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ACC Targets Heart Failure Readmissions

Cardiology News May 2009

Preventabhle Hospital Readmissions

Among Medicare Beneficiaries
Number of potentially

Initial preventable 30-day Total cost of preventahle
condition/procedure readmissions readmissions
Heart failure 139,000 $903 million
Pneumonia 86,000 $577 million
Chronic obstructive

pulmonary disease 85,000 $552 million
Percutaneous transluminal

coronary angioplasty 68,000 $569 million
Acute myocardial

Infarction 31,000 $199 million
Coronary artery

bypass grafting 27,000 $215 million

Note: Analysis of 2005 Medicare discharge claims data using 3M software.
Source: Medicare Payment Advisory Commission




Heart Failure Hospitalizations
Clinical Impact

HF Is the worse readmission offender
In medicine.

Number of HF hospitalizations has
been escalating and Is expected to
continue to increase In spite of
evidence based and guidelines
recommended therapy.




Safety and Efficacy of Outpatient Nesiritide in Patients With Advanced Heart
Failure: Results of the Second Follow-Up Serial Infusions of Nesiritide (FUSION
II) Trial
Clyde W. Yancy. Henry Krum. Barry M. Massie. Marc A. Silver. Lynne Warner
Stevenson. Mei1 Cheng. Sun Sook Kim, Rosemary Evans and for the FUSION II
Investigators

Cire Heart Fail 2008:1:9-16

Table 2. Primary and Secondary End Points

Placebo Combined

(n=306)

Nesiritide Combined

(n=605)

HR (95% Cl)

Primary end point

All-cause mortality or cardiovascular/renal
hospitalization*

All-cause mortality
Cardiovascular/renal hospitalization
Secondary end points

No. of cardiovascular or renal
hospitalizationst

No. of cardiovascular hospitalizations onlyt
No. of renal hospitalizations only

No. of days alive and out of the hospital
Change in KCCQ overall summary scorei
Cardiovascular deatht

111 (36.8)

29 (9.6)
101 (33.9)

08+1.9

0.6+1.65
00
74.8+17.5
14.2+21.1
27 (9.2)

218 (36.7)

56 (9.5)
191 (32.9)

1.0+4

0.9+3.97
0+0.23
72.5+20.5
13+24.1
47 (8.1)

1.03 (0.82, 1.3)

1.01 (0.64, 1.58)
0.99 (0.78, 1.26)

0.91 (0.57, 1.46)




Heart Failure Hospitalizations
Clinical Impact

HF hospitalizations increase
risk of early and subsequent
mortality.

Volume overload and
pulmonary congestion are the
most common causes of
hospitalizations in pts with HF.




Heart Failure Hospitalizations
Clinical Impact

Volume overload and pulmonary
congestion are the most common
causes of hospitalizations in pts with
HF.

Early diagnosis and treatment may help
to prevent hospitalizations, improve
qguality of life and possibly reduce
mortality.




Change in PAD pressure prior to hospitalization

(Adamson et al JACC 2003:41:565)
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Chronicle ® Implantable Hemodynamic
Monitor (Medtronic)

The monitor
Includes pressure
sensor and a
memory to store
continuous
pressure trends as
well as HR patients
activity level and
temperature.




Chronicle Data
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1.. Bourge, RC, Abraham, WT, Adamson, PB, etal. J
Am Coll Cardiol 2008;51:1073-9
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15t LAP measurement
Catheter vs. HeartPOD  (unfiltered)




Septal placement
and long-term tissue response

RA

fossa ovalis

LA

Duration: 37 months



Caution — Investigational device. Limited by
Federal law to investigational use



N

Age (range)

Gender (% male)
ADHF prior 1 yr
NYHA Class (median)

Prior Ml

Diabetes
Renal dysfunction (GFR<60)

Bi-ventricular pacemaker or ICD
ACEIl or ARB
-blocker

Loop diuretic
Aldosterone inhibitor

BNP (pg/ml)

VO, max (ml/min/kg)
LVEF (%)

PCW (mmHgQ)

Cardiac index (I/min/m?)

,QFOXGHV SDWLHQWV

Phase A
Baseline demographics

40
66 +10 [47-83]
78%
1.5+0.8
3 Elderly, with a high incidence of
73% co-morbidities
60% _ _
68% High frequency of device and
55% guideline-driven medical
97% therapy
92% Partially compensated HF with
100% reduced functional capacity
47% :
and abnormal resting
357+ 346 hemodynamics
13.8+ 4.4
32 + 12 [10-60]*
19+8
2.2+0.5

ZLWK SUHVHUYHG ()



HeartPOD LA (mmHg)

HeartPOD™ LAP vs. PCW
3 and 12 months post implant
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LAP-guided therapy
Improved pharmacological profiles
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ACE/ARB
Error bars = 95% Confidence Intervals

+40%

-blocker

B Observation Period
B Stability Period

Loop Diuretic

Furosemide dose
decreased from 151
to 111 mg/day

LAP-Guided Therapy
altered diuretic dose
53% of days



LVEF

LVEF LVEF 12- P_value
baseline Months
All patients (n=34) 33.6+£12.7 40.7+£14.0 <0.001
Systolic dysfunction
(EF<0.40, n=25) 27.4+£7.5 35.5+£9.6 <0.001
Preserved systolic function 50.547 5 55 2414 3 0.38

(EF 0.40, n=9)




Clinical parameters in surviving patients

Baselne  12-Months  P-Value

NYHA class 2.610.5 1.8+0.8 0.001

eGFR (miimin 1.73m) 55420 54+29 0.46




35 Patients Surviving 1 Yr

ADHF episodes and duration
Year prior vs. year after implant

35 Patients Surviving 1 Yr
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Conclusions

Early feasibility data indicates that

LAP monitoring has a reasonable safety profile, is accurate, and sufficiently

durable
LAP is often controllable in ambulatory patients with severe HF
LAP control may be associated with freedom from HF events

Monitoring can be successfully combined with a physician-directed patient
self-management strategy that may facilitate improving pharmacological

profiles and outcomes

These data warrant consideration of a randomized controlled trial to evaluate the

safety and clinical effectiveness of this monitoring/therapeutic system.



Left Atrial Pressure
Clinical Trial To Q[:_)timize
Heart Failure Therapy

Pivotal IDE to begin Q4 2009

Randomized controlled trial of 730 patients at up to 75 centers, in
Class Il HF regardless of LVEF and 1 ADHF hospitalization within
12 months.

— HeartPOD stand-alone LAP system
— Auricle LAP /CRT-D system
— Physician directed patient self-management



Pulmonary
Artery Devices



Non-Continuous PA Pressure Recording

Sensor

Nitinol anchoring loop









Sensor

Nitinol anchoring loop
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1st International Congress on
Cardiac Problems in Preghancy
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