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European Guidelines 2012

Table 10 Contraindications for transcatheter aortic valve implantation

Absence of a‘heart team’ and no cardiac surgery on the site

Appropriateness of TAVI, as an alternative to AYR, not confirmed by a ‘heart team’
Clinical

Estimated life expectancy <I year
Improvement of quality of life by TAYI unlikely because of comorbidities
Severe primary associated disease of other valves with major contribution to the patient’s symptoms, that can be treated only by surgery

Anatomical

Inadequate annulus size (<18 mm, >29 mm?)

Thrombus in the left ventricle

Active endocarditis

Elevated risk of coronary ostium obstruction (asymmetric valve calcification, short distance between annulus and coronary ostium, small aortic sinuses)

Plagues with mobile thrombi in the ascending aorta, or arch

For transfemoral/subclavian approach: inadequate vascular access (vessel size, calcification, tortuosity)

Relative contraindications

Bicuspid or non-calcified valves

Untreated coronary artery disease requiring revascularization

Haemodynamic instabilicy
LVEF <20%

For transapical approach: severe pulmonary disease, LV apex not accessible




Americe delines 2C
Surgical AVR or TAVR is recommended for | MODIFIED: COR updated
symptomatic patients with severe AS (Stage from Ila to I, LOE updated
D) and high risk for surgical AVR, depending from B to A. Longer-term
on paﬁent_speciﬁc pmcedura] risks, values, and fOUOW—llp and additional RCTs

See Online Data preferences (49-51). have demonstrated that TAVR is

Supplement 9 equivalent to surgical AVR for

(Updated F.romf 2014 severe symptomatic AS when
VHD Guideline)
TAVR is recommended for symptomatic MODIFIED: LOE updated
patients with severe AS (Stage D) and a from B to A. Longer-term
prohibitive risk for surgical AVR who have follow-up from RCTs and
See Online Data a predicted post-TAVR survival greater additional observational studies
Supplements 5 and 9 | than 12 months (58-61). has demonstrated the benefit of
(Updated From 2014 TAVR 1n patients with a
VHD Guideline) prohibitive surgical risk.
TAVR is a reasonable alternative to surgical | NEW: New RCT showed

IIa B-R AVR for symptomatic patients with severe AS | noninferiority of TAVR to
(Stage D) and an intermediate surgical risk, surgical AVR 1n symptomatic

See Online Data depending on patient-specific procedural patients with severe AS at

Supplements 5 and 9 | pjsks, values, and preferences (62-65). intermediate surgical risk.
(Updated From 2014

VHD Guideline)




American Guidelines 2017

Figure 1. Choice of TAVR Versus Surgical AVR in the Patient With Severe Symptomatic AS
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(stage D) Class lla
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AS indicates aortic stenosis; AVR, aortic valve replacement; and TAVR, transcatheter aortic valve replacement.




What is new

TAVR is recommended Iin patients of intermediate
surgical risk

Patients preferences are taken into account
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How things are evolving in Greece till now

YEAR 2007 2008 2009 2010 2011 2012 2013 2014
MALE (TAVI) 38 39 62 77 100 112 142
SUCCESS 100% 96% 95% 98% 95% 96% 95% 95%

No of Valves 2 40 41 63 80 103 115 146

L. Euroscore,% 18,7 19,2 98 20,7 93 189 1019,7 98208 76215 84221 91195 38,2219
11 7,6

Age 823 7817 7 805 9 789 12 792 9 81,7 6 818 9 824 8 797 1080,1 9
YEAR 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016

FEMALE (TAVI) 1 33 29 57 65 95 112 135 139 174

SUCCESS 100% 97% 95% 97% 97% 96% 96% 97% 98% 98%

No of Valves 34 32 59 67 97 114 138 141 176
L. Euroscore, % 21,7 9,321,2 9,7 209 12 21,2 10 20,6 9,2 205 85 20,8 93 21,7 83 209 9,6 23,1 8,

