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“Prediction is very difficult, especially if it’s about
the future.”
— Niels Bohr
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“If In the Last Few Years You
Haven't Discarded a Major
Opinion or Acquired a New
One, Check Your Pulse. You

May Be Dead”

My interpretation:

Always be prepared to change your mind! Galen Burgessm% Hor1
Even consider it a sign of intelligence ... \ -
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TAVR

* First-in-man in 2002

« CE-mark in 2007 (CoreValve and Edwards-SAPIEN)
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Figure 4 Commercially available and investigational devices for transcatheter aortic valve implantation
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Nature Reviews | Cardiology

Images reprinted with permission from the companies indicated in the Figure.

Jones, B. M. et al. (2017) Matching patients with the ever-expanding range of TAVI devices
Nat. Rev. Cardiol. doi:10.1038/nrcardio.2017.82
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Figure 1. Number of TAVI
procedures, per centre and
year, 2008-2017.

The total number of TAVI
procedures increased by 27 %
to 842 in 2017. Details on the
numbers of procedures can
also be found in Table 1.
Karolinska had over 200
procedures, Uppsala, Lund,
Linkoping, and Sahlgrenska
had over 100 cases each,
whereas Ume4, Orebro,

and Karlskrona had less than
100 cases each.
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Trials, trials....

v' PARTNER RCT- high risk

v' PARTNER 2 RCT- intermediate

v" PARTNER 3 RCT- low risk

v' SURTAVI RCT- intermediate risk

v" NOTION RCT- low risk >70 Y. (presented, not published!)
v NOTION 2 RCT- low risk, ongoing

v Evolut Low Risk RCT- ongoing

v REPRISE Il Lotus vs Evolut/Corevalve
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PARTNER I
Edwards Sapien, Intermediate risk

Intention-to-Treat Population B As-Treated Population

0 ard ratio, 0.89 (95% Cl, 0.73-1.09) 03

P=0.25

100

Death from Any Cause
Death from Any Cause

No. at Risk
TAVR 994 917
Surgery

Hazard ratio, 0.78 (95% Cl, 0.61-0.99)
P=0.04

Death from Any Cause

g Stroke (%)
Death from Any Cause
or Disabling Stroke (%)

or Disabl

9 12 15 18
Months since Procedure Months since Procedure

No. at Risk
TAVR 685 663 652 644 6 VF 2 717 708 685 663 652 634
7 604 595 569 3 L Y 2 624 600 5 573 565 555

The NEW ENGLAND

Leon MB et al. N Engl J Med 2016;374:1609-1620. JOURNAL of MEDICINE




SURTAVI
CoreValve, Intermediate risk

A Noninferiority Margin of TAVR B Primary Outcome
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Difference in 24-Mo Incidence
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TAVR Posterior Surgery Difference Posterior
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)
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TAVR Surgery  dif € Surgery difference
11.6 381033 2 45 4.0t00.1
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The NEW ENGLAND

Reardon MJ et al. N Engl J Med 2017;376:1321-1331. JOURNAL of MEDICINE
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Results in summary

« TAVR at least equal to SAVR in high risk patients
« TAVR at least equal to SAVR in “intermediate” risk patients

« TAVR seems to be equal to SAVR in low risk patients

*FUTURE LOOKS BRIGHT FOR TAVR, NO DOUBT *
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The end of SAVR?
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Some questions remain!

* NO LONG TERM RESULTS
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Some questions remain!

« NO LONG TERM RESULTS
« Pacemaker incidence. Linked to long term mortality?
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Some questions remain!

NO LONG TERM RESULTS
Pacemaker incidence. Linked to long term mortality?
Thrombogenicity? DAPT not efficient. NOAC not working(?)
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Some questions remain!

« NO LONG TERM RESULTS

 Pacemaker incidence. Linked to long term mortality?

« Thrombogenicity? DAPT not efficient. NOAC not working.

* Increased risk for endocarditis? (11% @5years in NOTION)

Raising Standards through Education and Training _



G EACT

European Association For Cardio-Thoracic Surgery

Some questions remain!

« NO LONG TERM RESULTS

 Pacemaker incidence. Linked to long term mortality?

« Thrombogenicity? DAPT not efficient. NOAC not working.

* Increased risk for endocarditis? (11% @5years in NOTION)
« Otherindications than AS?
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Some questions remain!

« NO LONG TERM RESULTS

 Pacemaker incidence. Linked to long term mortality?

« Thrombogenicity? DAPT not efficient. NOAC not working.

* Increased risk for endocarditis? (11% @5years in NOTION)
« Other indications than AS?

« Technical setbacks will occur along the way. (Lotus valve presently
recalled.)
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Some questions remain!

« NO LONG TERM RESULTS

 Pacemaker incidence. Linked to long term mortality?

« Thrombogenicity? DAPT not efficient. NOAC not working.

* Increased risk for endocarditis? (11% @5years in NOTION)
« Other indications than AS?

« Technical setbacks will occur along the way. (Lotus valve presently
recalled.)

e The cost...
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Issued in 2018 — Swedish
Cardiac Surgery Registry

Figure 33. Number of aortic
valve procedures, isolated or
concomitant CABG, 2007—
2017.

Interestingly, the number of
isolated aortic valve procedures
still seems unaffected by the
continuous increase in TAVI
procedures.
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25.000 1 oTAVI OSAVR

+ 367 30,5%
239% . 10.879
15000 1 44 7.0% ! 5.083
: -

2007 2008 2009 2010 2011 2012 2012 2014 2015 2016

Fig.5 lsolated aortic valve replacement and transcatheter aortic valve implantation (TAVI) The annual count of TAVI submitted to the voluntary
registry of German Society for Thoracic and Cardiovascular Surgery does not represent all TAVI procedures performed in Germany in 2016.
' additional TAVI procedures calculated from the German legal quality assurance program, § 137 SGE V.

Raising Standards through Education and Training _




'Un'e of the most important hooks I've gyer read — @ Emég];§w

an indispensable guide to thinking clearly about the worlg'

We tend to “over-extrapolate”
current trends into the future

* We tend to pay more attention G
to alarmists than to thoughtful, @
knowledgeable opinions )

Companies, interest groups and
aktivists often have a personal
interest in exaggerating

=> Stay calm. Do nogt “follow the
crowd”. Look at facts! /
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The future?

« Technical development will continue

 New issues will arise along the way

* TAVR volumes will keep increasing

« Some decrease in numbers of isolated SAVR

« Marginal effect on total volumes of cardiac surgery

« Best TAVR results in centers with fairly high volumes and a multidisciplinary
approach. Heart team!

« TAVR will/should be considered natural part of cardiac surgery
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“If In the Last Few Years You
Haven’t Discarded a Major

\Galett Burgess 1866 - 1951

W0
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Thank you
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