Utilidad de la Guia de presion
(FFR)

Dr. Eduard Bosch



Que es la guia de presion?

Es una guia de angioplastia (0.014 ).
Con un sensor de presion en la parte distal (a 30 mm de la
punta).

Ademas del proceso diagnostico (FFR), permite realizar la
angioplastia (dilataciones con baldn e implantacion de

stents).

J-Tip Models

PrimeWire Prestige® PLUS

Pressure Guide Wire

Working Length 185 cm /300 cm




Que es la guia de presion?

Con un sensor de presion en la parte distal (a 30 mm de la
punta).

Hilo central




Que¢ es el FFR?

FFR = Fractional Flow Reserve.
Reserva de Flujo Fraccional.

Es un valor que nos indica la severidad hemodinamica
de una lesion coronaria.

‘FFR — .,Hujo




Que¢ es el FFR?

- FFR = Fractional Flow Reserve.

- Es un valor que nos indica la severidad hemodinamica
de una lesion coronaria.




Que¢ es el FFR?

FFR : medida cuantitativa y reproducible de

la severidad de una lesion. T
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Como se mide el FFR?

FFR = Fractional Flow Reserve.

Guia PressureWire®

Monitor RadiAnalyzer®
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Como se mide el FFR?

Ecualizacion (normalizacion) de presiones.
Avanzar el sensor hasta la salida del cateter guia.




Como se mide el FFR?

Ecualizacion (normalizacion) de presiones.
Verificar que la Pa y la Pd son iguales.

"Equalize”




Como se mide el FFR?

Avanzar el sensor hasta superar la lesion.
Esperar a obtener valores estables de presion.
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Como se mide el FFR?

Si la lesion es muy severa, el FFR sera positivo en situacion basal.
Si no es positivo, hay que simular el ejercicio: produciendo maxima hiperemia.

Requisitos: Vasodilatacién, dilatacion microvascular, e incremento en el flujo
sanguineo.

Como se consigue? Adenosina en bolo intracoronario o perfusion
intravenosa. .

Max flow in presence of a stenosis
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Como se mide el FFR?
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'S¢, Por qué es necesaria la guia de presion?

Limitaciones de la angiografia coronaria “visual”.

Variabilidad intra e interobservador en la cuantificacion de
estenosis.

Estenosis <20% o >80%: buena concordancia.
Entre 20-80%: baja concordancia.

Discordancia entre grado de estenosis (%) y el significado
funcional de la estenosis (isquemia). Depende de:

Grado de estenosis.
Longitud de la lesion.
Area luminal.
Circulacion colateral.
Tono vasomotor.
Microcirculacion.

QCA: muchas limitaciones.



Por que es necesaria la guia de presion?

Limitaciones de la angiografia coronaria “visual”.

FFR / LINDSTAEDT

How good are experienced interventional cardiologists at predicting the functional significance of intermediate or equivocal left main
coronary artery stenoses?

Lindstaedt M, Spiecker M, Perings C, Lawo T, Yazar A, Holland-Letz T, Muegge A, Bojara W, Germing A. Int J Cardiol. 2007 Aug 21; 120(2):254-61
OBJECTIVES:

Assess the accuracy of visual angiographic assessment of intermediate or equivocal left main coronary artery (LMCA) stenoses by experienced
interventional cardiologists when taking fractional flow reserve (FFR) measurements as the gold standard.

METHODS:

» 51 patients

«+ Intermediate lesions (40 - 80 % diameter stenosis by angiography) and equivolcal LMCA disease
» Eveluation of all lesions by FFR

» Angiograms were reviewed by 4 experienced interventionalists blinded to FFR results

« Lesion significance had to be classified as 'significant’, 'not significant'. or 'unsure' by observer

Lindstaedt M, Spiecker M, Perings C, Lawo T, Yazar A, Holland-Letz T, Muegge A, Bojara W, Germing A. Int
J Cardiol. 2007 Aug 21; 120(2):254-61.



Por que es necesaria la guia de presion?

Limitaciones de la angiografia coronaria “visual”.

SUMMARY:

» Results were compared with two different FFR cutoff values (< 0.75 and hemodynamically significant lesions.

