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Pulmonary capillary wedge pressure at rest and during 
exercise and long-term mortality in patients with 
dyspnea & suspected heart failure with preserved 

ejection fraction 

European Heart Journal (2014) 35, 3103–3112



Mortality and modest 6M ePAD changes

n=790
Zile et al. Circ Heart Fail. 2017 Jan;10(1)

18% had PAD decrease 
with decreased mortality

29% had PAD increase 
with increased mortality
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LA legs deployed Post deployment 

Fluoroscopic Images



Computer simulation: 8mm interatrial shunt device (IASD) 

provides acute LA decompression at rest & during exercise

Left Atrial Decompression:

Courtesy of Dan Burkhoff, MD, PhD

Inter-atrial Shunt Therapy in HFPEF?
61

LA pressure
RA pressure

Kaye et al  J Cardiac Fail 2014;20:212e221



Hasenfuß G: Lancet 2016; 387: 1298–304Feldman T: Circ Heart Fail. 2016 Jul;9(7) NCT02600234



Intracardiac shunt device for HFpEF
(REDUCE LAP-HF): multicentre, open-label, single-arm, phase 1 trial 

n=64
Hasenfuß G: Lancet 2016; 387: 1298–304



Intracardiac shunt device 
for HFpEF

(REDUCE LAP-HF): multicentre, open-label, 
single-arm, phase 1 trial 

n=64
Hasenfuß G: Lancet 2016; 387: 1298–304
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1-Year Outcomes After InterAtrial Shunt Device for HFpEF
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1-Year Outcomes After InterAtrial Shunt Device for HFpEF

Workload indexed peak exertion wedge pressure
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REDUCE LAP-HF Kaye Circ Heart Fail. 2016 Dec;9(12). pii: e003662



Sustained Clinical Efficacy
At one year IASD therapy was associated with sustained improvements 

in NYHA class, quality of life score and six minute walk distance 
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REDUCE LAP-HF Kaye Circ Heart Fail. 2016 Dec;9(12). pii: e003662



Freedom from HF Re-Hospitalization 
Comparison to CARDIOMEMS Preserved EF Cohort 
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Cardiomems data: FDA panel pack

n=62                                                                 n=57                                                    n=16

Circ Heart Fail. 2016 Dec;9(12)



Transcatheter InterAtrial Shunt Device for the Treatment of Heart Failure: 
Rationale and Design of the Randomized Trial to REDUCE Elevated Left Atrial 

Pressure in Heart Failure (REDUCE LAP-HF I) 

• HF patients with an LV ejection fraction >40% and elevated left sided filling 
pressures who remain symptomatic despite optimal guideline directed medical 
therapy

• multicenter, prospective, randomized, controlled, single blinded trial

• 40 subjects at 20 investigational sites in the U.S. and 5 sites OUS

• Non-implant control group and 1:1 randomization 

• qualification with supine bicycle exercise testing during right heart catheterization
– elevated PCWP and gradient between PCWP and RA pressure 

• all patients will be sedated and both arms will undergo femoral venous access 
– blinding will include sedation, earphones with music, and blindfolding, or the use of opaque 

screens to prevent viewing imaging screens

– each site will assign blinded and un-blinded staff to facilitate unbiased patient assessments through 
12 months of follow- up 

• control patients who still meet inclusion criteria allowed to crossover to  treatment 
at ≥12 months after the baseline procedure

• 30 day results presented as LBCT at AHA

Circ Heart Fail. 2016 Jul;9(7). pii: e003025. doi: 10.1161/CIRCHEARTFAILURE.116.003025.



Corvia Medical Clinical Study Pipeline
• Pilot study (n=11): non-randomized, single-arm

⁃ Completed (Søndergaard L, et al. Eur J Heart Fail 2014); extended follow-up ongoing

• CE Mark Study (n=64): non-randomized, single-arm

⁃ Completed (Hasenfuß Lancet 2016; Kaye Circ. HF 2016 ); 2Y follow-up complete Q3 2017

• REDUCE LAP-HF I (n=44): RCT mechanistic study

⁃ FDA approved IDE; (enrollment complete); 1Y follow-up complete Dec 2017 

• REDUCE LAP-HF II (n=380): RCT pivotal study

⁃ FDA approved IDE; recruiting

• HFrEF Feasibility study

⁃ FDA approved IDE; recruiting

• REDUCE LAP-HF III (n=100): Post-market Registry Germany

❑ Recruiting  


