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Health related quality of life

frequent hospital
admissions

symptoms high mortality

reduced quality of life
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. What is quality of life — how can we measure QoL? e
What matters to patients g y

N Instrument Population in #of ltems D i or
|— Patient Reported Health Status _| Which Validated | Overall (# of Items) Score(s)
Heart failure
Disease Functional Health-Related Minnesota NYHA class Il 21 Physical (8); 0-105, Bestto
and . % Living with patients in a emotional (5) worst; lower score
\ . . Status Quality of Life Heart Fallure | clinical trial with is better
* Health-related quality of life is reduced compared to «normal» people Teesifmenit | gk | (e
and compared to other chronic diseases | Kansas Gty | Sabeand | 2 | Physcalimision | Overal sumrary
Cardiomyopathy | decompensated (6); symptoms (8): 'score and
Coror.lary artery Burden of . X Questionnaire heart failure self-efficacy (2); | subscales scored
disease, angina, Physical, Discrepancy {KCECQ) patients social limitation (4); | 0-100; higher
heart failure, dyspnea, mental / between quality of life (3) score is better
. . . . . H H . atrial fibrillation, fatigue, emotional, actual & desired Chronic Heart Symptomatic 16 Dyspnea (5); fatigue | 16-122, Worstto
= QOur goals: reduction of mortality and readmissions (hard endpoints in trials) roke dnsinest, and/or functonal status pelioon o emanet(h | ek maherncars
peripheral artery weakness, social and overall Questionnaire heart failure in is betier
disease, claudication, functional impact of health (CHQ) RCT of digoxin
comorbid depression, limitations * on well-being Quality of Life Patients with 26 Psychological (7); 0-130; Lower
. . . ) . contiitions. and i Questionnaire | NYHA class 11l physical activity (7), | score is better
| | . L . for Severe symptoms in the life dissatisfaction
Patient goals: Quality of life more important than longevity associted o L e
medical {QLQ-SHF) Dilated symptoms (7)
treatments Cardiomyopathy
uropesnjouralof HeasFalare (2013) 15, 113-1121 (MDC) trial
bty
Preferences of heart failure patients in daily clinical
practice: quality of life or longevity?
Imke H. Kraai', Karin M. Vermeulen?, Marie Louise A. Luttik"?, Tialda Hoekstra', ° Rumsfeld, J. S. et al. Cardiovascular Health: The Importance of Measuring Patient-Reported Health Status. Circulation 127, 2233-2249 (2013). ‘
Tiny Jaarsma®, and Hans L. Hillege'
—— ——
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KCCQ scores Association of QoL with prognosis
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X 24-months survival by KCCQ-12-SS category 24-months free of HF hospitalization by KCCQ-12-SS category
Health status NYHA class Change in KCCQ score " -
= 0-24 very poor to poor H-1v =5  small - o
= 2550 poor to fair 1l = 10 moderate to large - v
> >
= 50-74 fair to good (-1l = 20 large to very large 3o i
a -4
= 75-100 good to exzellent -1l 3o T o
i H
05 05
04 04
03 03
0 %0 180 270 360 450 540 630 720 0 % 180 270 360 450 540 630 720
Number of days Number of days
024 3870 337 3088 2782 2634 2403 2305 2062 1867 024 3870 3153 2739 2371 2161 1943 1836 1651 1484
2549 5897 5549 5294 4902 4681 1328 152 3ro7 37 2549 5897 5267 4780 49322 399 3649 327 3041 271
5074 6874 6583 6372 5959 5769 5365 5150 4648 4154 50.74 6874 6391 5993 5493 5197 47% 83 4070 E74
» 75100 6650 6493 6363 6020 5689 5500 5417 5018 4451 75100 6650 6422 6212 5814 5621 5290 5069 4684 4146
Spertus, J. A., Jones, P. G, Sandhu, A. T. & Arnold, S. V. Interpreting the Kansas City Cardiomyopathy Questionnaire in Clinical Trials and Clinical Care JACC State-of-the-Art Review. §
J Am Coll Cardiol 76, 2379-2390 (2020). 8

Johansson, |. et al. Health-Related Quality of Life and Mortality in Heart Failure: The Global Congestive Heart Failure Study of 23 000 Patients From 40 Countries. Circulation 143, 2129-2142 (2021).
I
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There are numerous cardic devices offering potential benefits in HF GUIDE-HF

~ Group1 = 1:1 Randomisation to either hemodynamic-guided management or usual care
LVADS,‘mepnmrv_
Mco AORTA

= Inclusion critera:
RA § NYHA [I-IV, previous HF hospitalization OR elevated NT-pro/BNP, all EF (HFrEF, HFmrEF, HFpEF)