» The 4 reviewers achieved correct lesion classification in no more than approximately 50 % of cases each, regardless of FFR threshold

« The interobserver agreement between two reviewers in excess of the agreement expected due to chance was outperformed on average by only
16 %.

« The iinterobserver variability was large resulting in unanimously correct lesion classification in only 29 % of all cases.

CONCLUSIONS:

The evaluation of the functional significance of intermediate or equivocal LMCA stenoses should not be based on visual assessment, even when
performed by experienced interventional cardiologists. The study is a strong plea to be prudent and self-critical with respect to one's own ability to
appraise the functional significance of left main lesions correctly. Increased application of FFR measurements in this patient population should be
recommended.

Lindstaedt M, Spiecker M, Perings C, Lawo T, Yazar A, Holland-Letz T, Muegge A, Bojara W, Germing A. Int
J Cardiol. 2007 Aug 21; 120(2):254-61.



Para qué es util la guia de presion?

Lesiones intermedias.

Lesiones en tandem en una misma arteria.
Enfermedad difusa y lesiones largas.
Tronco comun.

Lesiones ostiales.

Ramas secundarias “atrapadas” por stent.
Angina y enfermedad multivaso.
Alternativa a test de isquemia no invasivo.

Normalizacion FFR tras ACTP con stent: valor prondstico.



Hay que usar la guia de presion?

Guidelines on myocardial revascularization

European Heart Journal (2010) 31, 2501-2555
EUROPEAN doi:10.1093/eurheartj/ehq277

SOCIETY OF
CARDIOLOGY*

Table 33 Recommendations for specific percutaneous coronary intervention devices and pharmacotherapy

Class® | Level Ref.c

ischaemia is not available.

FFR-guided PCl is recommended for detection of ischaemia-related lesion(s) when objective evidence of vessel-related

15,28

Pressure-derived fractional flow reserve

Although non-invasive stress imaging should be the gold standard
for evaluation of patients with known or suspected CAD, many
patients come to the catheterization laboratory without prior func-
tional testing. When a non-invasive imaging stress test is unavailable,
FFR can be useful, especially in the presence of MVD. The concept
that avoiding unnecessary stenting actually improves outcome was
demonstrated in the DEFER"™ and FAME® trials. FFR is a valuable
tool to determine whether or not an intermediate stenotic segment
can cause downstream ischaemia in stable and unstable patients
with MVD, in-stent restenosis, LM stenaosis, and post-ML.

5.4 Invasive tests

In common practice, many patients with intermediate or high pretest
CAD likelihood are catheterized without prior functional testing.
When non-invasive stress imaging is contraindicated, non-diagnostic,
or unavailable, the measurement of FFR or coronary flow reserve is
helpful. Even experienced interventional cardiologsts cannot
predict accurately the significance of most intermediate stenoses
on the basis of visual assessment or quantitative coronary angiogra-
phy.?’*# Deferral of PCI>*® or CABG® in patients with FFR =0.80
is safe and clinical outcome is excellent. Thus, FFR isindicated for the
assessment of the functional consequences of moderate coronary
stenoses when functional information is lacking.




Estudio FAME

The NEW ENGLAND
JOURNAL o MEDICINE

ESTABLISHED IN 1812 JANUARY 15, 2009 VOL. 360 NO. 3

Fractional Flow Reserve versus Angiography
for Guiding Percutaneous Coronary Intervention

Pir A.L. Tonino, M.D., Bernard De Bruyne, M.D., Ph.D., Nico H.J. Pijls, M.D., Ph.D.,

Uwe Siebert, M.D., M.P.H., Sc.D., Fumiaki lkeno, M.D., Marcel van ‘t Veer, M.Sc., Volker Klauss, M.D., Ph.D.,

Ganesh Mancharan, M.D., Thomas Engstrem, M.D., Ph.D., Keith G. Oldroyd, M.D., Peter N. Ver Lee, M.D.,
Philip A. MacCarthy, M.D., Ph.D., and William F. Fearon, M.D., for the FAME Study Investigators*
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OBJECTIVES:

Investigate whether routine measurement of fractional flow reserve (FFR; the ratio of maximal blood flow in a stenotic artery to normal maximal flow), in
addition to angiography, improves outcomes of patients with multivessel disease (MVD).

