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Kdy je bezpečné ukončit léčbu?





Zdroje doporučení a informací

• 1. Guidelines

• 2. Randomizované klinické studie (RCT)

• 3. Metaanalýzy

• 4. Registry

• 5. Informace a doporučení od výrobce (CE 
approval, SPC - summary of product
characteristics)



Guidelines ESC pro revaskularizaci -
2014

Windecker et al. Eur Heart J 2014



Guidelines AHA/ACC pro
revaskularizaci 2016

Levine et al. J Am Coll Card 2016 



2017 ESC focused update on dual
antiplatelet therapy



RCT

• Odlišná délka DAPT – 3 vs.12, 6 vs.12, 6 vs. 24 m.

• Odlišné populace a typy DES . 1 DES vs. různé DES

• Odlišné endpointy v různých studiích



Metaanalýza 4/2017 – Palmerini et al,, 

11 473 pts. European Heart Journal (2017) 38, 1034–1043



RCT – klinická relevance
Study 

 

Randomization Major inclusion criteria Major exclusion criteria Concealment 

of 

allocation 

treatment 

Intention-

to-treat 

analysis 

Blinded 

adjudication 

of events 

EXCELLENT Index procedure 

Clinical or instrumental 

evidence of myocardial 

ischemia with at least 1 

lesion in native coronary 

vessel with vessel diameter 

2.25 mm to 4.25 mm. 

MI within 72 hours, 

LVEF<25%, cardiogenic shock, 

serum Creatinine>265.2 

µmol/L, CTO, left main disease, 

true bifurcation requiring 2 

stents. 

Yes Yes Yes 

ITALICS Index procedure 

Stable/unstable angina, 

treated with at least 1 

everolimus-eluting stent. 

In-stent restenosis, left main 

disease, SVG, STEMI within 48 

h, NSTEMI within 6 months; 

LVEF < 30%; CKD; BMS 

implanted in the 3 months 

before the target procedure. 

Yes Yes Yes 

OPTIMIZE Index procedure 

Stable angina or low risk 

unstable angina with at 

least 1 lesion in native 

coronary vessel ≥2.5 mm in 

diameter. 

STEMI, scheduled elective 

surgery within 12 months, in 

stent restenosis of DES, BMS in 

non target vessel in the last 6 

months. 

Yes Yes Yes 

PRODIGY 
30 days after 

PCI 

Stable angina or acute 

coronary syndrome 

including STEMI with at 

least 1 lesion in native 

coronary vessel ≥2.25 mm 

in diameter. 

Planned surgery within 24 

months, history of bleeding, 

concomitant need of oral 

anticoagulant therapy. 

Yes Yes Yes 

RESET Index procedure 

Stable angina or acute MI 

with more than 50% 

diameter stenosis in a 

coronary artery. 

Cardiogenic shock, STEMI 

within 48 hours, LVEF<40%, 

previous stent thrombosis, CTO, 

restenotic lesion. 

Yes Yes Yes 

SECURITY Index procedure 
All comers. 

 
STEMI, left main disease. Yes Yes Yes 

 



RCT – výsledky a endpointy

Study N patients Primary endpoint Design
Follow-

up

DAPT 

duration 

(months)

Results of the primary 

endpoint

EXCELLENT

6 months 

(n=722)

12 months 

(n=721)

Cardiac death/MI/                 

ischemia-driven TVR

Non-

inferiority
1 year 6 versus 12

Non-inferiority 

demonstrated

ITALIC

6 months 

(n=953)

24 months 

(n=941)

Death/MI/ TVR/Stroke/Major 

bleeding

Non-

inferiority

36 

months
6 versus 24

Non-inferiority 

demonstrated

OPTIMIZE

3 months 

(n=1,563)

12 months 

(n=1,556)

Death/MI/CVA/major bleeding
Non-

inferiority
1 year 3 versus 12

Non-inferiority 

demonstrated

PRODIGY

6 months 

(n=751)

12 months 

(n=750)

Death/MI/CVA Superiority 2 years 6 versus 24

Superiority of 24-

month DAPT not 

demonstrated

RESET

3 months 

(n=1,059)

12 months 

(n=1,058)

Cardiac death/MI/ST/TVR/   

major bleeding

Non-

inferiority
1 year 3 versus 12

Non-inferiority 

demonstrated

SECURITY

6 months 

(n=682)

12 months 

(n=717)

Cardiac 

death/MI/Stroke/ST/Major 

Bleeding

Non-

inferiority
1 year 6 versus 12

Non-inferiority 

demonstrated



Metaanalýza 4/2017 – Palmerini et al, EHJ, 11 
473 pts.

intention-to-treat: 

per protocol:

In patients with ACS, 3-
month DAPT was 
associated with increased 
ischaemic risk, whereas 
3-month DAPT appeared 
safe in stable CAD.
Prolonged DAPT increases 
bleeding regarding of 
clinical presentation.