1 LA
~ = Primary endpoint:
& iV All-cause mortality, HF hospitalization or urgent HF visits
RV
£
Group 11
: Left Ventricular
Partitioning
Group 10
Tissue Engineering
Murphy, C., Zafar, H. & Sharif, F. An updated review of cardiac devices in heart failure. Ir J Medical Sci 1971 - 186, 9 10
909-919 (2017).
I I
. ol ” p B . A Pri all ity heart fail B Heartfail
urgent heart failure visits urgent heart failure visits
0.8~ — Treatment group 9 08~ — Treatment group. q
— Control group —— Control group
071 1 o] |
GUIDE-HF 7 GUIDE-HF prespecified , 1 ]
o ] , pre-COVID-19 impact analysis ] §
s 04 A B o g 04 o A =
N : 5 | /// f o Sl ==
0.56 vs. 0.64 | e _ L ~ 0.56vs.0.64 | = o
ol events/PY | /// = After lockdown 21% decrease in o events/PY | ////
~ HR088 (05%C1074-105)[p-016 | / HR 083 (55% C1068-1.01p-0064 events in the control group but - 48088 05%1074-105)p-0136 | - 4083 05w 10681000064
e T I3 i :it7 55550 T 111 :i67 55502 virtually no change in the treatment | S I S S TI11:3¢67385bneo
Treatmentgroup 497 496 491 486 480 473 468 465 456 447 441 422 193 Treatmentgroup 497 496 491 486 480 473 468 465 456 447 441 422 193
Controlgroup 503 500 494 488 482 476 468 463 459 456 442 434 180 group Controlgroup 503 500 494 488 482 476 468 463 459 456 442 434 180
C Primary outs : alk i italisati D
urgent heart failure visits
. 08+ e
Conclusion: o7 ]
= The COVID-19 pandemic may have g2 ° e
contributed to the negative finding. 3% //// 1
s 044 e | "
. . 2 g e
= The pre-COVID-19 impact analysis 2 o3 e 1 g
o ) 5 - 0.55vs. 0.68 ==
indicated a possible benefit of / events/PY ] e
haemodynamic-guided management "~ mongsaossionfpans] | wor2o5saosrofroo |
S T S S TI11iit785dna
e T Time since implant (months) Time since implant (months)
11 Treatmentgroup 497 496 491 459 404 360 328 290 251 216 182 155 58
Controlgroup 503 500 494 459 405 365 335 303 272 237 200 172 59




Cardiac resynchronization therapy

Recommendations

CRT is recommended for symptomatic patients
with HF in SR with a QRS duration >150 ms and
LBBB QRS morphology and with LVEF <35%
despite OMT in order to improve symptoms
and reduce morbidity and mortality. 2% 2!

reporting any prol

Mobility

W Baseline Control

The proportion of patients reporting any problems in each of the EQ-5D dimensions at baseline and 3 months by treatment group (95% Cl are

©190 day Control

Self Care Usual activities
EQ-5D dimension

B Baseline CRT

Pain/Discomfort

©90 day CRT

indicated) compared o an age-matched sample of the United Kingdom general population.

Cleland, J. G. F., Calvert, M. J., Verboven, Y. & Freemantle, N. Effects of cardiac resynchronization therapy on long-term quality o I

Am Heart J 18T, 457-466 (2009).

Interatrial shunt devices

Mechanism of Action

BGeneral population aged 60-69

CRT rather than RV pacing is recommended for
patients with HFrEF regardless of NYHA class or
QRS width who have an indication for ventricu-
lar pacing for high degree AV block in order to
reduce morbidity. This includes patients with
AF2I6-219

CRT should be considered for symptomatic
patients with HF in SR with a QRS duration
>150 ms and non-LBBB QRS morphology and
with LVEF <35% despite OMT in order to
improve symptoms and reduce morbidity and
mortality 205215

CRT should be considered for symptomatic
patients with HF in SR with a QRS duration of
130149 ms and LBBB QRS morphology and
with LVEF <35% despite OMT in order to
improve symptoms and reduce morbidity and
mortality 2132

Patients with an LVEF <35% who have received
a conventional pacemaker or an ICD and subse-
quently develop worsening HF despite OMT and lla

Anxiety/Depression

who have a significant proportion of RV pacing
should be considered for ‘upgrade’ to CRT. 2!

An analysis from the CArdiac Resynchronisation-Heart Failure (CARE-HF) study.
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RA/LA

v
RV

Excess LA volume
shunted to RA

| Left atrial pressure
(LAP)

| Pumonary artery
pressure

« Reduced pulmonary congestion and HF events
» Improved functional status and symptom relief
« Signs of potential reverse LV remodeling

* Maintenance of RV function

= Phase 1 trial showed safety and efficacy in
HFpEF patients (REDUCE LAP-HF)

= First in man study with a V-Wave device showed
feasability in a HFrEF patient.

1.HasenfuB, G. et al. A transcatheter intracardiac shunt device for heart failure with preserved ejection fraction (REDUCE LAP-HF): a multicentre, open-label, single-arm, phase 1 trial.

Lancet 387, 1298-1304 (2016).

2..Amat-Santos, I. J. et al. Left atrial decompression through unidirectional left-to-right interatrial shunt for the treatment of left heart failure: first-in-man experience with the V-Wave
device. Eurointervention 10, 1127-1131 (2015).

Transcatheter mitral valve repair

DURABLE 1-YEAR IMPROVEMENT IN
QUALITY OF LIFE™
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SIGNIFICANT IMPROVEMENT IN
FUNCTIONAL STATUS SUSTAINED AT 1
YEAR'
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FIGURE 3 Functional and Clinical Paired Analyses at Baseline and 30 Days for the PASCAL Transcatheter Valve Repair System in the

CLASP Study
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(A) New York Heart Association (NYHA) functional class | or l significantly improved to 85%, (B) 6-min walk distance sigificantly.

increased by 36 m, (€) Kansas City C: Q@ (KecQ) o P

Questionnaire score significantly improved by 10 points.

by 17 points, and (D) EQ-5D Health

Amat-Santos, I. J. et al. Left atrial decompression through unidirectional left-to-right interatrial shunt for the treatment of left heart failure: first-in-man experience with the V-Wave device.

Eurointervention 10, 1127-1131 (2015).

Interatrial shunt devices

Ongoing trials:

Corvia

REDUCE LAP-HF II
2022

Occlutech

PRELIEVE
2022
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V-Wave

RELIEVE-HF ,
2022 )




