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KRVACENI PO STENTU




Krvaceni po stentu

= Rozsah
zavazné
nezavazné
klasifikace —TIMI, GUSTO, BARC ......

= Casova souvislost
akutni krvaceni
pozdni

= Souvislost s vykonem
souvisejici
incidentalni — bez souvislosti?

= | okalizace

parenchymové — CNS — anuerysma, nekorig. hypertenze, ischemie
hepar?

trubicoveé

GIT — pepticky vied, angiodysplazie, divertikulosa, haemorroidy
urologické — lithiasa, prostata, mocovy méchyr
svalové —ileopsoas, rectus abdominis, retroperitoneum
urazy




I Akutni .... katastrofickeé
krvaceni




Akutni .... katastroficke
krvaceni




Akutni .... katastroficke
krvaceni




Fate of Patients With Coronary Perforation Complicating
Percutaneous Coronary Intervention (from the Euro Heart
Survey Percutaneous Coronary Intervention Registry)

Timm Bauer, MD**, Niklas Boeder, MD? Holger M. Nef, MD?, Helge M&limann, MD",
Matthias Hochadel, PhD®, Jean Marco, MD“, Franz Weidinger, MD*, Uwe Zeymer, NI*".
Anselm K. Gitt, MD®', and Christian W. Hamm, MD*"

= 42 068 pacientU— n =123, 0,3%

= vék =75 let, Zeny, komplexni postizeni (CTO, kalcifikace, ak.uzavéry),
komplexniintervence (rotablace 2,5%)

= 10% tamponada

" 3,3% bypass

= nemocnicni mortalita 7,3% (bez CP 1,5%,
P<0,001)




Coronary Artery Disease/Coronary Perforation in Euro Heart Survey PCI Registry

Age [10-year increase]
Female gender
Rotablator

IVUS

Bypass graft treated
Acute occlusion
Chronic total occlusion
Type C Lesion

PAD

BMI < 25

‘ 1.17 (0.99-1.38)

‘11.44 (0.98-2.12) |

12.9 (3.90-42.9)

6.60 (3.50-12.46)

2.95 (1.34-6.50)
2.91 (1.92-4.41)
2.79 (1.66-4.69)

2.80 (1.90-4.13)

1.86 (1.06-3.26)

1.51 (1.03-2.20)

T

5

T

10

Adjusted Odds Ratio (95%-Cl)

Figure 1. Independent determinants

of coronary perforation.

Am J Cardiol 2015;116:1363—1367




Coronary Artery Disease/Coronary Perforation in Euro Heart Survey PCI Registry

i egment Emergency i
: o4 i closure CABG Pl GASG |
L Coronary perforation 7.3% _ 6,6% : 11,3% 3,6% { 3,3% 4,9% i

“ No coronary perforation 1,5% | 0,5% 0,0% 0,5% 01% 0,7%

Death

Tamponade | Cardiac arrest;

 Coronary perforation  ® No coronary perforation

Figure 2. Inhospital events in patients with and without coronary perforation.

Am J Cardiol 2015;116:1363—1367




Krvacenli v casove
souvislosti s vykonem

= hematomy
retroperitonealni - potencialné fatalni komplikace!
brachialni
femoralni

= souvisidominantnés:
mistem vpichu — lokalni poméry
= kalcifikace / mediokalcinoza
= AS platy
technikou punkce
" spravna
= vysoka [ nizka / lateralni ....

technikou zavadeni [ odstranéni sheatU



Pozdni krvaceni po vykonu

= souvisi s farmakoterapeutickym postupem
DAPT
Tripple terapie

= souvisi s klinickym stavem pacienta
pridruzene komorbidity
locus minoris




Kazuistika

= muz 68 let
= hypertenze
= AS general

okluze obou ilickych tepen
vyznamné stenozy visceralnich tepen

= HLP
= hmotnost 60 kg /175 cm

» CHRI-CKD G3-(CKD EPI 50.6 mL/min/1.73m?2), kreatinin 125
umol/Il

= |CHS
AP CCS Il (50-100 metri)
LIMA-RIA (uzavrena), AKB Ao-RMS (uzavreny) 2002

= 2011-—kolorektalni Ca — operace, chemo terapie - dispenzarizace










PCI kmene

LMCA-RIA RCx
Orsiro 3,5/28mm Orsiro 2,5/9 mm




... po 30 dnech

Haemorragicky sok — melena, enterorhagie
volumexpanze, somatostatin, erymasy, dicynone
vysazeni! dualni angiagregace