METHODS:

« 1,005 patients

« 20 European and U.S. centers

» Randomized

« DES only

« Multivessel coronary artery disease only

» Angiography guidance alone versus angiography plus FFR
» PCI for every lesion with FFR = 0.80

» No PCI for FFR group patients with FFR > 0.80

« 1 year follow-up

» Criterios exclusion: Tronco comun, by-pass previo, shock cardiogénico, coronarias
extremadamente tortuosas o calcificadas, contraindicacion para DES.

* DES de 12-22 generacién: Cypher, Taxus, y Endeavor.

« Comité independiente de asignacién de eventos: “ciego”.
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Randomization

|

Angiography-guided PCI FFR-guided PCI

|

Meaasurement of FFR for all
indicated stenoses

Stent placement for all Stent placement only for
indicated stenoses stenoses with FFR =0.80

L}

L r fallowe-up

Primary end point: death + nonfatal myocardial infarction + repeat revascularization
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Table 1. Baseline Characteristics of the Patients.*
Angiography FFR Group
Characteristic Group [N=496) (N=509) P Valueyj
Demeographic
Age—yr 64.2+10.2 64.6+10.3 0.47
Sex — no. (70) 0.30
Male 360 (72.6) 334 (75.4)
Female 136 (27.4) 125 (24.6)
Previous myocardial infarction — no. (%) 180 (36.3) 187 (36.7) 0.84
_ Previous PCl— no. (%) 129 {26.0) 146 (28.7) 0.34
Diabetes — no. (26) 125 (25.2) 123 (24.2) 0.65
Hypertension — no. (76) 327 (85.9) 312 (61.3) 0.10
Hypercholesterclemia — no. (%6) 362 (73.0) 366 (71.9) 0.52
Family history — no. (26) 190 (38.3) 205 (40.3) 0.49
Current smoker — no. (%5 156 (31.5) 138 (27.1) 0.12
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Table 2. Results of PCIL.#*

Angiography Group FFR Group
Variable (N =496) (M= 509) P valuey
Procedure time — ming 70144 71+43 0.51
Volume of contrast agent used — ml 02127 272133 <0.001
Crug-eluting stents
Ma. of stents per patient
Mean 2.741.2 1.9+1.3 <(.001
Median {interquartile range) 3(2-3) 2(1-3)
Tatal length per patient — mm 51.9+24.6 37.9:£27.8 <0.001
Average diameter per patient — mm 2.9610.33 2.52+0.36 0.13
Tatal no. of stents 1359 980
FFR-guided strategy
Lesions successfully measured for FFR— no./total no. (%)1] NA 1329/1414 (94.0)
FFR NA 0.71+0.18
Ischemic lesions NA 0.60+0.14
Nonischemic lesions NA 0.88+0.05
Lesions with FFR =0.80 — no./total no. (%6) NA 874/1337 (63.0)
Lesions with FFR >0.80 — no. /total no. (%6) NA 513/13387 (37.0)
Cost of materials — $| 6,007 +2,819 5,332+3,261 <0.001
Hospital stay at baseline admission — days 3.713.5 3.4+33 0.05
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Table 3. Primary and Secondary End Points at 1 Year.*
Angiography Relative Risk with
Group FFR Group FFR Guidance

End Point (N=496) (N=509) P Valuej (95%Cl)
Events at 1 year
Composite of death, myocardial infarction, 91 (18.3) 67 (13.2) 0.02 0.72 (0.54-0.96)

and repeat vascularization — no. (%) 1
Death — no. (%) 15 (3.0) 9 (1.3) 0.19 0.58 (0.26-1.32)
Myocardial infarction — no. (%6) 43 (3.7) 29 (5.7) 0.07 0.66 (0.42-1.04)
Repeat vascularization — no. (%) 47 (9.5) 33 (6.5) 0.08 0.68 (0.45-1.05)
Death or myocardial infarction — no. (%) 55 (11.1) 37 (7.3) 0.04 0.66 (0.44-0.93)
Total events — no. 113 76
Events per patient— no. 0.23+0.53 0.15+£0.41 0.02
Functional status at 1 year
Patients without event and free from angina  326/482 (67.6) 360/493 (73.0) 0.07

— no./total no. (%)
Patients free from angina— no./total no. (%6) 374/480 (77.9) 399/491 (81.3) 0.20
Antianginal medications — no.§ 1.23+0.74 1.20+0.76 0.48
Score on EQ-5D visual-analogue scale§ 73.7£16.0 74.5+15.7 0.65
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Figure 3. Kaplan—Meier Survival Curves According to Study Group.

