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Fact Sheet: WATCHMAN™ Clinical Studies  
 

Data from several clinical trials have demonstrated the safety and the efficacy of the 

WATCHMAN™ Left Atrial Appendage (LAA) Closure Device as a proven device alternative to 

warfarin for reducing risk of stroke in patients with atrial fibrillation (AF). In fact, WATCHMAN™ 

is the most studied LAA closure device in the world with over 2,000 patients enrolled in 

prospective studies and over 4,000 patient years of follow-up. In addition, it is also the only 

LAA closure device whose efficacy has been demonstrated under a large multi-centre, 

prospective, randomised clinical trial. 

 

The PROTECT AF trial1 

The WATCHMAN™ LAA Closure Device for Embolic PROTECTion in Patients with Atrial 

Fibrillation (PROTECT AF) trial was a prospective, randomised, multi-centre trial which 

compared the device to warfarin for thromboembolic prophylaxis in patients with non-

valvular AF, who are eligible for therapy with the oral anticoagulant and have a CHADS2 

stroke risk score of 1 or higher.  

 

The study design 

 In total, 707 patients were randomised either to the WATCHMAN™ device or warfarin 

in a 2:1 device to therapy ratio in this non-inferiority trial, with 93 additional patients 

rolled-in.  

 Average age of the 485 patients who received the WATCHMAN™ implant was 71.7 

years; average CHADS2 score equalled 2.2 overall. 

 Implanted patients stayed on post-operative warfarin therapy for 45 days to ensure 

proper endothelialisation.  

 Transesophageal echocardiogram (TEE)i was performed at regular intervals (after 45 

days, 6 months and 1 year after the procedure) to check the placement of the device 

as well as the presence of thrombus. In addition, patients received up to five years of 

biannual follow-up. 

 

The results 

 PROTECT AF demonstrated high rates of success in reducing stroke and mortality and 

the non-inferiority of WATCHMAN™ compared to warfarin. 

o The device was successfully implanted in 88 percent (408 out of 463) of patients 

assigned to this intervention. 

o 92 percent of these patients had LAA closure at six months. 

o 87 percent of patients who received the device discontinued warfarin at 45 

days.2 

 WATCHMAN™ achieved its primary endpoint with a 38 percent relative risk reduction 

for a combined measure of stroke, cardiovascular death and systemic embolism 

compared to long-term warfarin therapy at 1,065 patient years. 

                                                 
i
 Also referred to as TOE. 
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 In addition, PROTECT AF also showed a 29 percent relative risk reduction in all 

stroke and a 90 percent relative risk reduction in haemorrhagic stroke compared to 

warfarin. 

 Both device and warfarin patients experienced adverse events. Whereas for 

WATCHMAN™, those events were concentrated around the procedure, warfarin 

events occurred at any time. In addition, higher rates of adverse events were observed 

>7 days after the procedure within the warfarin patient group (total of 8.2 percent  

compared to 4.1 percent within the WATCHMAN™ group).  

 

Data from the Quality of Life (QOL) Assessment in the pivotal PROTECT AF trial showed 

that patients with non-valvular AF, who had been implanted with the WATCHMAN™ LAA 

Closure Device, had improved QOL at twelve months versus patients treated with warfarin.3 

 

Methods 

 QOL using the SF-12-V2 measurement tool was obtained at baseline and 12 months 

in a subset of 527 patients (349 device and 178 control patients).  

 Both general physical and mental paired health data was available.  

 The change within each limb and the magnitude of change between the two were 

compared.  

 Statistical analysis compared the change in QOL in the randomised groups adjusted 

for baseline. 

 

Results 

 With the WATCHMAN™ LAA Closure Device, there was a significant improvement in 

total physical score, physical function and a decrease in physical limitation. 

 Total physical score improved in 36.1 percent and was unchanged in 30.9 percent 

vs. control in whom 25.8 percent were improved and 33.1 percent were unchanged 

(p=0.02).   

 Mental health improvement occurred in 34.3 percent of the device group vs. 24.2 

percent in the control group (p=0.37).   

 

CAP registry4 

Following the pivotal PROTECT AF trial, WATCHMAN™ was studied in a non-randomised 

registry of patients undergoing WATCHMAN™ implantation, the Continued Access Protocol 

(CAP) Registry. It demonstrated the ongoing improvement in the device’s procedure safety 

and occurrence of adverse events due to more training and growing experience of the 

implanting physicians. 

