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Background 
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Å Coronary stents are placed to relieve angina, or treat myocardial 

infarction in millions each year. 
 

 

Å Stent thrombosis is rare, but frequently associated with myocardial 

infarction, and may be fatal. 
 

ÅWhile risks diminish over time, there is an ongoing risk of stent 

thrombosis and other ischemic events, beyond one year. 
 

Å No randomized study of dual antiplatelet therapy duration has 

been powered to assess stent thrombosis. 
 

Å The DAPT Study was designed in response to a request from the 

FDA to evaluate the effect of dual antiplatelet therapy beyond one 

year in subjects treated with coronary stents. 



Objectives 

     

ÅTo determine whether dual antiplatelet therapy beyond 12 

months is associated with reduction in stent thrombosis 

and/or major adverse cardiovascular and 

cerebrovascular events  

ÅTo determine the impact of dual antiplatelet therapy beyond 

12 months on moderate or severe bleeding 

 

 In a broadly inclusive population treated with coronary 

stents 
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Thienopyridine + Aspirin 
12-Month 

Observational Period: 
Open-Label 

Thienopyridine + 
Aspirin Required  Placebo + Aspirin 

Time in months after index stent procedure (not to scale)  

3-Month 
Observational 

Period: Off 
Thienopyridine, On 

Aspirin 

Randomization* 
Study Drug 

Treatment Ends 

0 12 30 33 

Enrolled:   Subjects treated with FDA-approved DES or BMS. Subjects on oral anticoagulant 
therapy or with life expectancy < 3 years excluded. 

Randomized:  Free from MI, stroke, repeat revascularization, and moderate or severe bleeding, 
and adherent with thienopyridine (80% to 120% of doses taken and no interruption > 14 days). 

Design 
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ÅOperators selected stent and thienopyridine type  

 

Å Single trial incorporating 5 individual component studies for 

enrollment - each following uniform inclusion criteria and follow-

up schedule specified by the DAPT Study protocol 

 

Å Randomization stratified by site, drug-eluting vs bare metal 

stent, thienopyridine type, and by presence of risk factors for 

stent thrombosis 

 

ÅOne overall clinical events committee, blinded to treatment 

 

ÅOne overall data safety monitoring committee 

Mauri, Kereiakes et al AHJ 2010; 160(6): 1038-1041 
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Study Organization 
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Co-Principal Investigators 
Laura Mauri, Dean Kereiakes 

Study Statistician 

Joseph Massaro 

Executive Committee 
Laura Mauri, Dean Kereiakes, Donald Cutlip, 

Sharon-Lise Normand,  P. Gabriel Steg, 

Robert Yeh, Theodora Cohen,   

Priscilla Driscoll-Shempp 

Advisory Committee 
Eugene Braunwald (Chair), Ralph Brindis, 

David Cohen, Anthony Gershlick,  

Paul Gurbel, David Holmes, Alice Jacobs, A. 

Michael Lincoff,  Daniel Simon,  

Jean-François Tanguay, Douglas Weaver, 

Stephan Windecker, Steve Wiviott  

Data Monitoring Committee 
Robert Bonow (Chair), Charles Davidson, 

James Neaton, William Wijns, Eric Bates, 

Clyde Yancy (ex officio) 

Clinical Events Committee 
Donald E. Cutlip (Chair) 

National Coordinating Investigators 
P. Gabriel Steg (France), Ian Meredith 

(Australia), John Ormiston (New Zealand), 

Harold Darius (Germany),  

Anthony Gershlick (United Kingdom), 

Wojciech Wrobel (Poland), Laura Mauri & 

Dean Kereiakes (United States) 

Public-Private Partnership 

US Food and Drug Administration 

(IDE # G080186, 1RO1FD003870-01)  

8 Funding Stent and Pharmaceutical 

Manufacturers: Abbott Vascular, Boston 

Scientific Corp., Bristol-Myers Squibb 

Co./Sanofi Pharmaceuticals Partnership, 

Cordis Corp., Daiichi Sankyo Co. Limited, 

Eli Lilly & Co., Medtronic Vascular 

Harvard Clinical Research Institute 

(HCRI, Boston, MA) as the study sponsor 

 

 

 



Enrolling Countries 

United States 

United  
Kingdom 

Czech Republic New Zealand 

Australia 

France 

Germany 

Poland 

Romania 

Hungary 

Canada 

11 Countries, 452 Sites  
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Primary End Points 
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   Two powered co-primary effectiveness end points 

ÅDefinite or probable stent thrombosis              

(Academic Research Consortium definition) 

ÅMajor adverse cardiovascular or cerebrovascular events 

(MACCE, death, MI or stroke) 

   Powered primary safety end point 

ÅModerate or severe bleeding           

(Global Utilization of Streptokinase and TPA for Occluded 

Arteries classification [GUSTO]) 

 

 

 

Primary analysis period = drug treatment period of 12-30 m 

Primary analysis cohort: randomized DES-treated subjects 

 

 



 

Co-Primary Effectiveness 

Hypotheses 

 Continued thienopyridine (vs. placebo), over 12-30m after stenting 

Å Increases survival free from stent thrombosis 

Å Increases survival free from MACCE  

 

Benjamini-Hochberg approach requires either of the following : 

 1) p<0.05 on both end points (with hazard ratios in same direction) 

 OR 

 2) p<0.025 on one end point 

 

 

 

 

A sample size of 9,960 randomized drug-eluting stent subjects had >85% 

power to detect a difference in stent thrombosis and/or MACCE. 
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Anticipated treatment effect HR 

Stent thrombosis 0.45 

MACCE 0.75 



9,961 

5,020 Receive 
Thienopyridine + 

Aspirin 

Subject Flow 

Index 
Stent 

Procedure 

DES 
Treated 
Subjects 
22,866  

At Month 12: 
1:1 

Randomization 
Occurs 

12-30 Months: 
Blinded 

Treatment 
Occurs 

4,941 Receive 
Placebo + Aspirin 

Follow-Up 

9,499 
(95.4%) 

9,390 
(94.3%) 

30 Months: 
Primary End Point 

33 
Months  
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0-12 Months: 
All Subjects on 

Open-Label  
DAPT  

Primary Analysis 
BMS 

Treated 
Subjects  

2,816 

1,687  
 845 Receive 

 Placebo + Aspirin 

1,580 
(93.7%)  

1,565 
(92.8%) 

842 Receive 
Thienopyridine + 

Aspirin 
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Baseline Demographics 
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Thienopyridine 

N=5020 

Placebo 

N=4941 P-value 

Age (years) 61.8 61.6 0.24 

Female  24.7% 26.0% 0.15 

Race ï Non White  8.9% 8.6% 0.67 

Ethnicity-Hispanic or Latino 3.2%  3.3%  0.91 

Weight ï kg 91.5 91.5 0.93 

BMI 30.5 30.6 0.92 

Diabetes Mellitus 31.1%  30.1%  0.28 

Hypertension 75.8%  74.0%  0.03 

Cigarette Smoker 24.6%  24.7% 0.91 

Prior PCI 30.4%  31.0%  0.50 

Prior CABG 11.3%  11.8%  0.49 

NSTEMI 15.5% 15.5% 0.93 

STEMI  10.6% 10.3% 0.65 


















