1

Age 826 7 809 6 814 8 803 8 799 9 806 9 81 11 819 6 80,7 12 812 7

g Total no TAVI 3 71 68 119 142 195 224 277 307 374



Comparison between UK and Greece

2008 4.5 6.7
2009 8.6 6.4
2010 12

2011 16

2012

2013

2014

2015




Conclusions |

Similar penetration of the technology in UK
and Greece

Similar patient profile UK and Greece are
treated with TAVR

Increasing penetration of the technology
every year

High jump of the penetration of the
technology Is expected

continuation of the existing trend of increase

change in the indications (from prohibitive and high
surgical risk patients to intermediate surgical risk)



How things are regulated in Greece
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Conclusions I

In Greece TAVR procedures are
regulated by law

The law Is very specific and detailed In
regards the indications and contra-
Indications of TAVR procedures

The law does not include the way to
which will adhere with the new scientific
changes

The cardio-thoracic surgeon is the gate-
keeper



How things should change

More flexible legislation that will include
the methodology with which scientific
changes, will be followed (e.g.
physicians’ committees will change the
iIndications and contra-indications for
TAVR procedures according to the new
scientific data every 2 years

Reduction of the cost of the valve

Autoregulation by the industry

Criteria for valve selection for certain patients
characteristics and

Central tender
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Surgical AVR is recommended in patients who meet an indication for AVR with
low or intermediate surgical risk.

TAVR is areasonable alternative to surgical AVR for AS in patients who meet an
indication for AVR and who have high surgical risk.

For patients in whom high-risk surgical AVR or TAVR is being considered,
members of a Heart Valve Team should collaborate closely to provide optimal
patient care. TAVI should only be performed in hospitals with cardiac surgery
on-site.

TAVR is recommended in patients who meet an indication for AVR for AS who
have a prohibitive surgical risk and a predicted post-TAVR survival >12 months.

Percutaneous aortic balloon dilation may be considered as a bridge to surgical
or transcatheter AVR in severely symptomatic patients with severe AS.

TAVR is not recommended in patients in whom the existing comorbidities would
preclude the expected benefit from correction of AS.
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No of Valves

MALE 960

FEMALE 859

total 1819




YEAR 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016

FEMALE (TAVI) 33 29 57 65 95 112 135 139 174

SUCCESS 100% 97% 95% 97% 97% 96% 96% 97% 98% 98%
No of Valves 34 32 59 67 97 114 138 141 176
L. Euroscore, % 21,7 9,21,2 9,720,9 1221,2 1020,6 9,220,5 8,520,8 9,321,7 8,20,9 9,623,1 8,

3 3 1
Age 82,6 7809 6 814 8 803 8 799 9 806 9 81 11 819 680,7 12812 7
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Results of TAVI in patients of the University Hospital of loannina
during 2 years period (2015 - 2016).

30 days mortality: 0% (0/22)
180 days mortality: 0%
1 year mortality: 14% (1/7).

Cause of death was epidural hematoma after a fall of the patient
in the 275 day since the valve implantation.




Conclusions

TAVI is a fast growing method for the treatment of Aortic Stenosis in Greece, especially
after 2011 despite the difficult economic conditions.

The method is employed lately in 20 hospitals and 1819 valves have been implanted with
excellent success rate.

Three hospitals in Athens have the majority of the cases, 1100 treated patients.

The legislation about the guidelines concerning the eligibility of patients, the equipment of the
centers and the follow up of the patients are described in details in the Gassete of the Greek
Government in November 2015.

The transfemoral asses is exclusively under the cardiology practice according the above law!

The types of valves implanted are: Medtronic CoreValve and Evolut R, Edwards Sapien XT and
Sapien 3, Boston Scientific Lotus, St Jude Medical Portico and Jena Valve.

The treated patients had high Euroscore and advanced age according the recommendations.

The survival of the patients is acceptable and the death rate is heavily depending on the
preintervention LV ejection fraction.

The colleagues involved in this method have also ample publication impact in the this field
regarding technical considerations, treatment of complications and other issues of the method.







