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Learning Objectives

Soutces for data analysis for Transcatheter
Aortic Valve Replacement (TAVR) patients

Examples to display this analysis

Interventions for Quality Improvement
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Overview

We all want to improve the results of TAVR for our
patients.

The first step is to understand how we are doing,

— Are our outcomes comparable to other sites?

— Are we treating similar patients in terms of their risks
and burden of comorbidities?

— How is our program different from others?
To answer these questions we must compare our
data to others.
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Benchmarking

* Benchmark — (verb) something that can be used
as a way to judge the quality or level of other,
similar things

—a point of reference from which measurements may
be made

— something that serves as a standard by which others
may be measured or judged
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TVT Registry Benchmarking

1. Benchmarking will be standard in TVT Registry
Site Reports later in 2014
— Starts with in-hospital metrics and then expand to
follow-up outcomes.
2. What other sources of benchmarking can be used
now?

— First publication of data from TVT Registry:

— Clinical trials using same device in similar patient
populations
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Original Investigation
Outcomes Following Transcatheter Aortic Valve Replacement
in the United States

Michaed | Mack. MD: 1 Matthew Brennan. MD. MPH: Raiph Brindes, MD. MPH: John Carroll, MD: Fred Edwards, MD: Fred Grover, MO: David Shahian, MD:
E. Murat Tuzaa, MD: Eric 0. Peterson, MO MPH: John'S. Rumsfeld. MD. PO: Kathieen Hewitt. MS: Cyntha Shewan, PhO: Joan Michaels, RN:
Barb Christensen, RN; Alexander Christian; Sean O'Brien, PhD; David Holmes, MO; for the STS/ACC TVT Registry

CONCLUSIONS AND RELEVANCE Among patients undergoing TAVR at US centers in the STS/ACC
TVT Registry, device implantation success was achieved in 92% of cases, the overall in-hospital
mortality rate was 5.5%, and the stroke rate was 2.0%. Although these postmarket US approval
findings are c with prior publi trial dataand i i ience, long-term

d eaf:

follow-up is essential to assess conti efficacy Y.

JAMA. 2013;310(19):2069-2077.
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Where To Start And What Numbers Are
Important?

* STS/ACC TVT Registry Extracts
* STS/ACC TVT Registry Beta Reports

* VARC 2 Endpoints’

* PARTNER I? and PARTNER II* (research outcomes)

« Published Articles*

* State reporting if available

* Health System comparison

Valve Academic Research Consortium

(VARC)
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STS/ACC TVT Registry Beta Report
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Overview of UCH Experience

* Long-standing structural heart disease program

* TAVR clinical program started with commercial

approval of Sapien

— 72 commercial cases up until December 2013

* TAVR research program

— PARTER 2 clinical site, currently enrolling in Sapien
3 protocol in intermediate risk patients

— 14 investigative cases up until March 2014
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Mortality
UCH versus Benchmark

B UHC N= 72 patients B National
BPARTNER I- High Risk ®PARTNER II -Inoperable

In Patient 30 day FU 1Yr FU

National Source:
First Report of TV'T Registry PRy University of Colorado Hospital
JAMA. 2013;310(19):2069-2077 N s -
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In-Hospital Complications

6.6%
5.8%
4.2 44 4.2%
5%
2.0%
Lax o
0.7%
oxidly
00%

Cardiac Arrest  Stroke Myocardial  Renal Failure New Major Bleed
Infarction (dialysis  Permanent
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National source:
JAMA.2013;310(19):2069-2077. W UCH In-Hospital ® National In-Hospital

UCH 30 day FU Stroke remained 0%, national increased to 2.8%

UCH 1 year FU had 1.4% Stroke

UCH 30 day RF no change, remained 1.4%, national increased to 2.5%
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Patient-Reported Symptom Burden,
Functional Status, And Quality of Life

Mean KCCQ Score of Patients Particpated in the KCCQ and
had a TAVR Procedure

mUCH PARTNER | - High Risk ™ PARTNER | - Inoperable

&
>
PARTNER I- High Risk
sousee: [ AM Coll Cardiol
2012: 60:548-58
PARTNER I-Inoperable
sousce: Circulation.
Mean Pre-TAVR Mean 30 day TAVR Mean 1 year TAVR 011,124
Kcca follow up visit follow up visit
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Hospitalization Metrics

Tmaoaseasaossan  JCH versus TVT Registry Report in JAMA
Inoperable High Risk
Alternative Alternative
TF (n=12) (n=8) TF (n=29) (n=23)
Average ICU Stay
(Hours) 64 vs 37 77 vs 55 65 vs 34 91vs 54
Average pLOS
(Days) 6vs5 9vs8 6(29) 5 9vs 8

At UCH we are in the process of implementing Transcatheter Aortic Valve Replacement Optimal Clinical
Care Pathways through a study.
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Discharge Disposition

W UHC = National

Home Extended care/ Nursing Home Other
transitional care
unit/ rehabilitation
center

National Source:

. JAMA. 2013;310(19):2069-2077
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Next Steps:

* Include TAVR team, at least quarterly with
outcomes for feedback and insights

¢ Internal review of all mortality cases, lessons to
learn and patient selection

* Review all outlier patients for trends and insights

¢ Share outcomes with referring physicians and
patients

¢ Act on the DATA!

— Implement clinical care pathways to improve post
procedure LOS
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