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I. WATCHMAN™i Left Atrial Appendage (LAA) Closure Device and stroke 

risk reduction in in patients with atrial fibrillation 

 

1. What is WATCHMAN™? 

The WATCHMAN™ Left Atrial Appendage (LAA) Closure Device is a minimally-

invasive device solution designed to help reduce risk of stroke in AF patients.ii 

[Please see footnote for difference between valvular and non-valvular AF] It is 

designed to be permanently implanted at or slightly distal to the ostium (opening) of 

the LAA. The device consists of a self-expanding nickel titanium (nitinol) frame 

structure with fixation anchors and a PET fabric cover designed to prevent clots from 

exiting the left atrial appendage of the heart, a thumb-sized pouch on top of the left 

side of the heart, which is known as the main source of emboli responsible for stroke 

in patients with atrial fibrillation.1 

 

2. What is Atrial Fibrillation (AF) and how many people are affected? 

Atrial fibrillation, or AF, is the most common type of arrhythmia, a problem with the 

rate or rhythm of the heartbeat. During an arrhythmia, the heart can beat too fast, too 

slow, or with an irregular rhythm. AF occurs if rapid, disorganised electrical signals 

cause the heart's two upper chambers, the atria, to fibrillate. While AF usually isn't 

life-threatening, it is a serious medical condition that sometimes requires emergency 

treatment and can lead to complications, including stroke and heart failure.2 

Across Europe, about six million people have AF3, 4, with approximately one to two 

percent of the general population being affected.5 AF affects around 800,000 people 

a year in the UK6. AF is strongly age-dependent, affecting four percent of individuals 

older than 60 years and eight percent of persons older than 80 years. Approximately 

25 percent of individuals aged 40 years and older will develop AF during their 

lifetime.7 

 

3. Why do patients with AF have a higher risk of stroke? 

In atrial fibrillation, the heart does not contract as strongly as it should. This can cause 

blood to pool in the heart and form clots. When the blood clots dislodge, they may 

move to the brain, where they can become trapped in a narrow brain artery, blocking 

the blood flow and causing a stroke. AF is estimated to be responsible for approximately 

15 percent of all strokes,8, 9, 10 and for 20 percent of all ischemic strokes.11 AF-related 

                                                 
i 
Note: in the United States, WATCHMAN™ is limited by federal law to investigational use. It is not 

available for sale in the United States. 
ii
 Valvular AF occurs in patients who have evidence or history of rheumatic mitral valve disease or a  

  prosthetic valve. In contrast, the term non-valvular AF applies to all other forms of AF and thus occurs in  
  patients who do not have rheumatic mitral valve disease, a prosthetic heart valve or mitral valve repair. 
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strokes are generally associated with poorer outcomes than non-AF-related strokes, 

as well as with higher levels of morbidity and higher inpatient costs than other stroke 

patients.12,13  

 

4. Who is eligible for the WATCHMAN™ implant? 

In August 2012, the WATCHMAN™ device received approval for expanded use in 

Europe based on results from the ASA Plavix (ASAP) study, which showed a 77 

percent reduction of ischemic stroke risk in high risk patients with AF who are 

contraindicated to warfarin 14. This indication expansion offers a treatment alternative 

to patients with AF, both indicated and contraindicated to anticoagulation therapy, 

thus extending the benefits of the therapy to a wider population and especially those 

at higher risk than others.15, 16, 17   

 

5. How does the WATCHMAN™ device work? 

Implanting the WATCHMAN™ device is a one-time procedure which aims at reducing 

the risk of ischemic stroke and systemic thromboembolism in patients with AF. The 

device is designed to permanently close off the LAA, the main source of emboli 

responsible for stroke, and thereby avoid the migration of emboli to the brain. To date, 

more than 3,000 patients have undergone LAA Closure with the WATCHMAN™ device. 

 

6. What do the current guidelines of the European Society of Cardiology (ESC) 

say about LAA closure procedures?  

The recent 2012 update of the “Guidelines for Management of Patients with 

Atrial Fibrillation” issued by the European Society of Cardiology (ESC) 

recommends LAA closure as a class IIb, level of evidence b, for patients with 

with a high stroke risk and contraindications for long-term oral anticoagulation, 

based on existing clinical evidence such as the PROTECT AF trial. Already in 

its previous guidelines published in August 2010, the ESC suggested that 

closure of the LAA may reduce stroke in AF patients. 

 

7. How does the WATCHMAN™ implant procedure work? 

The WATCHMAN™ device is implanted through a femoral access via a trans-septal 

approach by using a catheter-based delivery system. The WATCHMAN™ device is 

deployed at or slightly distal to the ostium (opening) of the left atrial appendage to 

permanently seal off the LAA. The implantation is guided by fluoroscopy and 

transesophageal echocardiogram (TEE)iii to verify proper positioning and stability. It is 

                                                 
iii 

Also referred to as TOE.  
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a minimally-invasive procedure that usually lasts about an hour and is conducted with 

general anaesthesia.   

 

Following the procedure, patients typically need to stay in the hospital for 24 hours 

and should remain on warfarin and 81mg aspirin for a minimum of 45 days (INR 2.0 

to 3.0). At 45 days after the implantation, a transesophageal echocardiogram (TEE) is 

performed for further assessment of the device. Physicians may then decide to 

discontinue warfarin therapy for individual patients. [Please refer to accompanying 

footnoteiv and WATCHMAN™ Instructions for Use for more detailed information]. 

Patients who are contraindicated to anticoagulation therapy or who are no longer 

taking warfarin should continue treatment with 75mg clopidogrel and an adult aspirin 

dose daily through six months from the date of implant and should remain on one 

adult aspirin indefinitely. 