FFR denotes fractional flow reserve, and PCI percutaneous coronary intervention.
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COMNCLUSIONS
Routine measurement of FFR in patients with multivessel coronary artery disease who
are undergoing PCI with drug-eluting stents significantly reduces the rate of the com-
posite end point of death, nonfatal myocardial infarction, and repeat revasculariza-
tion at 1 year. (ClinicalTrials.gov number, NCT00267774.)

also significantly reduced. Without prolonging
the procedure, the FFR-guided strategy reduced
the number of stents used, decreased the amount
of contrast agent used, and resulted in a similar,

if not improved, functional status with no decrease
in health-related quality of life. Furthermore, the
procedure-related costs were significantly lower
with the FFR-guided strategy. These results were
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Toumal of the Amencan College of Cardiclogy Vol 56, Ma. 3, 2010
£ 2010 by the American College of Cardiology Foundation IS5 0735-1097/836.00
Published by Elsevier Inc. i 10,1016/ jace 2010.04.012

CLINICAL RESEARCH Iinterventional Cardiology

Fractional Flow Reserve Versus Angiography
for Guiding Percutaneous Coronary Intervention
in Patients With Multivessel Coronary Artery Disease

2-Year Follow-Up of the FAME (Fractional Flow Reserve
Versus Angiography for Multivessel Evaluation) Study

Nico H. J. Pyls, MD, PHD,* William F. Fearon, MD,t Pim A. L. Tonino, MD,*

Uwe Siebert, MDD, MS, MPH, 5cD,$§ Fumiaki Ikeno, MD,} Bernhard Bornschein, MD, MPH,}
Marcel van't Veer, MS, PHD,* Volker Klauss, MD, PI—ID,” Ganesh Manocharan, MDY

Thomas Engstrom, MD, PHD# Keith G. Oldroyd, MD,* Peter N. Ver Lee, MD, T+

Philip A. MacCarthy, MD, 34 Bernard De Bruyne, MD, PHD,§§ for the FAME Study Investigators

Eindhoven, the Netherlands; Stanford, California; Hall in Tirol, Austria; Boston, Massachusetts; Munich, Germany;
Belfast, Glasgow, and London, United Kingdom; Copenhagen, Denmark; Bangor, Maine; and Aalst, Belgium
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d FFR-guided group: )
508 patienis
1328 stenoses
. S

[ 513 stenoses deferred (FFR =0.80) W

816 stenoses stenlsd

8 late myocardial infarctions 53 repeat revascularizations
b
l
1 due to a deferred lesion 16 due to a deferred lesion
0.2%) (3.2%)
8 stent-related or due to a 37 due to in-stent reslenosis
new lesiton (1.6%) or a new lesion [7.2%)

2-Year Outcome of Stenoses In FFR Group
Initially Deferred on Basis of FFR =0.80

Figure 4
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Fractional Flow Reserve—Guided PCI versus Medical Therapy
in Stable Coronary Disease

Bernard De Bruyne, M.D., Ph.D., Nico H.J. Pijls, M.D., Ph.D., Bindu Kalesan, M.P.H., Emanuele Barbato, M.D., Ph.D.,
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Kreton Mavromatis, M.D., Ganesh Manoharan, M.D., Peter Verlee, M.D., Ole Frobert, M.D., Nick Curzen, B.M., Ph.D.,
Jane B. Johnson, R.N., B.S.N., Peter Jiini, M.D., and William F. Fearon, M.D., for the FAME 2 Trial Investigators*
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BACKGROUND

El ICP en el SCA mejora el pronéstico.

En la enfermedad coronaria estable, persiste la controversia
sobre el beneficio del ICP versus el tratamiento médico

optimo (COURAGE...).

El potencial beneficio del ICP radica en la presencia de
isquemia (y su extension) provocada por una lesion
potencialmente tratable.