LMWh o, 4 fraxi
endoskopie negativni

trvajici pozvolna anemizace Hb 115...76 g/l
soucasneé pri vysazeni dualni antiagregace —
EKG kmenoveé ischemie a bolesti

nove uzaver a. radialis



.... pO 30 dnech

* nalezteleangiektazii
osetreni laserem
brillique v monoterapii

= waitand watch
= ZNnovu 1 X anemizace — nove endoskopie —doplnéni EM
= stabilizace stavu

= Ustup bolesti
= zastava krvaceni - dimise po 25 dnech s Hb 101 g/

Codal?




Antiagregacni lecba po PCI
DES stentem (DAPT)

@ ESC European Heart Journal (2018) 39, 213-254 ESC GUIDELINES

European Society doi:10.1093/eurheartjlehx419
of Cardiology

2017 ESC focused update on dual antiplatelet

therapy in coronary artery disease developed
in collaboration with EACTS

The Task Force for dual antiplatelet therapy in coronary artery
disease of the European Society of Cardiology (ESC) and of the
European Association for Cardio-Thoracic Surgery (EACTS)

=12 M = (3)-6 M




PLATO studie - spontanni a
proceduralni krvaceni a mortalita

= 18,624 pacient0 .......
2,189 = 11.8% mélo alespon jedno vyznamne krvaceni (pLaTo, GusTo, Timi)

= Vyznamne krvaceni
vyssi kratkodoba mortalita (HR 9.28; 95% Cl: 7.50-11.48)
ne dlouhodoba mortalita (HR 1.28; 95% Cl: 0.93-1.75)

= Spontanni krvaceni
vyssi kratkodobu mortalita (HR 14.59; 95% Cl: 11.14-19.11)
vyssi dlouhodoba mortalita (HR 3.38; 95% Cl: 2.26-5.05)

= Proceduralni krvaceni
vyssi kratkodobou mortalitou (HR 5.29; 95% Cl: 4.06-6.87)
ano - CABG-related a non-coronary-procedure-related
ne - PCl nebo angiography-related bleeding

= vyznamné krvaceni znamena zvyseni rizika mortality zejména béhem
prvnich 30 dni (nejsilnéji) a nejsilnéjsi asociaci je spontanni krvaceni

Ducrocq, Eurolntervention, 2015; 11(7):737-745



Bezpechost dualni
antiagregace kratsi nez rok

kratka DAPT je spojena se cca 40% snizenim
vyskytu zavazneho krvaceni

0,35% vs. 0,61%, OR 0.58, 95% Cl 0.36—0.92; P =0.02, NNT =385

Navarese, BMJ 2015; 350: h1618




Mozne mechanisticke priciny
zvysené mortality pri krvaceni

= primo smrt zpusobena krvacenim (vykrvaceni)

= krvaceni = snizeni prahu pro
ischemii
srdecni selhani
arytmii

= skodlivy vliv podani transfuzi

= preruseni DAPT
= vliv dalsi medikace




Metaanalyza randomizovanych studiil
testujici DAPT u DES za hranici 12
mésicu DES: Death, stroke, MI

Study 12 Months Longer (95% ClI)

ARCTIC 22 1622 22 I 9306 (0.55-1.75)
DAPT 285 / 4941 211/ 5020 (0.61-0.87)
DES-LATE 57 1 2514 61 /2531 (0.74-1.52)
OPTIDUAL 44 /690 29 /695 (0.41-1.03)

OVERALL 408 / 8767 323 /8882 (0.68-0.90)

0.1 0.2 0.5 2 5 10

Cochran Q test for heterogeneity P =0.2

Fived effect P < 0.001 Favours longer Favours 12 months

30% siro/pacli

60% evero 22% redukce ischemickéeho endpointu



Mortality with Extended Duration DAPT After
DES: A Pairwise and Bayesian Network
Meta-Analysis of 10 RCTs and 31,666 Pts

Study

ARTIC Interruption
DAPT

DES LATE
EXCELLENT
ISAR SAFE
ITALIC

OPTIMIZE
PRODIGY
RESET
SECLIRITY

All-cause Death

HR
(95% Cl)

