
WATCHMAN* Device: 
Investigational or 
Standard of Care?

AllMed Webinar Series

January 31, 2020

* Trademarks™ or register® trademarks are properties of their respective owners. Use of them does not imply any affiliation with or endorsement by them.



Improving healthcare togetherImproving healthcare together

AllMed 
Webinar 
Series

WATCHMAN Device: Investigational or 
Standard of Care?

David M. Spiro, MD
Medical Director, Vice President 
AllMed Healthcare Management

Joseph A. Guzzo, MD
Cardiology & Cardiovascular Disease 

AllMed Peer Reviewer

MODERATOR PANELIST

Learning Objectives

• Different options for reducing risk of stroke in patients with non-valvular 
Atrial Fibrillation

• Advantages and potential limitations of each option

• Considerations that should be reviewed to determine when using 
WATCHMAN is medically appropriate
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Interactive Discussion

• Ask questions via the Chat window.

• We will answer questions as we go.  

• If we don’t get to all the questions, we 
will send out a Q&A after the webinar.

Exit Survey

• AllMed is a Lean organization with a 
culture of continuous improvement.

• Your feedback helps us shape our 
webinar program.
https://www.surveymonkey.com/r/GTBSKD5

House Keeping
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AllMed Quality Programs: Targeted IRR Flow
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Summary of Clinical Course:

• 54 year old male with atrial fibrillation

• Provider requested a Watchman Device

• History of hypertension, high cholesterol and recurrent strokes 
with subsequent subdural hematoma on anticoagulation 

• Previously on antiplatelet agents for a cryptogenic stroke

• While on the antiplatelet agent, he hit head and developed a 
hematoma that required surgical evacuation and titanium plate 
placement. 

• During the hospitalization, he was found to have atrial 
fibrillation that would require oral anticoagulation to prevent 
another stroke.

The Patient Case Summary
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Warfarin
A blood thinner used to reduce the risk of stroke

• Brand name: Coumadin

• Side affects: can cause severe bleeding and related 
complications

NOACs/DOACs
Factor II/Xa inhibitors used in patients with non-valvular 
atrial fibrillation (AF) 

Advantages:

• Convenience—no requirement for routine testing of the INR

• Lack of susceptibility to dietary interactions

Disadvantages:

• Lack of efficacy and safety data in patients with chronic severe 
kidney disease

• Lack of easily available monitoring of blood levels and 
compliance

• Higher cost, and the potential that unanticipated side effects 
will subsequently become evident. 

Stroke Risk Reduction Options

Conventional Systemic Anticoagulant Agents
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• An alternative to conventional systemic anticoagulant 
agents (warfarin and NOACs)

• Provides “local” therapy of left atrial appendage (LAA) 
closure for stroke prevention

• Permanently implanted Class IIb medical device designed 
to close the left atrial appendage in the heart to reduce 
the risk of stroke.

• In a clinical trial, 9 out of 10 patients with AF were able to 
stop taking warfarin 45 days after the WATCHMAN 
procedure

Stroke Risk Reduction Options

WATCHMAN*
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Source: Boston Scientific. https://www.watchman.com/en-us/how-
watchman-device-works.html

* Trademarks™ or register® trademarks are properties of their respective owners. Use of them does not imply any affiliation with or endorsement by them.
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Contraindications for oral anticoagulant use*

• Hemorrhagic/bleeding tendencies defined as: 
• Active peptic ulcer disease or history of overt 

bleeding of the gastrointestinal, genitourinary, or 
respiratory tract

• Central nervous system hemorrhage, cerebral 
aneurysms

• Dissection of the aorta
• Pericarditis/pericardial effusions 
• Bacterial endocarditis

• Blood dyscrasias

• Unsupervised patients with dementia or 
Alzheimer’s and/or high fall risk 

• Other documented reason (including 
hypersensitivity to warfarin)

Key exclusion criteria includes:*

• Left ventricular ejection fraction < 30%

• Intracardiac thrombus/ dense spontaneous 
contrast by transesophageal echocardiography 
(TEE)

• A patent foramen ovale with atrial septal 
aneurysm

• Complex atheroma with mobile plaque in the 
ascending aorta/aortic arch

• Significant mitral stenosis

• An existing pericardial effusion >3 mm

Contraindications to Conventional Anticoagulants
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* Source: Holmes DR, Reddy VY, Turi ZG, et al. Percutaneous closure of the left atrial appendage versus warfarin therapy for prevention 
of stroke in patients with atrial fibrillation: a randomized non-inferiority trial. Lancet 2009;374:534–42.
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Response to Referral Questions

1. Based on plan policy, is the WATCHMAN device considered investigative?  

Yes. Based on plan policy, the WATCHMAN device is considered investigative.  See rationale.