Tratar lesiones que no producen isquemia NO es
beneficioso y podria ser contraproducente.
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“All comers” trial: todos los pacientes elegibles
consecutivos.

28 paises en Norte America y Europa.

Pacientes con enfermedad coronaria estable.

Con enfermedad de 1, 2, o 3 vasos, factible para ICP.
Se predefinen las lesiones a tratar.

Se mide el FFR en dichas lesiones.

Los pacientes con al menos una lesion con FFR < 0.80 son
randomizados a:

ICP guiada con FFR + OMT.
OMT.

Los pacientes con FFR > 0.80 en todas las lesiones, fueron
iIncluidos en un registro.
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Trial Design

Stable patients with 1, 2, or 3 vessel CAD evaluated for PCIl with DES
n=1220

Randomized Trial

At least 1 stenosis with All FFR > 0.80
FFR = 0.80 (n=888) (n=322)

Randomization 1:1

[Pci+mT | MT

50% randomly assigned
to follow-up

Primary Endpoint: Death, MI, Urgent Revascularization at 2 years
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Inicio: Mayo 2010.
Fin: enero 2012.

El “data and safety monitoring board” suspende la inclusion
por una diferencia muy significativa en la incidencia de
ﬁ/ln_lgpomt primario a favor del grupo ICP respecto al grupo

1220 pacientes incluidos.

—_— 888 con al menos un FFR < 0.80 : randomizados.
332 con FFR > 0.80 : registro.
Seguimiento medio: 210 dias.
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Table 1. Baseline Clinical, Angiographic, and Fractional Flow Reserve (FFR) Characteristics.®
Variable Randemly Assigned Groups Registry Cohort P Value}
PCl plus Medical  Medical Therapy
Therapy Alone
Patient characteristics
Total no. of patients 447 441 166
Age —yr 63.52+9.35 63.8019.602 63.58+5.75 0.90
Male sex — no. [5) 156 (79.6) 338 [76.6) 113 (68.1) 0.005
Body-mass index] 28.29+4.27 28.444.55 27.83+3.94 0.14
Family history of coronary artery disease — no. (34) 216 [48.3) 207 (46.9) 76 (45.8) 0.65
Current smoking — no. (26 89 (19.9) S0 (20.4) 35 (21.1) Q.79
Hypertension — no. {%) 347 (77.6) 343 (77.3) 136 (81.9) 0.23
Hypercholesteralemia — no. (%6) 330 (73.8) 348 (78.9) 113 (71.1) 0.15
B Ciabetes mellitus — no. (%)

Any 123 (27.5) 117 (26.5) 42 (25.3) 0.65
Angina — no./total no (78)9 0.64

Asymptomatic 53/447 (11.9) 46/440 (10.5) 17/166 (10.2)

CCS class | 82/447 (18.3) 0B/440 (22.3) 42166 (25.3)

CCS class 1 204/447 (45.6)  197/440 (44.3) 74/166 (44.6)

CCS class 111 80/447 (17.9) 65/440 (14.3) 23166 (13.9)

CCS class IV, stabilized 28/447 (6.3) 14/440 (7.7) 10/166 (6.0)
Silent ischemia— no. (%) 73 (16.3) 73 (16.6) 27 (16.3) 0.96
Left ventricular ejection fraction <50% — no./total no. (36) 83/423 (19.5) 56,410 (13.7) 27/150 (18.0) 0.69
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Variable Randoemly Assigned Groups Registry Cohort P Valuej
PCl plus Medical ~ Medical Therapy
Therapy Alone
Angiographic findings
Angiographically significant lesions — no. per patient 1.8711.05 1.73:0.24 1.32+0.59 <0.001
Vessels with at least one significant lesion <0.001
— na. of patients (74)
1 251 {56.2) 261 (59.2) 136 (81.9)
2 156 (34.9) 146 (33.1) 26 (15.7)
3 40 (3.9) 34 (7.7) 4 (2.4)
Atleast one significant lesion in proximal er middle left anterior 291 {85.1) 276 (B2.8) 74 (44.8) <0.001
descending artery — no. (%)
FFR findings
Functionally significant lesions — no. per patient 1.52z0.78 1.42:0.72 0.03£0.17 <0.001
Vessels with at least one significant lesion — no. of patients (&) <0.001
1 331 (74.0) 343 (77.8) 5 (3.0}
2 102 (22.8) 85 {19.3) 0
3 14 (3.1) 13 (2.9) 0
Atleast one significant lesion in proximal er middle left anterior 279 (62.4) 263 (59.8) 1(0.6) <0.001

