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https://www.sentinelinitiative.org/sentinel/methods/330
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FDA-Catalyst: IMPACT-AFib randomized trial

IMplementation of a randomized controlled trial to 
imProve treatment with oral AntiCoagulanTs in patients 
with Atrial Fibrillation

▪ Direct mailer to health plan members with AFib, high 
risk for stroke, and no oral anticoagulant (OAC) 
treatment, and their providers to encourage 
consideration of OACs
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IMPACT-Afib Participating Sites 
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Atrial fibrillation, a common and 
important problem

▪ 2.7–6.1 million people in the U.S. have atrial 
fibrillation (AFib)

▪ 4-5 fold increase in risk of stroke

• 750,000 added strokes per year in U.S.

• Contributes to 130,000 deaths

▪ ~2/3 of AFib related stroke is preventable with 
oral anticoagulants (OACs)

▪ 40-60% of AFib patients at risk of stroke are not on 
OAC therapy 

Birman-Deych et al 2006; CDC Afib Fact Sheet; Connolly et al 2011; 
Go et al 1999; Nieuwlaat et al 2006; Partington et al 2007;
Waldo et al 2005; Walker et al 2008; Wilke et al 2012
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Objective

To estimate the number of health plan members with 
AFib at risk for stroke without evidence of OAC use
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Trial cohort eligibility

▪ Adult ≥30 years old 
• Medical & pharmacy coverage for ≥365 days

▪ ≥2 AFib diagnosis codes

▪ No OAC dispensing (or ≥4 INR measurements) within the last 
year

▪ High risk for stroke (CHA2DS2-VASc score >2)

▪ Exclusions:
• History of mechanical prosthetic valve, deep vein thrombosis, 

pulmonary embolism, intracranial bleed

• Hospitalized bleed in last 6 months

• Current pregnancy

• Current P2Y12 inhibitor treatment, e.g., clopidogrel
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Estimating CHA2DS2-VASc in feasibility query
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No OAC treatment (-365d)

Look for OAC treatment, stroke/TIA, bleeds (+365d)

Example patient with AFib codes in red

▪ Follow-up period: 365 days after 2013 diagnosis or until 
an event or disenrollment

▪ Event definitions:

• Anticoagulant treatment (>1 NDC or >2 INR CPT codes)

• TIA or stroke (>1 ICD-9-CM code in any care setting)

• Bleeding (>1 ICD-9-CM code in any care setting)
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specifications 

Timeline

February 2016 April 2016March 2016

Apr 4: Reports 
assembled, shared 
with WorkgroupFeb 9: Began 

feasibility query 
development



info@sentinelsystem.org 14© 2017 Sentinel Operations Center. All Rights Reserved.

Results from five Data Partners

▪ 44,786 individuals identified with AF with 
no evidence of current or recent OAC use

▪ 38,759 (87%) eligible for anticoagulant treatment

▪ Among those, by end of follow up:

• 12,867 (33%) had evidence of anticoagulant dispensing

• 5,917 (15%) had a documented TIA or stroke

• 3,469 (9%) had a documented bleeding event
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Proportion of AFib members at five Data Partners
with an event at end of follow up

33%

15%

9%

24%

2%
3%

0%

5%

10%

15%

20%

25%

30%

35%

OAC initation TIA or stroke Bleeding event

CHA2DS2-VASc score ≥2 
(N=38,759)

CHA2DS2-VASc score <2
(N=6,027)



info@sentinelsystem.org 16© 2017 Sentinel Operations Center. All Rights Reserved.

Conclusions

▪ Identified a large number of health plans members 
potentially eligible for IMPACT-AFib

▪ Confirmed public health importance 

▪ Demonstrated capability (and speed!) of Sentinel 
infrastructure to support assessment of trial 
feasibility

▪ Limitations

• Crude estimates due to analytic limitations of tool

• Misclassification associated with claims data
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Where are we now?
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Thank you!

Contact: 
Noelle_Cocoros@harvardpilgrim.org
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