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54% of elegible patients recruited were 

randomized, however, I wonder  where 

these patients came from?

Rodriguez AE et al. Minerva Cardioangiologica 2017 .

Rodriguez AE Cardiovasc Revasc Medicine 2018.

C3 2019



Reviewing Angiograms of ORBITA



The ORBITA trial: Why is it not the last 
nail for coronary angioplasty in stable 

angina patients?

Rodriguez AE; Cardiovasc Revasc Med. 2018 Jul 20. pii: S1553-

8389(18)30317-8. doi: 10.1016/j

However this does not end here and we recently 
noticed from unplublished data that 85% of patients 
non initially treated with PCI were ultimately treated 

with PCI for unknown reasons



ORBITA

Al-Lamee et al. Lancet. 2018 Jan 6;391(10115):31-40

Al-Lamee et al. Circulation. 2018 May 22, ahead of print



Background

The ERACI SCORE

YES Guided 

-Severe stenosis (≥ 70%) 

with RD > 2.0 mm)

NO

-Intermediate lesions (50-

69%) 

-Severe lesions in vessels 

with RD ≤ 2 mm

PCI strategy

• Stent severe (≥70%) stenosis 

only.

• Provisional stent strategy in all 

bifurcations.

• Avoid  stent in SB ≤ 2.0 mm. 

• Complete Functional 

Revascularization.

• Prasugrel or ticagrelor in 

diabetics, complex left main or 

high SYNTAX score.

Rodriguez AE et al. Cardiovasc Revasc Med. 2018 Feb 13.

Rodriguez AE et al. Curr Cardiol Rep. 2017 Mar;19(3):20.

Rodriguez AE et al. Cardiovasc Revasc Med. 2015 Oct-Nov;16(7):418-20



Rodriguez AE et al. Cardiovasc Revasc Med. 2015 Jul 11.(15)00182-7

Classical SYNTAX score and Modified by ERACI IV Syntax 

score comparison from ERACI IV trial population.
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PT ID:01-021 

SYNTAX score = 34 

(Red & white arrows) 7 DES 

DS < 70% or RVD 

> 2.0 mm

Modified ERACI IV SYNTAX score= 19 

(Red arrows) 3 DES

Residual SS = 9

Residual ERACI IV SS =  2

Rodriguez AE et al. Cardiovasc Revasc Med February 2018

• NOT ONLY SYNTAX re-categorization…

• We CHANGE Profile Risk

• LESS Contrast Dye

• LESS DES Deployment

• We are more Cost / Effective

• BETTER Long term Results



Summary
1- Results of the ORBITA trial, had limitations driving  by very poor lesion 

assessment and the small  sample size ( estimated 0.5% of the entire PCI 

population if we excluded the 82 pts with intermediate stenosis or with small 

vessel stenosis).

2-Accorded to our analysis many of these lesions  included in the study 

shouldn’t be treated with stent, in fact that  was the policy of PCI stent strategy 

of  many trials with PCI and multiple vessel CAD, in fact EXCEL trial 

investigators excluded those lesions in the risk score assessment (high SS 0% on 

site vs 24% by core lab).

3- Stenting an isolated severe lesion in a small vessel (≤ 2 mm) and/or 

intermediate lesions may be considerer as inappropriate PCI indication and 

appears to be an exclusion criteria of ORBITA trial suggesting 41% of patients 

shouldn’t be included. 

4-Finally, I would like to see ORBITA 2 results with “true critical” stenosis in 

major epicardial vessel leaving with OMT alone.



Muchas Gracias

IAGS!!!



MUCHAS GRACIAS!!!
1- Results of the ORBITA trial, 

beyondIAGS small sample size (0.5% or 

less PCI population), indirectly supported 

that a right lecture of coronary IAGS 

included jeopardized score remain 

standard of care to select the righ

treatment option for many patients with 

stable patients with CAD

select the righ treatment option for many 

patients with stable patients with CAD



Modifying angiographic syntax score according to PCI 

strategy: lessons learnt from ERACI IV Study

Rodriguez AE et al. Cardiovasc Revasc Med. 2015 Oct-Nov;16(7):418-20. 

YES. 

-Guided 

-Severe stenosis (≥ 70%) with RD ≥ 2.0 

mm)

NO. 

-Intermediate lesions (50-69%) 

-Severe lesions in vessels with RD < 2 mm

GOAL: “Reasonable” 

IncompleteRevascularization

or FCR



The ORBITA trial: Why is it not the last 
nail for coronary angioplasty in stable 

angina patients?

Rodriguez AE; Cardiovasc Revasc Med. 2018 Jul 20. pii: S1553-

8389(18)30317-8. doi: 10.1016/j



Summary

1- Results of the ORBITA trial, had limitations driving first  by 

small  sample size (0.5% or less PCI population) and secondly by 

poor lesion assessment analysis  included jeopardized score.

