed Intervention

N=23,787

77.9(9.7)
14,688 (61.7%)
11,162 (46.9%)

4.50 (1.65)
11,239 (47.3%)

4,481 (18.8%)
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Results

* The primary endpoint of OAC Initiation over the course of the
12-month trial occurred in 9.89% of patients in the intervention
group and 9.80% of patients in the control group (adjusted odds
ratio 1.01; 95% confidence interval 0.95-1.07).

 No statistical differences between groups regarding the
secondary endpoints.



Primary endpoint
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Secondary endpoints

Early Intervention

Cumulative Incidence

Hospitalization for

ischemic/ unknown stroke* 1.69
nemorrhag stroke** 041
schemic/ hemorrhagic stroke* 2 0f
hemi hemorrrhagic stroke Mlen embolism* ]
any bleeding event* 1.97%
schemi v'vnm'ri'.u;_ stroke vstemic embolisny bleeding* 3¢
All-cause in-hospital death* 2.48

(95% C))

(1.51
(s '
(1.88
1 4
(1

|  { &)
(2.20

1.88

2.16

Delayed Intervention

% Cumulative Incidence %

(95% C1)

1.74% (1.56%, 1.93%) }
0.34 { 0.4 )

10 (1.90 2.30%) |

01 43

1.99% (1.79 2.19%)

i (3 3¢ o) \
2.35 (2.14° 2.5¢ )

Early Botter

Delayed Bettor

Adjusted HR

(95% CI)

0.92 (0.79.1.08)

0.98 (0.85.1.13)

1.00 (0.87.1.15)

1.03(0.91.1.16)
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Conclusions

* Among a population with a guideline indication for OAC for stroke
prevention with AF, there was no statistically significant difference in
rates of OAC initiation at 1 year with a single education mailing.

* Numerically more patients initiated OAC early after mailing, raising
guestion of whether multiple mailings or further contact may have
been beneficial.

* It was feasible to identify, enroll, and obtain outcomes through this
novel study design using the FDA-Catalyst Network.

» Additional trial are needed to assess feasibility of patient consent and
repeat patient interactions.



