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DAPT podle ACC / AHA 2016

Focused Update on Duration of Dual Antiplatelet Therapy

] . . ’
Figure 1. Master Treatment Algorithm for Duration of P2Y,, Inhibitor Therapy in Patients With CAD
Treated With DAP1
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DAPT po PCI pii ACS : pokud je to mozné, 12 mesicu

6-month versus 12-month or longer dual antiplatelet — 2o roreron
therapy after percutaneous coronary intervention in

patients with acute coronary syndrome (SMART-DATE):
a randomised, open-label, non-inferiority trial R N

All-cause death (%)

Joo-Yong Hahn*, Young Bin Song*, Ju-Hyeon Oh, Deck-Kyu Cho, Jin Bae Lee, Joon-Hyung Doh, Sang-Hyun Kim, Jin-Ok Jeong, Jang-Ho Bae,
Byung-Ok Xim, Jang Hyun Cho, li-Woo Suh, Doo-il Kim, Hoon-Ki Park, Jong-Seon Park, Woong Gil Choi, Wang Soo Lee, Jihoon Kim, Ki Hong Chor,
Taek Ky Park, Joo Myung Lee, Jeong Hoon Yang, fin-Ho Chi, Seung-Hyuk Choi, Hyeon-Cheol Gwon, for the SMART-DATE investigators{
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DAPT podle ESC 2017
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ProC zavadime kategorii HBR (high-bleeding risk) ?

"The FDA hasn't approved these
pills yet, but the CIA swears
by them!”




DAPT : vliv na mortalitu ma POSTPROCEDURALNI krvaceni !

Coronary Thrombotic Event HR (95% CI) Deaths, n

No CTE, ref. (n=4,729) 186

Overall (n=289) 33(2249)

4

Periprocedural ST or Ml (n=87) 1.5 (0.6-3.8)
Non-Periprocedural Ml (n=139) 3.7(2282)
Non-Perprocedural ST (n=63) —— 3.7 (16-8.7)

Actionable Bleeding
No Actionable Bleed, ref. (n=4,627)
Overall (n=391) 315(2.354)
Periprocedural Actionable Bleed (n=32) 25(0.99-6.3)

Non-Periprocedural BARC 2 (n=190) 26(14-48)

Non-Periprocedural BARC 3 (n=169) 52{3049.1)

0.1 10

Lower Risk Higher Risk

Baber et al JACC Cardiovasc Interv. 2016 Jul 11;9(13):1349-57



Riziko krvaceni pri DAPT : low bleeding risk

M| and MB
Cumulative Event rate, (%)
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Baber et al JACC Cardiovasc Interv. 2016 Jul 11;9(13):1349-57



Riziko krvaceni pri DAPT : high bleeding risk (HBR)

Ml and MB
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Zavazna krvaceni : vyvoj v case

Low Bleeding Risk Int. Bleeding Risk High Bleeding Risk
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/Int bleeding risk
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Interruption Disruption

Baber et al JACC Cardiovasc Interv. 2016 Jul 11;9(13):1349-57



Riziko krvaceni pri DAPT : HBR patients

Type 3a

M aj 0 r b | e e d I n g Overt bleeding plus hemoglobin drop of 3 to <5 g/dL* (provided

hemoglobin drop is related to bleed)
HR: 0.96, 95% CI [0,59-],55], p=0_870 Any transfusion with overt bleeding
Type 3b
B M S Overt bleeding plus hemoglobin drop =5 g/dL* (provided hemoglobin
e DCS drop is related to bleed)

Cardiac tamponade
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Bleeding requiring surgical intervention for control (excluding
dental/nasal/skin/hemorrhoid)
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- . Bleeding requiring intravenous vasoactive agents
10.4% (1%-13.1%) e S :

Intracranial hemorrhage (does not include microbleeds or hemorrhagic
transformation, does include intraspinal)

Subcategories confirmed by autopsy or imaging or lumbar puncture

on

Intraocular bleed compromising vision
Type 4: CABG-related bleeding
Perioperative intracranial bleeding within 48 h

Reoperation after closure of sternotomy for the purpose of controlling
bleeding
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Chest tube output =2L within a 24-h period

330 299 204 288 282 281 276 270 267 265 261 259 207 e

Eurolntervention 2018:13:1946-1949 Circulation. 2011:123:2736-2747




Kdo je ,HBR" pacient ?

Need for
chronic
treatment
with
steroids or
NSAIDs

Treatment
with OAC or
NOAC

Previous
bleeding

High Bleeding Risk Patient

Anemia or
Coagulation other
diseases hematologic
disorders




Riziko krvaceni pri DAPT : PARIS score

CENTRAL ILLUSTRATION Coronary Thrombosis and Major Bleeding: Hypothetical Risk/Benefit Trade-Off With
Prolonged Dual-Antiplatelet Therapy as a Function of Thrombotic and Bleeding Risk
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5%— Thrombotic Risk

Coronary Thrombasis and Major Bleeding

Intermediate (n =1,713)
Bleeding Risk Score

Baber, U, et al. J Am Coll Cardiol. 2016:6719);2224-34




Time of use

DAPT duration
strategies assessed

Score calculation®

.