Weight
(%)

3.03

. 1.32 (0.49, 3.55)
0.75 (0.56, 1.02)
0.71 (0.45, 1.10)

33.00
14.85

BETHN

0.57 (0.17,1.95) 1.99

3.67
2.85

0.66 (0.27, 1.63)
1.14 (0.41, 3.15)

3

17.07
18.12

- 0.95 (0.63, 1.45)
0.91 (0.61, 1.37)
0.62 (0.20, 1.88) 2.36

I
|

I-V. (1°=0.0%, n=0.93); p value for ES=0.02
D+L: p value for ES=0.02

1.00 (0.37, 2.66) 3.05
0.82 (0.69, 0.98) 100.00
0.82 (0.69, 0.98) 100.00

q.

A

5

1 23 5

Shorter DAPT better Longer DAPT better

ES=effect size

Events Events
Group 1 Group 2

9/624 7/635
74/4941 98/5020
32/2514 46/251

4722 71721

8/1997 12/2003

8/912 7/910

43/1563 45/1556
45/751 49/750
5/1059 8/1058

8/682  8/717
236/ 287/1590
15765

Palmerini T and Stone GW. Lancet 2015

22% 1
mortality
with
prolonged
DAPT

(p=0.02)



Mortality with Extended Duration DAPT After
DES: A Pairwise and Bayesian Network
Meta-Analysis of 10 RCTs and 31,666 Pts

Major Bleeding

Study

ARTIC Interruption + '
DAPT —~
DES LATE -\
EXCELLENT -
ISAR SAFE — o —
ITALIC . —
OPTIMIZE —L
PRODIGY —s
RESET — i —
SECURITY —

[-V (1°=0.0%, p=0.83); p value for ES<0.0001
D+L: p value for ES<0.0001

HR Weight
(95% CI) (%)

0.15 (0.02, 1.20) 1.10
0.57 (0.43, 0.75) 59.86
0.71(0.42, 1.20) 16.81
0.50 (0.09, 2.73) 1.59
0.80 (0.21,2.98) 2.63
0.13 (0.01, 1.30) 0.78
0.71(0.32, 1.60) 7.16
0.38 (0.14, 1.07) 4.48
0.75(0.17, 3.35) 2.08
0.51 (0.16, 1.59) 3.51
0.58 (0.47, 0.72) 100.00
0.58 (0.47, 0.72)

1 51 235

Shorter DAPT better Longer DAPT better

ES=effect size

Events Events
Group 1 Group 2

1/624 7/635
72/4941 129/5020
24/2514 34/2531

2722  4/721

4/1997 5/2003

0/912 3/910
10/1563 12/1556

5/751 6/750

2/1059 6/1058

4/682 8/717

124/ 221/15901
15765

72%]1
bleeding
with
prolonged
DAPT
(p<0.0001)

Palmerini T and Stone GW. Lancet 2015



@ Eurcpean Heart Journal {2017} 38, 1034-1043 CLINICAL RESEARCH

doi:10.109 3/eurheartj/ehw627 Interventional CCJ."‘CﬁOiogy

5 I C
CARDIOLOGY™

Three, six, or twelve months of dual antiplatelet
therapy after DES implantation in patients with

or without acute coronary syndromes: an
individual patient data pairwise and network
meta-analysis of six randomized trials and

11 473 patients

Tullio Pa.lmerini1, Diego Della Riva.1, Umberto Benedettoz, Letizia Bacchi Reggia.ni1,

= 3, 6 nebo 12 mésicu DAPT po DES
= pacienti s AKS x sCAD

= 11 473 pacientU



3 VS.

ACS patients

3movs 6 mo
3movs 12 mo
6 movs 12 mo

Stable CAD patients

3movs 6 mo SE——

3movs 12mo
6 movs 12 mo

All patients

3movs 6 mo
3movs12mo
6 movs 12mo

6 VS.

HR (95% CI)

SE——

1.62(0.69, 3.81)
208 (1.10, 3.93)
1.28 (0.73, 2.27)

0.72 (0.34, 1.54)
0.85 (0.52, 1.39)
1.18(0.66, 2.11)

1.31(0.75, 2.30)
1.27 (0.90, 1.79)
0.97 (0.62, 1.51)