descending artery — no. (%)
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Table 2. Clinical Events.
Registry Cohort
Event Randomly Assigned Groups [(N=166)
PCl plus Medical — Medical Therapy Hazard Ratic
Therapy Alone with PCI
(MN=447) (MN=441) 95% Cl) PWalue
no. (o) fo. (7o)
Primary end point 19 (4.3) 56 (12.7) 0.32 (0.18-0.53) 0,001 5 (3.0)
Components of primary end paoint
Death from any cause 1(0.2) 3(0.7) 0.33 (0.03-3.17) 0.31 0
Myacardial infarction 15 (3.4) 14 (3.2) 1.05 (0.51-2.19) 0.89 3 (1.8)
] Urgent revascularization 7 l.8) 49 (11.1) 0.13 (0.06-0.30) <(.001 4 (2.4)
Death or myocardial infarcticn 15 (3.4 17 (3.9) 0.61 (0.23-1.35) 0.22 3(1.8)
Cardiac death 1{0.2) 1(0.2) 0.96 (0.06-15.17) 0.98 0
Revascularization
Any 14 (3.1) 86 (19.5) 0.14 (0.08-0.26) <0.001 6 (3.6)
Monurgent revascularization 7 (l.g) 18 (3.8) 017 (0008039 <(0.001 2(1.3)
Stroke 1(0.2) 2 {0.5) 0.49 (0.04-5.50) 0.56 1 (0.6)
Definite or probable stent thrombosis 5 (1.1 1(0.2) 4.9% (0.59-42.25) 0.10 1 (0.8)
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A Primary End Point

B Death from Any Cause
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Figure 1. Cumulative Incidence of the Primary End Point and Its Components.




Estudio FAME 2

MT: 8 x riesgo de revascularizacion urgente en el seguimiento.

FFR-Guided
PCI MT P-Value
(n=447) (n=441)
0,
(/]

Primary Endpoint 4.3 12.7 <0.001
Death 0.2 0.7 0.31
Myocardial Infarction 3.4 3.2 0.89
Urgent Revascularization 1.6 1.1 <0.001

Free from Angina (1 month) 7 48 <0.001




Estudio FAME 2

MT: 8 x riesgo de revascularizacion urgente en el seguimiento.

Reasons for urgent revascularization

Myocardial
infarction

Only urgent
revascularization
triggerad by Ml or UA

83%

Unstable
angina anly

relative risk

on ECG

Reasons for urgent revascularization

“ UA and ischemia on ECG

N=12(214%) N =15(26.8%) N =128 (51.8%)

* Resting symptoms (i.e., unstable) that were refractory to
medication and therefore required hospitalization. Fulfilled
criteria of ACS based on the judgement of the blinded
CEC, who adjudicated each case.

Unstable angina plus
evidence of ischemia

reduction
26.8% P<0.001

ECG changes

If you only count the urgent revascularizations triggered by MI or
LIA with evidence of ischemia on ECG, the difference between
FFR-guided PCl and MT alone is still statistically significant, and the
relative risk reduction is still 83%.

Only urgent revascularization triggered by Ml or UA

N=4(0.8%) N=123(5.2%)

UNEQUIVOCAL EVIDENCE OF ACS

Urgent revascularization triggered by MI or unstable angina
with evidence of ischemia on ECG: 0.9% (PCI) vs. 5.2%
(MT). Hazard ratio with PCI, 0.13; 95% CI, 0.04 to 0.43;
P<0.001




Estudio FAME 2

CONCLUSIONES

En pacientes con enfermedad coronaria estable y con
alguna lesion significativa (FFR < 0.80), el tratamiento con
ICP + OMT (versus OMT) disminuye la incidencia de
revascularizacion urgente.

