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Kanwar SM, Clin Trials Regul Sci Cardiol 2016;1;15:7-13

PFO closure and Migraine NO RESOLUTION



Kanwar SM, Clin Trials Regul Sci Cardiol 2016;1;15:7-13

PFO closure and Migraine possible IMPROVEMENT



MIST Study 2008

• PFO closure (Starflex) vs 

Sham 1:1

• N=147 migraine w/aura

• EP1 cessation of 

symptoms

PRIMA Study 2016

• PFO (Amplatzer) vs 

Medical 1:1

• N=107 migraine w/aura

• EP1 reduction of migraine 

days

PREMIUM Study 2017

• PFO closure (Amplatzer) 

vs Sham

• N=230 migraine w/ and 

w/out aura

• EP1 -50% migraine 

episodes/month

N=3 vs 3 cessations 2.9 vs 1.7 days p=0.17 38% vs 32% p=0.30

Dawson A. et al 
Circulation. 2008;117:1397–404. 

Mattle HP et. al. 
Eur Heart J. 2016;37:2029–36. 

Tobis JM et. al. 
JACC.  2017;5:2766–74 
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N=5 procedure

related sAE

N=1 transient Afib
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• Recurrent of migraine without aurea

• Multiple areas of altered signal 
hyperintense at T2 acquisitions, in 

the white matter
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Black or White MATTER!



Bashir A et. al. Neurology 2013;81;1260-1268 

White matter lesion = Leukoaraiosis = gliosi



Joanna M. Wardlaw. Journal of the American Heart Association. What are White Matter 

Hyperintensities Made of?, Volume: 4, Issue: 6, DOI: (10.1161/JAHA.114.001140) 

What are White Matter Hyperintensities Made of?



Lets make a poll!
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• There are no solid randomized data which 
support PFO closure in patients with migraine

w/ or w/out aurea

• T2 hyperintensities, in the white matter are 
likely small vessel disease in a patient w/ 

hypertension

• There are no high anatomical risk features of 
the fossa ovalis
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Let’s wait, control atherosclerosis risk factors
and follow the patient