I
03

ACS patients

Major Bleeding

3movs 6 mo
3movs 12mo
6 movs 12mo

Stable CAD patients

3movs 6 mo
3movs 12mo
6 movs 12mo

All patients

3movs 6 mo
3movs 12 mo
6 movs 12mo |

01

HR (95% Cl)

0.92 (0.14, 6.20)

0.73(0.18, 2.91)
0.79(0.21, 2.94)

0.77 (0.18, 3.22)
0.67 (0.27, 1.63)
0.87 (0.28, 2.68)

1.35 (0.46, 3.97)
0.65 (0.33, 1.28)
0.48 (0.21, 1.11)

12 mésicu DAPT

Cardiac Death, M|, ST

ACS patients

3movs 6 mo
3movs 12mo

6 movs 12 mo
Stable CAD patients
3movs 6 mo
3movs 12mo

6 movs 12mo

All patients

3movs 6 mo
3movs 12mo
6 movs 12mo

HR (95% CI)

1.26 (0.63, 2.53)
1.40 (0.82, 2.40)
1.11(0.71, 1.74)

0.90 (0.48, 1.70)
0.97 (0.64, 1.46)
1.08 (0.67, 1.74)

1.15(0.72, 1.82)
1.14(0.85, 1.54)
1.00(0.70, 1.42)

0.4

ACS patients

3 movs 6 mo
3movs 12 mo

6 movs 12 mo
Stable CAD patients

3movs 6 mo
3movs 12mo
6 movs 12 mo

All patients
3 movs 6 mo

3movs 12 mo
6 movs 12 mo

Any Bleeding

0.61(0.18
0.41 (0.17
0.68 (0.30

0.80 (0.34
0.98 (0.4
0.86 (0.45

0.97 (051
0.66 (0.45
0.68 (0.41

HR (95% ClI)

, 2.05)
, 1.00)
, 1.55)

, 1.85)
, 2.18)
, 1.63)

, 1.85)
, 0.98)
, 1:15)

European Heart Journal (2017) 38, 1034—1043



Conclusions Optimal DAPT duration after DES differs according to clinical presentation. In the present meta-analysis, despite

|therapy after DES implantation in patients with

Three, six, or twelve months of dual antiplatelet

or without acute coronary syndromes: an
individual patient data pairwise and network
meta-analysis of six randomized trials and

11 473 patients

Tullio Palmerini1, Diego Della Riva1, Umberto Benedettoz, Letizia Bacchi Reggiani1,

the fact that most enrolled ACS patients were relatively low risk, 3-month DAPT was associated with increased is-
chaemic risk, whereas 3-month DAPT appeared safe in stable CAD. Prolonged DAPT increases bleeding regardless
of clinical presentation. Further study is required to identify the optimal duration of DAFT after DES in individual
patients based on their relative ischaemic and bleeding risks.

Optimalni delka DAPT po DESu se lisi podle klinicke prezentace
jen 3 mésicni je DAPT je spojeno se zvySenym ischemickym rizikem u AKS
u stabilni CAD se jevi bezpecna.

Prolongovana DAPT zvysuje riziko krvaceni nezavisle na klinické manifestaci

Potrebujeme dalsi studie k individualizaci ischemického a krvacivého rizika



© JACC

# Journal of the American College of Cardiology
Volume 69, Issue 16, 25 April 2017, Pages 2011-2022

Original Investigation

Bleeding-Related Deaths in Relation to the Duration of
Dual-Antiplatelet Therapy After Coronary Stenting

Tullio Palmerini MD 2, Letizia Bacchi Reggiani MStat @, Diego Della Riva MD &, Mattia Romanello

* metanalyza randomizovanych studii
6 studii individualni data pacientU
12 studii agregovana data

= umrti pravdépodobné krvaciva, jestlize doslo ke smrtido a1
roku od epizody

= intention-to-treat analyza

» 11 473 pacientU
5 730 — kratsi DAPT
5743 —delsi DAPT

Palmerini et al. JACC; 2018, 71: 890-934




© JACC

# Journal of the American College of Cardiology
Volume 69, Issue 16, 25 April 2017, Pages 2011-2022

Original Investigation

Bleeding-Related Deaths in Relation to the Duration of
Dual-Antiplatelet Therapy After Coronary Stenting

Tullio Palmerini MD 2, Letizia Bacchi Reggiani MStat 2, Diego Della Riva MD @, Mattia Romanello

