
This educational information is intended for Health Care Practitioners regarding the SIMPLAAFY trial.

1  �What is the SIMPLAAFY clinical trial? 
	� SIMPLAAFY is a randomized controlled trial that will evaluate two monotherapy regimens vs. DAPT after 

implant with the WATCHMAN FLXTM Pro Left Atrial Appendage Closure Device in patients with AF. SIMPLAAFY 
will assess whether a less intensive drug regimen may help mitigate post-implant bleeding risk and provide 
other viable options for post-implant treatment. 

12 Month Clinical Follow-Up

Randomization 1:1:1

Reduced NOAC N=619
(for first 3 months,
followed by aspirin)

 
 

DAPT (Aspirin + Clopidogrel) N=619
(for first 6 months, stop

clopidogrel—continue aspirin)

 Aspirin N=619
(for entire study duration)

 

6 Month Primary Endpoint

WATCHMAN FLX Pro
Device Implant

Up to 1,857 patients 

2	 Patient Selection	
	� Patient selection for SIMPLAAFY will follow the standard commercial implant criteria:
	� Per the Instructions for Use (IFU), WATCHMAN FLX Pro is intended to reduce the risk of thromboembolism 

from the left atrial appendage in subjects with atrial fibrillation who: 

	 •  �Are at increased risk for stroke systemic embolism based on CHA₂DS₂-VASc scores and is recommended for 
anticoagulation therapy;*

	 •  �Are deemed by their physicians to be suitable for oral anticoagulation (OAC);

	 •  �Have an appropriate rationale to seek a non-pharmacologic alternative to OAC, taking into account the 
safety and effectiveness of the device compared to OAC;

	 •  �Are able to understand and willing to provide written informed consent to participate in the trial, or who 
have a legal representative who is able and willing to do so; and

	 •  �Are able and willing to return for required follow-up visits and examinations.

*Medicare patients need to meet the CMS NCD 20.34.



3	 Post-Implant Drug Regimen

Implant

0-12 Months
81-100mg aspirin for the duration of the trial 

Aspirin Arm
 

12-Months

3-12 Months
81-100mg aspirin for the duration of the trial 

Reduced NOAC Arm
 

0-3 Months
2.5mg apixaban 2x daily

(preferred) or 10mg
rivaroxaban daily

 

12-Months3-MonthsImplant

 
DAPT Arm

0-6 Months 
81-100mg aspirin + 75mg clopidogrel

   

6-MonthsImplant

6-12 Months
81-100mg aspirin for the duration of the trial

12-Months

4	 Trial Imaging	
	� Follow-up imaging (Transesophageal Echocardiography [TEE] is preferred or computed tomography [CT] is 

acceptable) will occur at 45-days (± 15 days) and 12-months (365 + 30 days) following implant and will be 
assessed by an independent core laboratory. Clinical assessments at 45-days, 3-months, 6-months, and 
12-months will be conducted by office visit (preferred) or by phone to ensure post-implant drug regimen 
compliance.

5	 Key Study Exclusions	
	� This is not an inclusive list. Please refer to the SIMPLAAFY clinical trial protocol at clinicaltrials.gov for full 

study inclusion/exclusion criteria.

	 •  �Subject’s device implant procedure was aborted (i.e., failed implant)

	 •  Subject has a device margin residual leak > 0mm at time of implant

	 •  �Occurrence of complications (major bleeding, systemic embolism, stroke, pericardial effusion requiring 
intervention) during the implant procedure, post-procedure, or prior to randomization

	 •  �Subject has a contraindication to one of the three protocol defined drug regimens

	 •  �Subject requires long-term anticoagulation therapy for reason other than AF-related stroke risk reduction 
or requires chronic P2Y12 inhibitor therapy

	 •  �Subject has known history of severe liver disease including cirrhosis with a Child-Pugh classification C or D

	 •  �Subject with known hypercoagulability disorder, mechanical heart valve, rheumatic heart disease, or 
recurrent deep vein thrombosis

	 •  �Subject has intracardiac thrombus, LAA sludge, or dense spontaneous echo contrast (SEC) observed during 
pre-implant imaging

For more information on the SIMPLAAFY clinical trial, visit bsci.com/simplaafy

CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings and 
instructions for use can be found in the product labelling supplied with each device or at www.IFU-BSCI.com. Products shown for 
INFORMATION purposes only and may not be approved or for sale in certain countries. This material is not intended for use in France.
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https://www.bostonscientific.com/en-US/products/laac-system/simplaafy-clinical-trial/simplaafy-clinical-trial-for-physicians.html?_gl=1*16r228g*_gcl_au*MTA4MjU0NTk0OC4xNzI4NDM5NTgw*_ga*MTk2MDg1Mzg1Ny4xNzE2OTE1Njc2*_ga_759NN7RMMK*MTcyODY1OTQ4MS42LjEuMTcyODY1OTQ4OC4wLjAuMA..
https://clinicaltrials.gov/study/NCT06521463?cond=SIMPLAAFY&rank=1
https://www.bostonscientific.com/en-US/products/laac-system/simplaafy-clinical-trial/simplaafy-clinical-trial-for-physicians.html?_gl=1*16r228g*_gcl_au*MTA4MjU0NTk0OC4xNzI4NDM5NTgw*_ga*MTk2MDg1Mzg1Ny4xNzE2OTE1Njc2*_ga_759NN7RMMK*MTcyODY1OTQ4MS42LjEuMTcyODY1OTQ4OC4wLjAuMA..