Score range

Decision making cut-off |
suggested |

’ Calculator

Riziko krvaceni pri DAPT : PRECISE-DAPT

At the time of coronary stenting

Short DAPT (3-6 months)
3

Standard/long DAPT (12-24 months)

Age
CrQ
Prior
Bleeding

Score
Points

0 to 100 points

Score 225 = Short DAPT
Score <25 = Standard/long DAPT

www.precisedaptscore.com

After 12 months of uneventful DAPT
Standard DAPT (12 months)

vs.

Long DAPT (30 months)

Age

=75

65 to <75

<65
Cigarette smoking
Diabetes mellitus
Ml at presentation
Prior PCl or prior Ml
Paclitaxel-eluting stent
Stent dameter <3 mm
CHF or LVEF <30%
Vain graft stent

2 to 10 points

Score =2 = Long DAPT
Score <2 = Standard DAPT

www.daptstudy.org
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HBR pacient : DAPT po implantaci DES kratsi 3 mesice!

* BioFreedom (Biosensors, CH)

78001 Kategorie BMS (Bare metal Stents)

78002 DES s trvalym polymerem
78003 DES s biodegradabilnim polymerem

* Synergy (BSCI, USA)

78005 Biodegradabilni stent

Stent pro speualnl indikace (stentgraft, bifurkacni stent,

I 28007 DES s moZnym zkracennm trvani protidesti¢kové lécby na 1 I
mesic

e Ultimaster (Terumo, JPN)




HBR pacient : BioFreedom

Antithrombotic Medication after 1 month visit*

* at day 37

Inclusion Criteria (One or More)

Age 2 75 years

OAC planned after PCI

Baseline Hb < 11g/ dl or transfusion during prior 4 weeks
Planned major surgery (within next year)

Cancer diagnosed or treated < 3 years

Creatinine clearance < 40 ml / min

Hospital admission for bleeding during past year
Thrombocytopenia (< 100.000 / mm3)

Any prior intra-cerebral bleed

Any stroke during the past year

Severe liver disease

NSAID or steroids planned after PCI

Anticipated poor DAPT compliance for other medical reason




HBR pacient : BioFreedom

Components of Safety Endpoint
(2 years)

Selected Secondary Safety Endpoints
(2 years)

mDCS wBMS BDCS BMS

65 69

1.0 1.2 111.0
U} (| 01 01

Alldeath  Non-card death ST acute / ST late ST very late
subacute

21 2.3

Cardiac death ST (def / prob)
p=0.69 p=0.76




HBR pacient : Synergy

1,200 pts 275 years with CAD |

I
Intended DAPT: 1 mo (57%) and 6 mo (43%)

10 pts (1.7%): withdrew 6 pts (1.0%): withdrew
2 pts (0.3%): lost to FU 6 pts (1.0%): lost to FU

| MACCE 1y
N=1,176 (98%)

% tct2017

DAPT duration

Log-rank test
P=0.77
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Number at risk
Drug-efuting stent 596 482 269 256 249 240 214 102 92 89 87 87 O

=
Bare-metal stent 604 482 263 251 249 247 213 112 102 9 93 92 O SENJﬂH



HBR pacient : Synergy

Primary End Point Safety Endpoints

All-cause mortality, Ml, stroke, ischemia-driven TLR

Log rank
=0.0160

Patients (%)
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RR 0.71 (95%CIl 0.52-0.94)
NNT 21 [05])
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HBR pacient : Ultimaster

B u.s. National Library of Medicine

ClinicalTrials.gov

Find Studies + About Studies Submit Studies v Resources » About Site v

Home >  Search Resulis >  Study R Save this study
Trial record 1 of 1 for:  master dapt
dy| ReturntoList | MNe

Management of High Bleeding Risk Patients Post Bioresorbable Polymer Coated Stent Implantation With an Abbreviated Versus Prolonged
DAPT Regimen (MASTER DAPT)

Interventional (Clinical Trial)
4300 participants

Allocation: Randomized

Intervention Model:  Parallel Assignment
Masking: None (Open Label)
Primary Purpose: Treatment
Official Title: Management of High Bleeding Risk Patients

Aprl 4, 2017
October 2019
October 2019




Kontrola ve 3. mesici po implantaci DES:

DAPT 1 mésic DAPT 3 mesice

L / e
3 ' [/Z./‘,

DAPT po implantaci DES krat$i nez 3 mésice : ANO !