= krvacenije nezavislym prediktorem mortality do 1 roku
HR: 6,93; 95% Cl: 4,53-10,6; p<0,0001

sV V/

= kratsi DAPT = nizsi celkova mortalita
HR: 0,85; 95% Cl: 0,73-1,0; p=0,05

= mortalita kratsi DAPT je zpUsobena nizsim vyskytem
bleeding-related umrti
HR: 0165;1 95% Cl 0,43-0,99; P=0,04

» mortalita bez vztahu ke krvaceni byla srovnatelna mezi
obéma skupinami

Palmerini et al. JACC; 2018, 71: 890-934




I Mortalita po epizode krvaceni
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vetsina umrti se odehrala do 1 mesice od manifestace krvaceni




Incidence vsSech celkové mortality v populaci
intention-to-treat (vyskyt IM a krvaceni)

Number

Number
death

Icidence
months

rate
(100 pts-months)
Before or not bleeding 231
After bleeding '

|v‘«];.
LUNVD

0.12

11.66 (6.91-19.71)

2.80 (1.37-5.71)

0.71(0.18-2.87)

Before or not M|

After MI

6.49 (4.63-5.10)

- .4':

26.45(16.15-43.32)

3.25 (1.55-6.81)
1.53(0.63-3.72)
i
1
Hazard Ratio




Kvalita zivota a krvaceni

CENTRAL ILLUSTRATION QOL and Disutility Associated With Bleeding After AMI

i i
I I
i»a'“w : . .v :

Any BARC Bleeding Vs.INone Any BARC Bleeding Vs.:None
§ |
i i

BARC 1 BleedingEVs. None BARC 1 BleedingEVs. None

i I
I I

BARC 2-4 Bleeding Vs.INone BARC 2-4 Bleeding Vs.None
: :
i I
BARC 3-4 Bleeding!Vs. None BARC 3-4 Bleeding Vs. None |

0.1 -0.05 0 0.05 01 -10 5 0 5 10
Amin, A.P. et al. J Am Coll Cardiol. 2016; 67(1):59-65. Jakeékoliv krvaceni snizuje kvalitu zivota

The stepwise relationship of quality of life (QOL) and utility decrement associated with increasing severity of bleeding. The EQ-5D Utility Index is based on
U.S. weights on a —0.11 to 1.00 scale (where 1.00 is best). EQ-5D VAS is on a 1 to 100 scale (where 100 is best). BARC = Bleeding Academic Research
Consortium; EQ-5D = Euro QOL-5 Dimension; VAS = visual analog scale. AMI = acute myocarc ’

JACC VOL: 67, NO:. 1, 2016




PRECISE DAPT

(PREdicting bleeding Complications In patients undergoing Stent
implantation and subsEquent Dual Anti Platelet Therapy)

" 14 963 - ICHS elektivni, emerg. PCI

» validace — populace PLATO a Bern PCl registr

= pouzitelné pro idetifikace rizika krvaceni a ischemie
pro kratke DAPT (3-6 M) podani
pro dlouhe DAPT (12-24 m) podani

= cutt-off pro vysoke riziko krvaceni score =25




@PREC'SEDAPT Home WebCalculator Disclaimer About Contact Us

S5 RESULT:
Haemoglobin @ unit s result I
V4 + £ 5
® R | TIMI Major Bleeding I i
. ® g/dl w, | |TINI Major or Minor Bleeding [] Cluster of risk:
O mmol/L ;-E
g2 i
= High
Age (years) P
o
=4 N " N i " " "
- a4 2 F % e x e Score Calculated
PRECISE DAPT score
White blood cells ¢ unit 57
High PRECISE-DAPT Score (score>25)
® u/mcL Short DAPT (3-6 months) vs. Long DAPT (12-24 months)
— major or minor
- : ARD -1.41% ARD -2.59%
Creatinine Clearance (ml/min) @ P= 0.48 P= 0.005 )
" Bleeding
53 9 4
§ : 1 >4.14%
Prior Bleeding @ $ ¢l DAPT Duration:
3 4 B 12724 montns )
: L ] 358 months 12 months risk of TIM
= “
E ] Major Bleeding
o
1 B
0:- Myocardial infarction, TIMI Major or Minor > 206%
definite stent thrombosis, Bleeding
stroke or target vessel
revascularization
In patients with high PRECISE-DAPT score (Score>-25) a short DAPT (3-6 months) as Copy tO CU pboard

http://www.precisedapt.com



PRECISE DAPT

(PREdicting bleeding Complications In patients undergoing Stent
implantation and subsEquent Dual Anti Platelet Therapy)

