
SESSION CONJUNTA TCT @SOLACI/SOCIME 2015 

PERSPECTIVAS EN INTERVENCIONES CORONARIAS COMPLEJAS 

 

NECESSIDADES NO SATISFECHAS 

EN CARDIOLOGIA 

INTERVENCIONISTA.PRESENTACION 

DEL CASO 

Prof. Dr. EXPEDITO E. RIBEIRO 

 ASSOCIATE PROFESSOR CARDIOLOGY  SCHOOL OF MEDICINE -  UNIVERSTY OF SÃO PAULO 

  INTERVENTIONAL CARDIOLOGY OF  INCOR-HCFMUSP 

DIRECTOR OF INTERVENTIONAL CARDIOLOGY  TOTALCOR  / ALVORADA HOSPITAL 

INTERVENTIONAL CARDIOLOGY OF  THE GERMAN HOSP  OSVALDO CRUZ 



NO CONFLICT OF INTEREST  

RELATED TO THIS PRESENTATION 



•EVERY PATIENT  

IN WHICH PATIENTS 
SHOULD I USE A BRS 

RATHER THAN ONE DES 
OF LAST GENERATION? 

•SOME PATIENTS   

•NEVER  



•THE ANSWER IS: 

- WE DON’T KNOW YET 

•WHY ? 



 
 

1ST. :NEW GENERATIONS OF DES   

       ARE VERY GOOD 

POSSIBLES EXPLANATIONS 



PROGESS WITH METALLIC DRUG-ELUTING STENTS 

Stefanini, Taniwaki, Windecker. Heart 2014 





 
 

PATIENTS RANDOMIZED      6,920 
FOLLOW-UP           17,678 PY 

PATIENTS RANDOMIZED      6,846 
FOLLOW-UP           30,628 PY 

PATIENTS RANDOMIZED      8,920 
FOLLOW-UP           38,709 PY 

PATIENTS RANDOMIZED     15,787 
FOLLOW-UP            45,467 PY 

PATIENTS RANDOMIZED     12,457 
FOLLOW-UP           28,828 PY 

PATIENTS RANDOMIZED    19,391 
FOLLOW-UP           45,679 PY 

PATIENTS RANDOMIZED      9,187 
FOLLOW-UP           27,384 PY 

PATIENTS RANDOMIZED    14,802 
FOLLOW-UP           25,096 PY 

PATIENTS RANDOMIZED      2,035 
FOLLOW-UP             3,134 PY 

REVASCULARIZATION VERSUS MEDICAL THERAPY 
A NETWORK META-ANALYSIS 

 

100 RCTS - 93’553 PATIENTS RANDOMIZED  
FOLLOW - UP OF 262’090 PATIENT-YEARS 

Windecker S et al. BMJ 2014 



REVASCULARISATION VERSUS MEDICAL THERAPY IN STABLE CAD 

A NETWORK META-ANALYSIS 
 

PRIMARY ENDPOINT: ALL-CAUSE MORTALITY 

100 RCTS, 93’553 RANDOMIZED PATIENTS, 262’090 PATIENT-YEARS OF FOLLOW-UP, 

5’346 EVENTS 

FAVOURS REVASCULARISATION   FAVOURS MEDICAL THERAPY  

1 .3 3 

CABG 0.80 (0.70, 0.91) SURGERY 

PTCA 0.85 (0.68, 1.04) 

BMS 0.92 (0.79, 1.05) 

EARLY PCI 

TECHNIQUES 

E-ZES 0.88 (0.69, 1.10) 

SES 0.91 (0.75, 1.10) 

PES 0.92 (0.75, 1.12) 
EARLY-GENERATION  

DRUG-ELUTING STENTS 

R-ZES 0.65 (0.42, 1.00) 

EES 0.75 (0.59, 0.96) 

NEW-GENERATION  

DRUG-ELUTING STENTS 

Windecker S et al. BMJ 2014 



FAVORS REVASCULARIZATION   FAVORS MEDICAL THERAPY  

1 .1 .3 3 

ALL TRIALS 

RATE RATIOS (95% CI) 

EES 0.27 (0.21, 0.35) 

R-ZES 0.26 (0.17, 0.40) 

PES 0.44 (0.35, 0.55) 

SES 0.29 (0.24, 0.36) 

E-ZES 0.38 (0.29, 0.51) 

PTCA 0.97 (0.82, 1.16) 

CABG 0.16 (0.13, 0.20) 

BMS 0.69 (0.59, 0.82) 

REVASCULARIZATION VERSUS MEDICAL THERAPY 
A NETWORK META-ANALYSIS 

 

SECONDARY ENDPOINT REPEAT REVASCULARIZATION 
 

90’282 RANDOMIZED PATIENTS, 234’693 PATIENT-YEARS OF FOLLOW-UP 

11’619 EVENTS FOR THE ANALYSIS 

Windecker S et al. BMJ 2014 



 
 

1ST. :NEW GENERATIONS OF DES   

       ARE VERY GOOD 

POSSIBLES EXPLANATIONS 

2ND. : TWO EXAMPLES OF UNMET    

        NEEDS 



14 M 

AFTER 

ABSORB 
W/O DAPT 







DREAMS 6 M AFTER 











Area Luminal Mínima 



 
 

