Functional Coronary /ngiography to
'ndicate and Guide ‘evascularization in
Patients with Multivessel Disease:

The - trial
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BACKGROUND
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Perfect application:
1. STEMI: projections during primary PCI

2. Virtual PCI: based on the same projections
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COHORTA

COHORT B

COHORT C

Retrospective, multi-center
observational study including 319 ACS
patients underwent FFR assessment of at
least one intermediate lesions

—# 260 pts with NSTEACS

From December 2016 to June 2017, 165
patients admitted for STEMI

—» 89 pts with single-vessel disease

Patients of the EXAMINATION trial
enrolled in three centres: Barcelona,
Ferrara and Seriate

(n=283)

— 114 pts with single-vessel disease

59 STEMI patients received FFR assessment
of NCL(s) during staged procedure

76 patients showed multi-vessel disease

}

Angiograms available in 55
(93%) patients

21 absence of 2 angiographic
projections at least 25° apart in both
index and staged procedures

Angiograms of both procedures
available in 34 (63%) patients

1 left main involvment
—p 1 ostium RCA involved
1 diffuse disease

v

31 (91%) had QFR computation of
NCL(s) in both procedures

73 (96%) received
successful primary PCI on
culprit lesion

—» 16 operator preferred not to perform FFR
8 diffuse disease in the non IRA

2 severe tortuosity

2non IRA <2.5 mm

v

45 (62%) had FFR
assessment and images for
QFR computation of non
culprit lesions

169 STEMI patients with multivessel
disease

48 pts received angiographic
complete revascularization

[—» 11 absence of 2 angiographic
projections at least 25° apart

» 54 pts received
functional complete
revascularization

(FSS =0)

56 pts received
L incomplete
revascularization

(FS5 >0)

Reproducibility of QFR assessment
between index and staged procedures

Correlation between FFR and QFR values
on non culprit lesions

Correlation with 5-year occurrence of
POCE
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contrast Quantitative Flow Ratio

QFR in STEMI setting 5 2\%

QFR reproducible in index vs
staged procedure

QFR correlates with FFR

QFR correlates with 5-year POCE
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Cumulative S-yaar eccurrance of POCE (%)
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 LIFE EXPECTANCY <1YEAR
~ PRIOR CABG
“ LEFT MAIN AS NON-CULPRIT LESION

AGE = 75 YEARS
~ MI (STE OR NSTE)

v MVD

v SUCCESSFUL TREATMENT OF CULPRIT LESION

In >300 patients in the PHYSIOLOGY-

© INABILITY TO IDENTIFY THE CULPRIT LESION

e sssiesee GUIDED COMPLETE arm the decision
1

1400 PATIENTS ~ regarding non-culprit lesions was based

on QFR

l l

3 AND 5 YEARS CLINICAL FOLLOW-UP




No difference between FFR & angio-
complete, but...
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- FFR (=) patients receive

Angiography-guided PCI 577 570 567 565 560 560 557 555 555 554 552 548 371
FFR-guided PC| 586 577 573 570 567 566 566 562 559 553 553 549 385

Figure 2. Kaplan—Meier Curves of the Primary Outcome.

The primary outcome was a composite of death from any cause, nonfatal myocardial infarction, or unplanned hos-
pitalization leading to urgent revascularization. The inset shows the same data on an expanded y axis. p ro‘ e l I re S




_‘)/ CAN ANGIO-DERIVED FERTOVERCOMEN~
"'ﬁm FLOWER=-MI LIMINATHIONSE. ‘

ISSUES: SOLUTIONS:

- Low rate of events * Consecutive enroliment

- FFR staged - Angio-FFR at index
procedure

 No post-PCI FFR - Angio-FFR Virtual-PCI
plan
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Perfect application:

2. Virtual PCI: based on the same projections




Post-PCI QFR an

VOCE stratified according to post-PCI QFR 50

40 « « QFR below/equal 0.89 (n=123)
Vessels 23 12 34 74 167 441
VOCE 7 4 9 11 7 15 | ===QfRabove 0.9 (n=628)

Rate of vessels per stratum with VOCE (%)

20 il 25%
10

3.5%
o 600 700




LEAVE FOCAL LESION

Vessel QFR 0.55

OPTION 1

OPTION 2

OPTION 3

RESIDUAL QFR 0.95

LEAVE DIFFUSE DISEASE

Vessel QFR 0.64

OPTION 2 OPTION 1

OPTION 3

RESIDUAL QFR 0.92

TREAT SERIAL LESIONS

Vessel QFR 0.71

OPTION 1

OPTION 2

OPTION 3

RESIDUAL QFR 0.97




Q. Study Flow .

*

Inclusion Criteria Exclusion Criteria

v STEMI ® Inability to identify the culprit lesion

® life expectancy < 1 year
v MVD

® prior CABG

v" successful treatment of culprit lesion = S—
® left main as non-culprit lesion

o S

1:1 randomization
1800 platients

Conventional Angiography guided Angiography-derived FFR guided

Complete Revascularization Complete Revascularization

Primary endpoint
All-cause death, CVA, reinfarction, ischemia-driven revascularization

Sample size: 1800 patients
Safety EP: BARC 3-5, CI-AKI, periprocedural MI




trial — Study Proceduresii—\

Diagnosis of STEMI

(including clear identification of culprit lesion and of at least one non-culprit lesion)

'

Successful treatment of culprit lesion
v v
No Yes

v

Randomization (within 48 hours)

v v

Conventional angiography Functional angiography

|

Send angiographies of NCL(s) to core lab

Report from core lab to indicate and guide PCI

v v

Positive Negative

v || v

Complete revascularization @




ENDPOINIS av

PRIMARY EFFICACY ENDPOINT

Death, cerebrovascular accident, reinfarction, or ischemia driven revascularization

MAIN SECONDARY EFFICACY ENDPOINT

CV death and reinfarction

SAFETY ENDPOINT
Composite of contrast-associated acute kidney injury and bleeding BARC 3-5




Study Principal Investigator
Simone Biscaglia

Cardiology Unit

Ferrara University Hospital

+39 328 2682118

e-mail: bscsmn@unife.it

ﬂ\ CONTACTS

LA\

Clinical Project Coordinator
Martina Viola

Academic Research Organization

Ferrara University Hospital
+39 0532 236874

e-mail: vliimtn@unife.it
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