= PRECISE-DAPT score 225 - prolognovany DAPT

neniischemicky benefit
je zvysene krvaceni
NNT for harm 38 pacientd

= PRECISE-DAPT score <25 — prolongovany DAPT

neni spojen s vyssim rizikem krvaceni
je spojen s vyzn. poklesem rizika ischemickeho eventu (M,
stroke, ST, TVR)

NNT of benefit 65 pacientU

= selektivni = kratsi nez 12 mésicni rezim dualni
antiagregace = optimalni




Tripple terapie

5-17 % pacientu podstupujici PCl ma indikaci k
antikoagulacni lecbe

20-30 % pacientu antikoagulovanych pro fibrilaci
sini podstoupi PCl

(v Evropeé 1-2 mil. pac./rok)

Valgimigli et al. Eur Heart J 2017
Lip et al. Thromb Haemost 2010




Criteria Poss. Point

Hypertensmn | | Yes +1
Uncontrolled hypertension (systolic BF = 160 mmHg)

Ahnurmal renal or liver function

Renal: Chronic dialysis, renal transplant, serum creatinine = 2.3 None »

mg/dL (200 pmoliL) +1 or +2
Liver: Cirrhosis, bilirubin = 2x UML with AST/ALT/AP = 3x ML

Strnke Yes +1
Blgedmg - | Yes +1
Bleeding history or predisposition (anemia)

Labl Ie_IN.R | Yes +1
Therapeutic time in range < 60%

Elderly Yes +1
(Greater than 65 years old

Drugs or alcohol

Drugs - other antiplatelet agents or NSAIDs None kS +1 or +2
Alcohol - more than 8 drinks per week




Tripple terapie

CHEST 2011 - metaanalyza g retrospektivnich studii
TT x DAPT (12996 nemocnych, minim. sledovani 6 meés.,
vék vétsinou nad 70 let) + prospektivni registr MUSICA:

Zhao et al. Chest 2011




E S C Eurcpean Heart Joumal {2018) 00, 1-11 META-ANALYSIS
European Society doi:10.1093/eurheartjfehy162
of Cardiology

afety and efficacy of dual vs. triple
antithrombotic therapy in patients with

atrial fibrillation following percutaneous
oronary intervention: a systematic review
and meta-analysis of randomized clinical trials

arsh B. Golwala', Christopher P. Cannon?, Ph. Gabriel Ste.-3 Gheorghe Doros™

= WOEST, ISAR-Tripple, Pioneer AF-PCl, Re-Dual PCl
...... 5317 pacientU
= 3039 - DAPT x 2278 —Tripple

" 047% mene krvaceni pri DAPT
(4.3% vs. 9.0%; HR 0.53, 95%; Crl 0.36—0.85)

= MACE ns (10.4% vs. 10.0%, HR 0.85, 95% Crl 0.48-1.29)




Strategie snizeni krvacivych
komplikaci u pacientl 1lécenych po
antikoagulaci

kalkulace rizika ischemie a krvaceni (CHA2DS2-VASc, HAS-BLED...)
se zameérenim na ovlivnitelné faktory

tripple terapie na nejkratsi moznou dobu, alternativné zvazit
antikoagulaci a clopidogrel misto tripple terapie

zvazit pouziti NOAKu misto Warfarinu

zhodnotit cilove INR na dolni hladiné ciloveho rozpétia v této
hladiné se pohybovat >65-70% Casu

zvazit nizkodavkovaneé rezimy NOAKU testované ve studiich a pouzit
jiné rezimy NOAkU zalozené na specifikych kritériich kumulace lekd
—ren.insuf., jaterni léze

clopidogrel je lekem volby v inhibici protidestickove lecby P2Y12

ASA < 100 mg/den

rutinni pouiitl' PP Valgimigli et al. Eur Heart J 2017



Time from
treatment
initiation

| mo.

3 mo.

6 mo.

12 mo.

Beyond
12 mo.

Patients with an indication for oral anticoagulation
undergoing PCI'

INE o

I mo. Triple Therapy
Class lla B

NE o

Triple Therapy
up to 6 mo.