2. Are there unique circumstances about this member that would make the policy not apply?

Yes. There are unique circumstances about this member that would make the policy not apply.

Rationale (con’t on next page)

The Watchman Device has received FDA marketing approval/clearance as it was subject to FDA regulation.

The medical policy considers Left atrial appendage closure devices as being investigative and therefore not covered. 
Prior authorization of these procedures are not applicable. Claims for this service are subject to retrospective review 
and denial of coverage, as investigative servers are not eligible for reimbursement. 1

Referral Questions & Rationale
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Rationale (con’t)
The National Coverage Determination has established coverage for percutaneous LAAC therapy in its NCD when 
Medicare beneficiaries meet specific criteria.

1. Patient must have a CHADsVasc score of greater then or equal to 3. MET based on the patient having had a stroke 
and history of hypertension. The CHADsVasc score is 3.

2. There must be documented evidence of a formal shared decision interaction between the patient and an 
independent, non interventional physician using evidenced based tool for oral anticoagulation and AF management. 
MET. the patient was seen and discussions were had based on the documentation by an internist, neurologist and 
an electrophysiologist. 

3. Must be suitable for warfarin but deemed unable to take long-term warfarin. MET. The patient had a subdural 
hematoma. There is clear documentation that the patient is able to take short term oral anticoagulation, but not an 
optimal candidate for long term use due to the contraindication for oral anticoagulation based on this history of a 
SDH. The documentation confirms he will need and can take lifelong aspirin for which he is eligible with a lower risk 
of bleeding in his brain, but that long term anticoagulation would be discontinued to minimize recurrent SDH.

The use of the Watchman Device is considered investigational based on the medical policy, but due to this patient's 
unique circumstance of having an embolic stroke for which he was only on aspirin and developed a subdural hematoma 
with subsequent diagnosis of silent atrial fibrillation which placed him at increased risk of stroke and the cause of the 
original embolic event that use of long term anticoagulation further increase risk considerably for another bleed in his 
brain while no anticoagulation considerably increases his risk for another embolic stroke.  The use of the Watchman 
Device in this unique situation should be considered and supported by some medical literature.2,3
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1. Medical Policy

2. Vivek Y. Reddy, Ronald L. Akehurst, Shannon O. Armstrong, Stacey L. Amorosi, Nic Brereton, Deanna S. Hertz, David 
R. Holmes, Cost effectiveness of left atrial appendage closure with the Watchman device for atrial fibrillation 
patients with absolute contraindications to warfarin, EP Europace, Volume 18, Issue 7, July 2016, Pages 979–986

3. Meier B, Blasuw Y, Khattab AA, et al., EHRA/EAPCI expert consensus statement on catheter-based left atrial 
appendage occlusion. Europace 2014; 1397-416.

Sources for Determination

11 Copyright © 2020, AllMed Healthcare Management, Inc. 



Improving healthcare together

Cases in which it is reasonable or necessary to use the 
WATCHMAN device:
• Patients with mechanical heart valves of any type or those with severe 

mitral stenosis who cannot tolerate warfarin. 

• Patients who are unlikely to comply with medications prescribed to them 
including dabigatran (Pradaxa) or apixaban (Eliquis); rivaroxaban (Xarelto) 
or edoxaban (Savaysa, Lixiana) and cannot tolerate warfarin 

• Patients who cannot tolerate warfarin and for whom the NOAC agents are 
too expensive

• Patients with Stage 3 chronic kidney disease CKD or worse, and cannot 
tolerate or afford blood clotting medications, such as apixaban (Eliquis) or 
warfarin

• Patients for whom the NOAC agents are contraindicated, including those 
on enzyme-inducing antiepileptic drugs, e.g., phenytoin (Dilantin) and 
patients who are HIV positive, taking protease inhibitor-based 
antiretroviral therapy and cannot tolerate warfarin

Conclusions

Position Paper and Q&A document to be 
distributed after webinar concludes

* Trademarks™ or register® trademarks are properties of their respective owners. Use of them does not imply any affiliation with or endorsement by them.
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Thank You!

Please complete the short survey 
at the end of the webinar. 

Your feedback is valuable and will 
help us shape our webinar 
program. 

Survey Link: 
https://www.surveymonkey.com/r/GTBSKD5
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