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Agenda

• FDA mandates age, neurology and cardiology 

assessment of stroke etiology, and device

• Recommendation for shared decision making in IFU

• Controversial: is PFO closure in cryptogenic stroke a 

preference-sensitive decision?







Amplatzer PFO Occluder IFU

..recommended that the medical team 

(neurologist and cardiologist) and the 

patient engage in a shared decision-

making process…taking into account the 

patient's values and preferences



FDA requirements for PFO closure

•Ages 18-60 years

•Cryptogenic stroke determined by 

neurologist and cardiologist

•Amplatzer PFO Occluder device



Shared decision making in PFO closure

• “(I)t is essential that we engage in shared decision 

making with neurologists…”

• “Team-based, multidisciplinary, Bayesian clinical 

judgment on an individual basis still remains the 

core of decision-making.”

• “(T)he medical team and the patient (discuss) 

risks and benefits…while taking into account the 

patient’s values and preferences.”

Poulin and Kavinsky. Cardiac Interventions Today. May/June 2017;  

Pristipino et al. Catheterization and Cardiovascular Interventions 2013; 

Instructions for Use, Amplatzer PFO Occluder



Common myths

• The decision is shared between the two 

subspecialists- and a recommendation is made

• Impossible- patients always ask me what I would do

• We already do it perfectly (or, at least, our patients 

are happy)

• It’s easy! Just give the patient a pamphlet to review

Legare, Thompson-Leduc. Patient 
Educ Couns 2014 



Patient materials- 8 pages



• Next- knowledge is not power paper- redo 

Joseph-Williams, Edwards, et al. Patient Educ Couns 2014

Knowledge

-disease

-outcomes

-preferences

Power

-perceived 

influence

-permission

Capacity to 

participate in 

SDM



“At one year from now, what are the things that 

are most important?”



Adapted from Joseph-Williams et al. BMJ 2017;357:bmj.j1744

Decision Support – brief or extended
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Who mandates a shared decision making approach?



Preference-sensitive decisions

• More than one reasonable option exists

• Uncertainty exists in evidence 

• Patient preferences vary (i.e. 

geographically) or are distinct from 

healthcare professional preferences



CMS defines preference-sensitive conditions

• “(A) medical condition in which the clinical 

evidence does not clearly support one 

treatment option, and the appropriate 

course of treatment depends on the values 

or preferences of the beneficiary 

regarding… the scientific evidence for 

each treatment option.”



Medicare National Coverage Decision for left atrial 

appendage closure

A formal shared decision making interaction

(on anticoagulation choices)

using an evidence-based decision tool

with an independent, 

non-interventional physician





Product labeling: patient handout

50% less strokes with 

the device compared 

to medication

Of 1000 people, there were 6 less 

strokes with the device 

compared to medication



Conclusion

• FDA mandates age, neurology and cardiology 

assessment of stroke etiology, and device

• Recommendation for shared decision making in IFU

• Controversial: is PFO closure in cryptogenic stroke a 

preference-sensitive decision?