2-Accorded to our analysis many of these lesions /patients 

included in the study shouldn’t be treated with stent, in fact that  

was the policy of PCI stent strategy of  two observational and 

prospective registries (ERACI IV and WALTZ).

3- Small vessels and intermediate stenosis should not be part of 

any revascularization strategy, excluded from revascularization 

guidelines and definition of multiple vessel CAD. 

4-Finally, results from ORBITA trial indirectly is an “external and  

blind “ validation of the ERACI risk score. 



ACUTE CORONARY SYNDROME: 

DETECTION, PREVENTION AND 

TREATMENT 

PREDICTIVE VARIABLES OF LONG TERM 

OUTCOME IN PATIENTS UNDERGOING COMPLEX 

PERCUTANEOUS CORONARY INTERVENTIONS. 

THE ERACI RISK SCORE

SUNDAY, JULY 29, 2018 at 11:15 - 14:30 in HALL A.

A.M. Rodriguez-Granillo, H. Pavlovsky, C. Fernandez-

Pereira, J. Mieres, M.L. Sisu, O. Santaera, Z. Ming, W. 

Pan, A.E. Rodriguez on behalf of ERACI IV and WALTZ 

investigators.

Cardiovascular Research Center (CECI) 

Buenos Aires, Argentina



426 pts from ERACI IV and WALTZ registries 

15 sites from Argentina

2013-2016  

(20% random “on site” monitoring )

225 pts (11.8%) with 

PCI with Rapamycin 

chromium cobalt 

alloy SES(Microport

Corp.)

ERACI IV

FU 36 months

201 pts (9.7%) with 

PCI with bare 

chromium cobalt 

alloy BMS

(Microport Corp)

WALTZ

FU 18 months

DEFINITIONS

MACCE (any death, MI, CVA or

unplanned vessel revascularization)

“Reasonable” Residual ERACI /Syntax Risk Score

≤5 was arbitrarily defined

ERACI IV

Inclusion criteria
ULMD or MVD

No previous DES

LVEF > 35%

Non-STEMI

WALTZ

Inclusion criteria
All-comers

STEMI included

LVEF > 35%

METHODS

Patient Population and Study Design



RESULTS

Univariate analysis - MACCE

Variable P value

Male gender 0.19

Previous MI 0.53

Previous PCI 0.87

Diabetics 0.38

HBP 0.37

Dyslipidemia 0.22

Family history CAD 0.008

PVD 0.23

Current smoker 0.68

ACS 0.03

STEMI 0.81

Variable P value

Previous ASA 0.26

Previous 2PY12 0.25

Previous statins 0.32

ULMD 0.85

Prox LAD or ULMD 0.30

High SS 0.01

High ES 0.01

rSS< 6 0.87

rES< 6 0.09

IIb/IIIa 0.57

Radial access 0.80



RESULTS

Variable P value OR 95% CI

Family history of 

CAD

0.03 2.59 1.07-6.23

High SS (>32) 0.50 0.75 0.33-1.71

High ES (>32) 0.84 1.12 0.34-3.64

ACS 0.49 0.79 0.41-1.54

Low residual SS (<6) 0.73 1.13 0.55-2.29

Low residual ES (<6) 0.01 0.36 0.15-0.82

Cox Multivariate analysis



RESULTS

Outcome at mean 509 days of follow-up
Overall population

Variable

Any cause of death 2.6%

Cardiovascular death 0.7%

Acute MI 1.4%

Stroke 0.5%

Death/MI/stroke 4.2%

TVR 6.8%

TVR non-TLR 2.3%

Unplanned revascularization 9.8%

MACCE 13.4%
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ORBITA
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Al-Lamee et al. Circulation. 2018 May 22, ahead of print





PT ID:02-018 

SYNTAX score = 32

(Red & white arrows) 4 DES 

Modified ERACI IV SYNTAX score= 21 

(Red arrows) 2 DES

DS > 70% or

RVD > 2.0 mm

Residual SS = 14

Residual ERACI IV SS =  0



PT ID:02-018

SYNTAX score = 26 

(Red & white arrows) DES 

DS < 70% or RVD 

> 2.0 mm

Modified ERACI IV SYNTAX score=12  

(Red arrows) 1 DESResidual SS = 6

Residual ERACI IV SS =  0
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Sianos G, et al. EuroIntervention. 2005 Aug;1(2):219-27.

The SYNTAX lesion score is calculated 

by grading 11 types of lesions by 

answering sequential interactive 

questions

YES: Non Guided. 

-Intermediate (50 to 69%) or Severe 

Stenosis (≥ 70%) with RD ≥ 1.5 mm)

• Goal: Complete 

Revascularization

• Syntax/Freedom/Best/Pre-

Combat/Excel/ Noble/VA Cardia