 
The study design 

 In the CAP registry, an additional 460 patients were implanted with the device at  

26 centres, which had previously also participated in the PROTECT AF trial.  

 Although non-randomised, this registry has the same inclusion and exclusion criteria, 

procedure/treatment protocol, and clinical endpoints as PROTECT AF.  
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 Average age of patients was 74 years and average CHADS2 score equalled 2.4 

overall.  

 Implanted patients received oral anticoagulation therapy with warfarin after the 

procedure.  

 

The results 

 95 percent of all 460 patients taking part in the study were implanted successfully. 

 The trial demonstrated a significant decrease (32 percent) of pericardial effusions, 

the most common adverse event in the WATCHMAN™ device group, as clinicians 

gained more experience with the procedure.  

 Rates of pericardial effusion declined at all centres involved as the experience of the 

implanting clinicians with the procedure increased.  

 Of patients experiencing pericardial effusion, 68 percent were treated with  

pericardiocentesis and 32 percent required surgical intervention. 

 The number of procedure-related strokes was reduced to 0 (in contrast to 1.7 in the 

PROTECT AF trial).  

 95 percent of implanted patients were able to discontinue oral anticoagulation therapy 

with warfarin at 45 days.  

 

ASAP registry5 

AF patients who are not eligible for or intolerant of warfarin have few options for thromboembolic 

prophylaxis, including taking aspirin and/or clopidogrel – a treatment regimen which has a 

higher stroke risk than warfarin.6, 7, 8 

The ASAP (ASpirin And Plavix®) registry was a non-randomised feasibility study designed to 

evaluate if the WATCHMAN™ device is a safe and effective treatment for patients with atrial 

fibrillation who are contraindicated to long-term oral anticoagulation therapy with warfarin.  

 

The study design 

 In total, 150 patients with AF being contraindicated for long-term warfarin therapy 

were enrolled in this registry at four European centres.  

 These patients had a history of haemorrhagic and bleeding tendencies or a hyper-

sensitivity to warfarin. 

 Average CHADS2 score of enrolled patients was 2.8. 

 Post-procedure anti-platelet regimen included intake of clopidogrel over six months 

as well as an indefinite uptake of Aspirin instead of warfarin. 

 Patients were followed-up for up to one year after 3, 6, 12, 18, and 24 months. A TEE 

was conducted at 3 and 12 months to check proper placement of the device and 

closure of the LAA. 

 

The results 

 The ASAP prospective registry showed a 77 percent reduction in the expected ischemic 

stroke rate for AF patients contraindicated to warfarin with the WATCHMAN™ device 

as compared to patients on Aspirin (ASA).9 



 
  

 4 
   
 
 

 Successful implantation of the device was achieved in a total of 142 patients equalling 

94.7 percent (total number of patients enrolled: 150). 

 Over a follow-up of 176.9 patient years, the observed stroke rate was 1.7 percent. 

 

The PREVAIL Trial 

In follow-up to PROTECT AF, a second prospective, multi-centre randomised (2:1) study of 

the WATCHMAN™ device concluded the enrolment of 407 patients at 42 sites in the USA at 

the end of June 2012. The Prospective Randomised EVAluation of the WATCHMAN™ LAA 

Closure Device In Patients with Atrial Fibrillation Versus Long-Term warfarin Therapy 

(PREVAIL) compares the WATCHMAN™ device to warfarin in high-risk patients with atrial 

fibrillation eligible for long-term warfarin therapy. Patients will be followed-up for six months, 

as required prior to submission to the FDA.  

 

The study design 

 The 407 patients enrolled will either receive the WATCHMAN™ device or warfarin 

therapy.  

 First primary endpoints are the same as in PROTECT AF (ischemic and haemorrhagic 

stroke, systemic embolism, and cardiovascular/unexplained death).  

 Second primary endpoints are ischemic stroke and systemic embolism > 7 days 

post-randomisation. 

 

About Boston Scientific 

Boston Scientific is a worldwide developer, manufacturer and marketer of medical 

devices whose products are used in a broad range of interventional medical 

specialties. For more information, please visit: www.bostonscientific.com/watchman-eu/ 
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