


























What are we looking at in terms of our initial target population for therapies 
such as Acorn CorCap? To look at that I placed them in the context of the 
spectrum of patients from NYH class I II III,IV.   In the early stages the 
survival rate is pretty good not unlike what you would see in an ?age-match 
control population? number of hospitalizations are very low.  On the other 
extreme in the NYH class IV patients, where the mortality rate is very high 
and very low survival rate, hospitalizations are also high.  These are the 

i h d hi lik ” h i ” L d d l Ipatients that need things like ”rescue therapies” Lvads, and transplants. In 
between is a very sizable group in the NYH class III. These are patients that 
are on the same drug therapies they were on in  class II but are failing that 
therapy. They are having continued symptoms or progressive symptoms 
despite this medicated therapy.  They are having frequent hospitalization 
causing great morbidity as well as a slippery-slope of increased mortality. 
Where they go from a state of being stable in class II and transition from thatWhere they go from a state of being stable in class II  and transition from that 
stable class to a class where the mortality rate is very high. So all the action is 
happening right here in class III. This is where the big gap is and where the 
focus of the attention is in a lot of centers such as your own.   We feel this is 
the most appropriate and perfect spot for a device such as ours. It is not a 
rescue therapy and may not be something you want to go through surgery for 
someone who is stable. But the patient who is at risk for that slippery-slope,
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someone who is stable. But the patient who is at risk for that slippery slope, 
repeated hospitalizations high morbidity high potential for mortality is where 
this opportunity for new therapies are best.. We feel we  bridge that gap from 
the medical therapy to the rescue therapy.  

















After completing a thorough history and physical exam, physicians will 
commonly use the New York Heart Association (NYHA) functional 
classification to help describe the degree of physical disability a patient has. 
The NYHA class is also commonly used to determine entry criteria for patients 
participating in clinical research trials.







The hemodynamic profiles of patients with advanced HF. The majority of 
patients with heart failure are volume overloaded (“wet”).  These patients may 
have cardiac index that is unchanged or decreased.  Most patients with 
decreased cardiac index have elevated systemic vascular resistance, though a 
minority will have unchanged or low SVR.
Vasodilators would be expected to have therapeutic benefits in the “wet andVasodilators would be expected to have therapeutic benefits in the wet and 
warm” and the majority of “wet and cold patients.”  While intravenous intropic 
therapy is often employed to reduce filling pressures and improve cardiac 
output, intravenous vasodilator therapy in the setting of vasoconstriction can 
often achieve similar results without the risks of aggravating ischemia and 
arrhythmias, and with easier transition to oral vasodilator regimens.
Patients with signs of systemic hypoperfusion that are “dry” would bePatients with signs of systemic hypoperfusion that are dry  would be 
expected to have therapeutic benefits with volume loading and/or inotropic 
agents.





















ADHERE® CART: Predictors of Mortality
• CART analysis from ADHERE® shows that the 3 greatest predictors of mortality are BUN >43, 

SBP <115, and SCr >2.75. The subgroup patients with all 3 predictors have a mortality rate of 
21.94%. Patients with none of these risk factors have a mortality rate of 2.14%.

• Patients with high, intermediate, or low risk for mortality can be identified by vital sign and 
laboratory data collected at admission for HF.

1 Fonarow GC et al JAMA 2005 293:5721. Fonarow GC et al. JAMA. 2005. 293:572









High risk patients include those with renal insufficiency, low output state, diabetes, COPD, persistent NYHA class III 
or IV symptoms, frequent hospitalization for any cause, multiple active co-morbidities, or a history of depression, y p , q p y , p , y p ,
cognitive impairment, or persistent non-adherence to therapeutic regimens.

The evidence that led to the A rating was a collection of single-center randomized controlled trials.  Examples include 
the following:

1. Stewart S, MarleyJE, Horowitz JD.  Effects of a multidisciplinary, home-based intervention on unplanned 
readmissions and survival among patients with congestive heart failure: a randomised controlled study.  Lancet 
1999;354:1077-83.

Intervention: Home visit be a nurse 7-14 days after discharge
Results: During 6 month follow up there were 129 primary endpoint events (unplanned readmission for HF)Results: During 6 month follow up there were 129 primary endpoint events (unplanned readmission for HF) 

in usual-care group, 77 in the treatment group (p = .02).  More intervention group that usual-care 
patients remained event-free ( 38 vs. 51, p = .04).

2. Rich MW, Beckham V, Wittenberg C, Leven CL, Freedland KE, Carney RM.  A multidisciplinary intervention 
to prevent the readmission of elderly patients with congestive heart failure.  N Engl J Med 1995;333:1190-5.

Intervention: Nurse-directed multidisciplinary intervention on high risk hospitalized patients 70 or older.
Results: Risk ratio for readmission at 90 days .56 (p = .02).  Quality of life improved at 90 days (p = .0001)

3. Cline CM, Israelsson BY, Willenheimer RB, Broms K, Erhardt LR.  Cost effective management programme for , , , , g p g
heart failure reduces hospitalisation.  Heart 1998;80:442-6.

Intervention: Education on HF and self-management with follow-up at nurse-directed HF clinic for 1 year 
after discharge.

Results: No difference in survival rate at 1 year.  Mean time to readmission 141 days in treatment vs. 106 in 
control (p < .05).  Days in hospital fewer for treatment, but at p = .07 level.

4. Doughty RN, Wright SP, Pearl A, Walsh HJ, Muncaster S, Whalley GA, et al. Randomized, controlled trial of 
integrated heart failure management: The Auckland Heart Failure Management Study.  Eur Heart J 2002;23:139-
46.

Intervention: Clinical review at hospital-based HF clinic early after discharge education sessions personalIntervention: Clinical review at hospital based HF clinic early after discharge, education sessions, personal 
diary, information booklets, and regular follow up at HF clinic and PC practitioner.

Results: No significant difference in groups for combined endpoint of death or readmission. Quality of life 
improved in treatment group at 12 months (p = .015).  Readmissions were 56 in the treatment group 
vs 95 in the control group (p = .015).

5. Stromberg A, Martennson J, Fridlund B, Leven LA, Karlsson JE, Dahlstrom U.  Nurse-led heart failure clinics 
improve survival and self-care behaviour in patients with heart failure: results from a prospective, randomized 
trial.

Intervention: Follow-up at a nurse-led HF clinic.
Results: Fewer patients with events (death or admission) in treatment group at 12 months (29 vs 40 p =











The most intensive education is needed for patients in NYHA class III-IV.
Examples of skills and target behaviors:
Perform daily weights
Develop action plan for notifying provider if symptoms change
State reasons for taking medications
Describe a plan for a missed doseDescribe a plan for a missed dose
State blood pressure goal and current blood pressure
Demonstrate ability to read food label for sodium per serving



These are all labels from cups of dried soup.  The two labels on the left are 
from the same brand and show the variability that can occur from one soup to 
another.  The label on the right is from another brand and appears to show a 
much higher sodium content.  But when you look at the servings per container 
(upper ovals), you see that the soups on the left have 2 per container, meaning 
you must double sodium content.  As a result, the container on the left has the 
greatest amount of sodium—nearly 800 mg.






