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You have 1 minute to evaluate
the results of a clinical trial
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1. Hard End Points

Total number of Deaths,
Strokes
Significant myocardial infarctions
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Dual Antiplatelet Therapy Beyond One Year
After Drug-eluting Coronary Stent Procedures
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Death, Myocardial Infarction or Stroke

17 71 24

Months After Enrollment Study Drug

A At Risk Treatment Ends

Thienopyridine 5020 4554
Placebo 4941 4412




2. Mechanism of Hard Endpoints

2. Which factor in the hard end points is the driver
of the results?
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3. Risk Profile of the Study Population

Does the risk profile of the patient
population match the general patient
population in real life?



Morphine’s Worrisome Effects on Ticagrelor
Affirmed in Pharmacokinetic Study

Table 1. Baseline characteristics of the study patients

Morphine Placebo

{n =35) {n = 35) p-value
Age (years) Gy + 105 G25 105 047
Female 12 (34%) T 120%) 018
Body mass index [kgfm?] 07 6+ 43 07 4 + 4.0 0.867
STEMI 24 (69%) 21 (60%) 0.45
METEMI 11 (31%) 14 {409 045
Metoclopramide use 1 (3%5) 0 {0RE) nfa
Hypertension 15 (43%) 21 (B0%) 0%
Diabetes mellitus g (2395) & 1496) 036
Dyslipidermia 30 (88%) 31 (8995 nfa
Current smoker 17 (55%6) 14 (45%) 047
Pricr A L (1495) g [2396) 0.20
Prior PCI 4 (119%) G [269%) 042
Prior CABG 0 (0% 0 (0RE) nfa
Feripheral artenal disease 9% 1 (37E) 0.3
Chronic renal disease 1 (3%) 2 (8%) 0.31

Variable

AM| — acute myocardial infarction; CABG — coronany artery bypass grafting; nfa — not applicable; NSTEMI — non-5T-segment elevation
ryocardial infarction, POl — percutaneous coronany intervention; STEMI — 5T-segrment elevation ryocardial infanction




4. Number of Patients Who Withdraw



5. Impact on Subgroups

1. Diabetes mellitus

2. Coronary artery disease
3. Prior stroke

4. Elderly

5. Young age

6. Women

/. Aslan

8. African Americans



Soft End Points
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Conclusions

1. How was the mortality? (if YES, then..)

2. Was It mainly from the cardiovascular mortality?
(iIf YES, then..)

3. How was the risk profile of the studied patient
population? (if YES, then..)

4. Which patients were excluded? (if YES, then..)

5. Could we translate the results to the general
patient population and to other subgroups of
patients?