En los pacientes con estenosis “angiograficamente
S|gn|f|cat|vas pero “funcionalmente no

significativas” (registro), el prondstico fue excelente solo con
OMT.

In conclusion, among patients with stable coro- that were not functionally significant, the best
nary artery disease and at least one stenosis with available medical therapy alone resulted in an
an FER. of 0.80 or !ess, FFR-guided PCI with drug- excellent outcome, regardless of the angiographic
eluting stents plus the best available medica! ther- appearance of the stenoses.
apy, as compared with the best available medical _

Supported by 5t Jude Madical

L]
thE‘l‘Elp]r’ _ﬂ-DI:lE', decreased ﬂ'lE' rate D_f- urgent re- Drisclosure forms provided by the authors are available with
vascularization. ﬂl]]ﬂllg patients with stenoses the full tecr of this article at 1 ETM.org




Es coste-efectiva la guia de presion?

Claramente beneficiosa en el FAME-1

Improved Outcomes at Lower Costs Two-year Survival Free of Death/MI
4 S 100
B =
g@ g 0.957 FFR-Guided
<«—Angobetier < ° | FFR better — & 090 Angio-Guided
QALY E 085- anidie 720 Days
> = 3.8% 4.3%
2 0.80
b
£ 0757
z
3 0.70 7 T T T T T T T
Bootstrap simulation indicated that the FFR-guided strategy was 0 120 240 360 480 600 720

cost-saving in 99.8% and cost-effective in all 1,000 scenarios.

Days Since Randomization

Procedural Characteristics e i e i
DES per Patient, No. 27+12 19+13 < 0.001
Procedure Time, Min. 70 + 44 71 £43 0.51
Contrast Agent Used, ML 302 + 127 272 + 133 < 0.001
Materials Used at Procedure, Mean USD 6007 + 2819 5332 + 3261 < 0.001

Length of Hospital Stay, Days 3.74+35 34+33 0.05




Es coste-efectiva la guia de presion?

Analisis de coste-efectividad en el FAME-2

One Year Cost Estimates Per Patient

Cumulative Costs over 12 Months
FFR-Guided
MT
PCI 3
S $2,5081
Baseline $8,790 $3,305 - 8] 7
z g $5,485 T
Drug-Eluting Stent(s) $4,304 $48 ‘_% o | ,,—-"’
s8N .7 —— FFR-Guided PCI
— = = e -= MT
Follow-up $2,584 $5,561 23
o | % of study population
Revascularization $442 $3,928 . ,100/‘1’ Sf% 1 /°

1 1 1
0 2 4 6 8 10 12
Month

Total $11,374 $8,866




Es coste-efectiva la guia de presion?

Analisis de coste-efectividad en el FAME-2

CE Benchmarks: () >$150,000/ QALY

Hemodialysis = $50,000 / QALY @ $50K-150K/ QALY
WHO GDP std = $150,000/ QALY () <s50,000/ QALY

Freedom from Angina in COURAGE

W PCI+OMT [ OMT

P<0.001 P=0.005 P=0.010 P=030

56
53

Angio-Guided PCI
vs Medical Therapy

Months EAME 1 Angio-Guided PCl vs FFR-Guided PCl is
FFR-Guided PCI Dominant (1$ / 1QALY)

FFR-Guided PCl vs
Medical Therapy

COURAGE = $168,000 / QALY

24 36

FAME 2 $32,000 / QALY

Conclusion: en pacientes con enfermedad coronaria estable sintomatica,
el ICP (guiado por FFR) mejora la angina y la calidad de vida, y es
econdmicamente coste-efectivo comparado con el tratamiento médico
optimo.



CONCLUSIONES

Guia de presion (FFR)

Herramienta muy util para el mejor diagnostico y para la
eleccion del mejor tratamiento en algunos pacientes,
especialmente:

Lesiones ostiales.
Lesiones intermedias.
Enfermedad multivaso (localizar isquemia).

En ocasiones encarece el procedimiento y en otras lo hace
mas barato.

Limitaciones: da informacion funcional, no anatomica
(lesiones inestables, con trombo, diseccion...). No se debe
caer en una mala interpretacion del FFR.

En ocasiones puede (o deberia) ser sustituida por un test de
isquemia no invasivo (conociendo también sus limitaciones).