Metanalýza Xiang – 15870 pts
“Short-term DAPT is associated with lower bleeding risk compared with long-

term DAPT. Number of ST and MI was higher with
short-term DAPT without reaching statistical significance.“

Lin Xiang et al.Anatol J Cardiol 2017; 17: 168-75



DCS BioFreedom – LEADERS FREE

• DES Biofreedom vs. 
BMS Gazelle

• Prokázána lepší 
účinnost i bezpečnost
DES

• POZOR! – studie
nesrovnávala dvě
odlišné délky DAPT u 
DES, ale 1měsíční DAPT 
u obou stentů



Registry

• SCAAR registry (Synergy, N = 7886; BioMatrix, N = 1,953; 
Orsiro, N = 4,946; Promus Element Plus, N= 2,543; Promus 
Premier, N= 20,414; Xience Xpedition, N= 7,971, 
Resolute/Resolute Integrity, N = 19,021; Ultimaster, 
N = 1,156; Resolute Onyx, N = 6,425) 

• Resolute Global Clinical Trial Program – N = 7618
• Promus Element – P-Plus-PAS US registry – (N = 2683)
• XienceV/Promus in  Japan – N = 2010
• Cre8 – Astute registr – N = 1218
• BioFreedom – RUDI Free Registr – N = 1103
• e-Ultimaster – N = 20 000
• a mnoho dalších..



Výhody a nevýhody registrů

• Poskytují reálná data z neselektovaných 
populací, a to i v off-label indikacích.

• Byla potvrzena dlouhodobá bezpečnost i 
účinnost u DES 2. a 3. generace.

• Většina poskytuje žádné nebo jen minimální
informace o zkrácené DAPT.  

• Pokud data jsou, jde o retrospektivní analýzu. 



Resolute clinical programme



DCS Cre 8 - ASTUTE registr

• 1218 pacientů - 106 pac. ≤3-měsíční
DAPT (83 ± 19 dnů; S-DAPT group) vs.
1102 pac. (90.6%) s ≥6-měsíční DAPT 
(342 ± 6 dnů; L-DAPT group)

• Results: between S-DAPT and L-DAPT 
groups no significant differences 
were observed in TVF at 1-year (5.7% 
vs 5.1%); 1-year BARC major 
bleeding rate was higher in S-DAPT 
group (3.4% vs 0.2%, p = 0.007) with 
all bleeding events occurred within 
3 months. The landmark analysis 
(started at 90 days, ended at 1 year) 
showed no differences in BARC major 
bleedings between groups (0% vs. 
0.3%).



RUDI FREE - BioFreedom

GENNARO SARDELLA MD, FACC ,FESC
O.U. of Interventional Cardiology
Dept. of Cardiovascular and Pulmonary Sciences
Policlinico Umberto I
“Sapienza “ University of ROME



RUDI FREE - výsledky



Běžící nebo nedávno ukončené studie
na zkrácenou dobu DAPT

• MASTER DAPT – Ultimaster 1 vs. 11m DAPT

• RECRE8 – Cre8 stent vs. Resolute

• SENIOR – DES Synergy vs. BMS (Omega+Rebel)

• REDUCE – Combo stent 3 vs. 12m DAPT

• SMART-DATE – AKS, 6 vs. 12m DAPT – ˄riziko IM

• NIPPON – Nobori 6 vs. 18m DAPT

• DAPT-STEMI – Resolute Integrity 6 vs. 12m DAPT



Design studie MASTER DAPT

Marco Valgimigli, MD, PhD, University hospital
of Bern, Bern, Switzerland



Design studie Senior



Design studie ReCre8



SENIOR trial - výsledky



Firmy – výrobci DES

• EuroPCR 2017 – dle sdělení zástupců firem jsou
produkty bezpečné a lze indikovat i DAPT kratší 
než 6 měsíců (3 měsíce)

• SPC – u žádného z dostupných DES není ani v roce
2017 uvedena zkrácená délka duální antiagregace
– odkaz na guidelines, klinická data nebo „routine
clinical practice“ 

• 2016 – CE (Conformité Européenne) mark body 
udělila schválení pro 3měsíční duální antiagregaci
u firem Abbott, Boston Scientific a Medtronic

• Zdrojová data???



Euro Intervention 2016 Apr 20;11(13):1449-50



Doporučení FDA – TCT 2016



Závěr

• Drtivá většina DES 2. a 3. generace je dlouhodobě účinná a 
bezpečná pro pacienta.

• V roce 2018 stále nemáme dostatečná data k indikaci DAPT 
u implantace DES na dobu kratší 3 měsíce.

• Výjimky? – BioFreedom? Synergy? - LEADERS FREE ani 
SENIOR nesrovnávaly různé délky DAPT u identické 
populace.

• Studie + registry – často velmi heterogenní soubory stran
délky terapie, typu stentu a klinické prezentace pacienta 

• CAVE metodika! 
• Je třeba zachovat zdravý rozum, kritické myšlení a 

nepodléhat tlaku výrobců.
• Není důvod k pesimismu nebo nihilismu – běží další studie.



Děkuji za pozornost!





LEADERS FREE – pozdní trombóza 
stentu



„The duration of DAPT was intended to be 
uniform, reflecting the shortest duration 
recommended by guidelines per baseline 
presentation. The intended DAPT duration was 
recommended to be 1 month for stable
patients and 6 months for unstable patients 
and required to be specified by the 
investigator before randomisation.
The study was not designed to evaluate the 
optimal duration of DAPT. The safety profile 
of a short DAPT regimen after DES 
implantation therefore needs to be
interpreted cautiously and might not 
necessarily apply to other patient
populations.“

SENIOR trial - Lancet. 2018 Jan 6;391(10115):41-50.