1ST. :NEW GENERATIONS OF DES   

       ARE VERY GOOD 

POSSIBLES EXPLANATIONS 

2ND. : TWO EXAMPLES OF UNMET    

        NEEDS 

3RD. : FINAL CONSIDERATIONS 



 
 

ABSORB II : A Prospective, Randomized 
Trial of an Everolimus-Eluting 

Bioresorbable Scaffold Versus an 
Everolimus-Eluting Metallic Stent in 

Patients with Coronary Artery Disease 

TCT 2014  13 Sep 2014 - 17 Sep 2014 , Washington, DC - 
U.S.A 
Plenary Session XII : Late-Breaking clinical Trials #2 

Patrick W. Serruys 
Imperial College, London, UK 

Erasmus University MC, Rotterdam, the Netherlands 
 

ICPS, Bernard Chevalier 
Massy, France 

on behalf of the ABSORB II Investigators  
 

Room: Level 3, Ballroom 11:00- 11:12, Sep 14st, 2014 



Treatment of up to 2 de novo lesions in separate 
epicardial vessels 

 

Lesion length <48 mm;  Dmax 2.25 mm – 3.8 mm 

Scaffold / stent diameters:   2.5, 3.0, 3.5 mm  

Scaffold / stent lengths:   12 (3.5 mm dia), 18, 28 mm 

ABSORB II Randomized Trial 

Prospective, single blind, randomized 2:1 Absorb BVS vs EES 

501 subjects at 46 European, Israeli, and New Zealand sites 

Co-Primary Endpoints  

1) Nitro-induced vasomotion at 2 years by QCA (superiority) 

2) Late loss at 2 years by QCA (non-inferiority to superiority) 

                                                  30D           6Mo            1Y            2Y            3Y            4Y            5Y       

  
QOL 

QCA, IVUS/VH 

MSCT (Absorb only) 
  

Clinical follow-up 

Serruys PW et al. Lancet 2014 



ABSORB II 1-Year Patient Flowchart 
Intent To Treat 

N=501  

Absorb 
BVS 

N=335 

N=334 

N=331 

N=329 

(98.2%) 

Xience 
N=166 

N=166 

N=165 

N=164 

(98.8%) 

1 subject consent 
withdrawn 

3 subjects consent 
withdrawn 

2 subjects consent 
withdrawn 

1 subject died 

Baseline 

30-day 

180-day 

1-year 

1 subject consent 
withdrawn 



Cumulative incidence in percentage 
Absorb  
335 pts  

Xience 
166 pts  

p 
value 

Composite of cardiac death, target vessel MI 
and clinically indicated target lesion 

revascularization (TLF, DoCE)                                                             
4.8 % 3.0 % 0.35 

Cardiac death 0 % 0 % 1.00 

Target vessel MI 4.2 % 1.2 % 0.07 

Clinically indicated TLR 1.2 % 1.8 % 0.69 

All TLR 1.2 % 1.8 % 0.69 

Composite of all death, all MI and all 
revascularization (PoCE)                                                                            7.3 % 9.1 % 0.47 

All death 0 % 0.6 % 0.33 

All MI 4.5 % 1.2 % 0.06 

All revascularization 3.6 % 7.3 %  0.08  

Clinical Outcomes 



Cumulative incidence in percentage 
Absorb  
335 pts  

Xience 
166 pts  

p 
value 

Definite scaffold/stent thrombosis 

  Acute (0-1 day)                                                                                                          0.3 (1pt) 0.0 NS 

  Sub-acute (2–30 days)                                                                                           0.3 (1pt) 0.0 NS 

  Late (31–365 days)                                               0.0 0.0 NS 

Probable scaffold/stent thrombosis 

  Acute (0-1 day)                                                                                                          0.0 0.0 NS 

  Sub-acute (2–30 days)                                                                                           0.0 0.0 NS 

  Late (31–365 days)                                               0.3 (1pt) 0.0 NS 

Definite scaffold/stent thrombosis 



*  
* 

* 

BVS 3.0*28 

BVS 3.0*28 

BL BL 2 days 
later 

Subacute scaffold thrombosis involving overlapping 
scaffolds 

Acute scaffold thrombosis at bifurcated 
lesion 

* 

SB 

SB 

SB 

SB * SB 

* SB 

BL BL 6 hours 
later 

BVS 2.5*18 

Definite scaffold/stent thrombosis 

Case: 100609-1002 

Case: 116891-1009 QCA results in the scaffold segment 

RVD 2.70 mm  
DS 19% 

BVS 3.5*12 BVS 3.5*28 

QCA results in the diagonal 
RVD 2.26 mm, DS 18.5% 









p=0.30 
In favour of 

EES/BES BVS 









2,1% 



Antonios Karanasos et al. Eur Heart J 2014;35:1781 

© The Author 2014. Published by Oxford University Press on behalf of the European Society of 
Cardiology 
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Very late bioresorbable vascular scaffold thrombosis: a new clinical entity 

 



UNMET NEEDS 
• LIMITED DATA 

• POOR DELIVERABILITY 

• REQUIRE EXTENSIVE VESSEL 

     PREPARATION 

• POOR TENSILE STRENGTH 

• LIMITED EXPANSILE RANGE 

• POORLY VISUALISED 

• COSTLY 




