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IMPLANTABLE PHYSIOLOGIC OPTIMIZED DOSIMETER FOR TREATING ADVANCED CONGESTIVE HEART FAILURE
S. Kar, D. MacClean, J Aragon, R Makkar, F. Litvack, J.Whiting, N. Eigler.  
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We are evaluating and validating a percutaneously inserted, permanently implanted sensor apparatus that allows the patient or care-giver to make real-time measurements of left atrial pressure, core temperature, and the intracardiac electrogram with a modified hand-held personal digital assistant serving as an Advisory Module. The Module contains the physician’s dynamic prescription and instructs the patient with real-time parameter-driven treatment instructions. Devices are implanted in the intra-atrial septum via transseptal catheterization. Three of 3 pigs have successfully received the implant for up to 4 months duration.  Frequent ambulatory monitoring has detected high fidelity parameter waveforms. At follow-up pigs are catheterized to confirm device calibration. Devices have remained calibrated within 2 mm Hg for this duration. The left and right atrial surfaces are covered with a proliferating, non-inflammatory neointima within 3 weeks after implantation.  A non-invasive method for device recalibration has been evaluated in 35 patients with CHF undergoing routine catheterization.  The method is accurate in individual patients to within ±1 mm Hg. A clinical trial design will be discussed and first patient implants are anticipated within 6-9 months.        