Class lla B

Dual Therapy up to 12 mo.

o

Dual Therapy
up to 12 mo.

AlCk
I mo. Triple Therapy
Class lla B

o No

Dual Therapy
up to 12 mo.

OAC alone
Class lla B

@ = Aspirin . = Clopidogrel E = Oral anticoagulation

Valgimigli et al. Eur Heart J 2017

BESC 2017




Koincidence - tumor related
bleeding

= incidence tumoru —2-3% [rocCné

= neni prukaz zvysene mortality DAPT x ASA

zvysenym vyskytem cancer-related deaths
* Mauri et al., Eur Heart J; 2016: 37 (378-385)



Nové stentové technologie
BioFreedom Drug Coated Stent (DCS)

120 um thick stainless steel stent

Selectively micro-structured surface holds Biolimus A9 is 10x more
drug in ablumi face structures lipophilic than sirolimus’
o 100 _
80
60 _
%
40

.t_ . T
“_ : 20 |
B e :
: ‘. 0 -
y "A.‘_ﬁ - |
Sirolimus Zotarolimus Everolimus Biolimus

12 mo in-stent LL ~0.17 mm {n=31) _ A9
£2.8% (valid for all drugs test)

Potential Advantages:
« Rapid drug transfer to vessel wall (98% within one month?)

* Avoid possible polymer-related adverse effects
« Safe to shorten DAPT?




Leaders Free: Primary Efficacy
Endpoint (Clinically-Driven TLR)

12

DAPT .

1 mesic

Number at Risk

DCS
BMS

J DCS (n=1221)
BMS (n=1211)

9.8%
5.1%
P <0.001
0 90 180 270 390
Days
1221 1167 1130 1098 1053
1211 1131 1072 1034 084




Leaders Free: Components of the
Safety Endpoint (1-year)

%

-
o
]

o = N W B O B -~ O W
1 ] 1 L 1 L ] 1 L

I DCS (n=1221)

8.9
BMS (n=1211)
6.1
5.3
4.2
Cardiac death MI ST (def /prob)
p=0.19 p =0.01 p=0.70




Zaver
= vyskyt krvaceni =zavazna prihoda s rizikem zvysene

celkove mortality, nejvice v prvnim mesici

= kratSi DAPT snizuje riziko krvaceni s vyssi mortalitou
do 1 roku

= kratSi DAPT zvysuije riziko infarktu myokardu

= vyskyt IM = riziko celkove mortality

= delsi DAPT snizuje riziko kardiovaskularni mortality




Zaver 1T

Delsi nebo kratsi DAPT?

je vetsi riziko rekurence ischemie?
komplexni dlouhé léze
suboptimalni efekt PCI
mnohocetné postizeni koronarnich tepen
pouzité stenty

je véetsi riziko krvaceni?
optimalni vysledek po PClI
normalni flow, kratka léze
absence komplexniho postizeni
DAPT-Precise skore, HAS-BLED risk skore

= Individualni posouzeni je nutne







The HBR patients, unanswered questions

Which age limit to qualify for HBR?

* For patients on oral anticoaqulant, - how long should DAPT
be?

* renal failure alone?

* Cancer (about 10% in LF) which disease to treat first?

* Should we use risk scores? If yes which one? (no dedicated
HBR score, for example, DAPT score can be applied after one

year of DAPT only....)

*Wich DAPT optimal duration for HBR?




Zavazné krvaceni pri PCl je spojeno se zvysenim
mortality

Riziko pri PCI

|

Krvaceni

.//\\

Anémie Transfuze Preruseni APT

\ ~N ./ /

Ischémie Zanét Tromboza stentu

~ N 7

Mortalita

Pacienti se zavaznym krvacenim maji vyssi pravdépodobnost mortality, nejenom casne (pii hospitalizaci), ale
také pozdéjsi (po propusténi z nemocnice) ve srovnani s pacienty bez krvaceni




Leaders Free: 1-year Mortality Following Major Bleed
(BARC 3-5) or Coronary Thrombotic Event (Ml and/or ST)

3
~
]
g
&
=
2
]
[ N

Major Bleed Thrombotic Event ——

90 180 270 365
Days Since Event
IMMortality was 6% after 1 year for patients without thrombotic or major bleeding events




