M

TRIAL

Functional versus Culprit-only Revascularization In
Elderly Patients with Myocardial Infarction and
Multivessel Disease: the FIRE Trial

N
I

AD

R
RI




What's nhew

From a dataset of 4 million PCl patients

Matched comparison

Mortality reduction in ACS and older patients

FLORIDA study xﬁ
- Mortality benefit most pronounced in high-risk subgroups L - .

FLORIDA study - Conclusions:

. . ¥ - Mortality rate over 3-years for ACS-patients as compared to CCS-patients

FLORIDA study
-~ Mortality benefit most pronounced in high-risk subgroups

FLORIDA (Fractional FLOw Reserve In cardiovascular DiSeAse) reveals for the first time within
a large, all-comer, well-matched study population undergoing coronary angiography for

suspected coronary artery disease:

+ Significant reduced longterm-mortality with a 24% relative-risk-reduction associated

with the use of FFR during diagnostic angiography for ACS or CCS.

* This effect was most pronounced in patients, where revascularisation-therapy was
deferred as well as in high-risk subgroups including patients aged 2 75 years and those

presenting with ACS as their index event.

Similar prognostic benefits were observed for the FLORIDA-subgroup of "old-patients” (2 75 years)

All
(n=3962)
FFR 9.6
Angio 12.6
Relative risk reduction (%) 24%
Number needed to treat (NNT) 34
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What's new from ACC

FLOWER MI Study Design

STEMI patients with successful culprit lesson PCI (primary rescue of pharmaco-invasive )
and 2 0% stenosis n at least one addibional non-<Culprtt lesion

Randomization* * stranfed Dy cenrer and
11 wmng of procodure (immediane o sraged)
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Optimal Medic ol Ther apy

Follow-up - Discharge, 1, §, 12 and 38 months

Compesate of all-cause moralty non-fatal Ml or unplanned hospitaizaton with ungent
ravasCUiaTAnon at 1 year

Baseline characteristics

Characteristicns FFR-Guided PCl  Anglo-Guided PCI

Again .... 62 years old STEMI patients
Again .... Very low risk population

(n=584) il 1
Age (year| Q2510 R TRLE
BM (xg™) 207 (242201) 2044297
Maiw 850 s
Hypertension 432 454
Distretes melinus 153 "2
Hypercholesterciemia We 411
Current smoker &0 e
Prevous MI 17 54
Prevous PCI 101 re
Previous stroke 27 30
Periphers vessel disesse ar TH
Mn_agm e A

Clinical

presemation

FFR .- Guided PCI Angro - Gusded PCI

(n=S88)

(n=877)
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What's new from ACC

Primary outcome
00 L
" Primary outcome
:: : Anglo-Guided PO
% - e "
gL -
o FFR Guded PCI
90 - Primary outcome FFR.Guided Anglo-Guided MR (96% CI)
92 4 Mesand retie (FFR ve. Angio) = 1.2 (96% CLOTH . 2.29) at 1 yeur PCI PCI
.d (n=586) (n=577)
E )
= 8 55 42 132(0.78-223) 0.31
15 1.7 Q8% 00 .30.2 20)
3 17 177 (0 2.3 84)
20 ' 9 134 (0.02.292)
* % of non-cupe fesons treated 8313 273

Again .... Hypothesis 15% of 1-year primary outcome .... Reality 5% !?!
Again .... Terrific underpowered analysis




Our Current Roadmap (Hope!!l)

Start enrolment August 2019
Methodological Manuscript August 2020
700° enrolled patient October 2020

End enrolment August 2021

End primary endpoint follow-up August 2022

Main result presentation/publication ESC (August) 2023

Subanalyses, substudies, extended follow-up 2023-2027
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Where we are...
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I I What we did ...

, CENTERS

FERRARA

REGGIO EMILIA

RIMINI

BOLOGNA MAGGIORE

SIRACUSA

TORINO RIVOLI

LA SPEZIA

MESTRE

VERONA BORGO
TRENTO

GROSSETO

WEEKS IN 2021

19

19

19

19

19

19

19

19

19

19

N° OF
PATIENTS
ENROLLED

89

65

23

18

17

15

11

10

%

ACHIEVED

100

100

100

95

89

79

58

53

42

32

MODENA BAGGIOVARA

MESSINA POLICLINICO

RAVENNA

GIACCONE

MCH COTIGNOLA

MADDALONI

AGRIGENTO

CATANIA

CARDARELLI

CASERTA

MONCALIERI

PAVIA

SAVIGLIANO

19

19

19

19

19

19

19

19

19

19

19

19

19

26

26

21

16




CENTERS

LA PAZ

LA FE

VALLADOLID

SAN CARLOS

SANTIAGO

VIGO

MARANON

CIUDAD REAL

LUGO

LA CORUNA

WEEKS IN 2021

19

19

19

19

19

19

19

19

19

19

N° OF
PATIENTS
ENROLLED

13

11

= What we did ...

%

ACHIEVED

68

58

32

21




Monitoring of Adverse Events

CUMULATIVE MONTHS OF FUP N° OF PATIENTS ENROLLED MEDIAN FUP VALUE

8951 1125 7.1

SERIOUS ADVERSE EVENTS
DEATH ANY MI STROKE ANY
REVASCULARIZATION

54 20 4 14




Next steps - Baseline Characteristics

- - _ := Navigation
We are reviewing eCRF of enrolled patients

It is crucial to complete within September 2021

the baseline eCRF

Cc
¥

We will generate potential queries

We will help you to fill the missing pieces




‘ Next steps — Angio Core lab

We need a copy of the index angio for the core lab

You have 2 options:
- Do a copy of the angio and we will organize the withdrawal

- We have a web-based cloud and you can upload here your

\)
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NeXxt steps — Adverse event adjudication

The CEC started its activities

What we need:
 Report as soon as possible the adverse events
- Send us source docs for the adjudication

 We will contact you to complete 1-year follow-up

\)

|}

R
RI

AD