 

8. What adverse events can be associated with WATCHMAN™? 

As with any procedure, there are up front risks associated with the WATCHMAN™ 

implant. The most common complication is pericardial effusion. Prior to implanting a 

WATCHMAN™ device, the implanting physician must complete training geared toward 

improving implantation technique and familiarity and reducing adverse events that 

may occur on the operating table. 

  

9. Is LAA Closure with WATCHMAN™ a difficult procedure to perform? 

It is a challenging procedure which requires extensive training of each implanting 

physician and a Certification to Implant. With proper training, it is a safe and effective 

treatment for patients with non-valvular AF who are at risk of stroke, be them eligible 

for or contraindicated to warfarin therapy. To educate future implanters on the optimal 

implant procedure for WATCHMAN™, Boston Scientific has developed a unique and 

very comprehensive, three-step physician training programme, which exceeds other 

device trainings currently available and includes online courses, hands-on training 

                                                 
iv
 Detailed post-procedure information: 

a. Patients should remain on warfarin and 81mg aspirin for a minimum of 45 days post implant (INR 2.0-
3.0). At 45 days assess WATCHMAN™ Device with TEE. Cessation of warfarin is at physician discretion. 
Patients ceasing warfarin should begin clopidogrel 75mg and adult aspirin daily through 6 months post-
implant and remain on one adult aspirin per day indefinitely.  

b. At 45 days assess WATCHMAN™ Device with TEE.  
o Confirm absence of intra-cardiac thrombus  
o Perform color Doppler assessment to include the device/LAA border at the following 

approximate TEE angles (0°, 45°, 90°and 135°). Measure any residual jet around the device if 
necessary.  

c. Prescribe appropriate endocarditis prophylaxis for 6 months following Device implantation. The 
decision to continue endocarditis prophylaxis beyond 6 months is at physician discretion 
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with Virtual Reality technology and patient cases at one of the 15 existing 

Professional Training Centres in Europe as needed.  

 
10. Where is WATCHMAN™ currently available? 

The WATCHMAN™ LAA Closure device is now available in 30 countries worldwide, 

including most European countries. The device received the CE Mark in 2005 and 

was commercialised outside the United States in 2009. [In the US, the WATCHMAN™ 

device is an investigational device, limited by applicable law to investigational use 

only and not yet available for sale.]  

 
 

II. Body of clinical data for WATCHMAN™  

 
11. Is the WATCHMAN™ device clinically proven?  

The WATCHMAN™ LAA Closure Device is the most studied LAA closure device in the 

world and has shown the most consistent results in clinical trials, with more than 

4,000 patient years of data supporting its safety and efficacy. It is the only LAA 

closure device that has been studied in several registries and under a large multi-

centre, prospective, randomised clinical trial with published results (PROTECT AF)18 

a continued access registry (CAP)19 and most recently a prospective registry ASA 

Plavix Registry (ASAP) 20.  

 

12. What are the major trials for the WATCHMAN™ device?  

The WATCHMAN™ device has been studied in three pivotal trials, which all reached 

their primary endpoints: the PROTECT AF trial, the Continued Access Registry (CAP) 

and the ASAP Registry. A fourth one – PREVAIL – is ongoing, after completing 

enrolment of 407 patients at 42 sites at the end of June 2012. This study will follow 

the enrolled patients for six month and compares the WATCHMAN™ device to 

warfarin in high risk patients with AF, who are eligible for long-term warfarin therapy. 

Patient follow-up of six months is required prior to submission to the U.S. Food and 

Drug Administration (FDA) for approval. 

 

13. What did the results from PROTECT AF and CAP demonstrate?  

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

Atrial Fibrillation (PROTECT AF) trial showed WATCHMAN™’s non-inferiority to 

warfarin and demonstrated a 38 percent relative risk reduction for a combined 

measure of stroke, cardiovascular death and systemic embolism compared to long-

term warfarin therapy in 707 randomised patients.  In addition, the study also showed 

a 29 percent relative risk reduction in all stroke. 
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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. Although non-randomised, this registry 

has the same inclusion and exclusion criteria, procedure/treatment protocol and 

clinical endpoints as PROTECT AF. It 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. 

 

14. Which new clinical data is available for WATCHMAN™?  

At the HRS congress 2012 in Boston, results of the ASAP (ASpirin And Plavix®) 

registry, a non-randomised feasibility study were presented for the first time.21 The 

ASAP prospective registry showed a 77% reduction in the expected ischemic stroke 

rate for patients contraindicated to warfarin with the WATCHMAN device as compared to 

patients on ASA. Successful implantation of the device was achieved in a total of 142 

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

implantation of the device was achieved in a total of 142 patients equalling 94.7 percent 

(total number of patients enrolled: 150). 

  

15. How was the ASAP study designed? 

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

(average CHADS2 score: 2.8) were enrolled in this registry at four European centres. 

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

hypersensitivity to warfarin. 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 three and twelve months to check proper 

placement of the device and closure of the LAA. 

 

16. Are there plans for additional trials on WATCHMAN™?  

Yes. In follow-up to PROTECT AF, the WATCHMAN™ device is currently being 

evaluated in a second clinical study, the Prospective Randomised EVAluation of the 

WATCHMAN™ LAA Closure Device In Patients with Atrial Fibrillation Versus Long 

Term warfarin Therapy (PREVAIL) trial. Primary efficacy endpoints are the same as in 

PROTECT AF (ischemic and haemorrhagic stroke, systemic embolism and 

cardiovascular death). Enrolment of 407 patients at 42 sites was completed at the 

end of June 2012.  
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