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Follow-up: 
30 days after last study dose 

Multicentre, double-blind, double-dummy trial 
 

Randomization (1:1) 

Ticagrelor  
180 mg LD + 90 mg BID 

ASA 
300 mg LD + 100 mg QD 

Primary efficacy endpoint: composite of stroke (ischaemic or 
haemorrhagic), MI or death 

Primary safety endpoint: PLATO-defined major bleeding event 
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INCLUSION 

• Acute minor ischaemic stroke 
(NIHSS ≤5)  

•  high-risk TIA (ABCD2 ≥4 or 
symptomatic intra- or 
extracranial arterial stenosis) 

• Randomized within 24 hours of symptom 
onset 

• Able to provide informed consent, aged ≥40 
years 

• Head CT or MRI ruling out haemorrhage or 
other pathology, such as vascular 
malformation, tumour or abscess that could 
explain symptoms or contraindicate therapy 
 

EXCLUSION 

• Planned use of antithrombotic therapy in 
addition to study medication  

• History of AF, ventricular aneurysm or 
suspicion of cardioembolic pathology for 
TIA or stroke 

• Planned carotid, cerebrovascular or 
coronary revascularization that requires 
halting study medication within 7 days 
of randomization 

• IV or intra-arterial thrombolysis or 
mechanical thrombectomy in the 24 
hours before randomization 

• History of previous symptomatic non-
traumatic intracerebral bleeding at any 
time,* GI bleeding within past 6 months 
or major surgery within 30 days 
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SOCRATES: CONSORT diagram 
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Randomized 

(n=13,199) 

Enrolled 

(Informed consent received) 

(n=13,307) 

Excluded (n=108) 

(not eligible [n=93], 

withdrew [n=15]) 

Randomized to ticagrelor 90 mg BID (n=6589) 

• Received at least 1 dose (n=6550, 99.4%) 

• Never received a dose (n=39) 

Randomized to ASA 100 mg QD (n=6610) 

• Received at least 1 dose (n=6580, 99.5%) 

• Never received a dose (n=30) 

Premature permanent drug discontinuation (n=1148, 

17.5%); reason: 

• AE/SAE (n=621) 

• Patient decision to stop treatment (n=270) 

• Non-adherent to the study protocol (n=19) 

• Other reasons (n=238) (includes primary endpoints) 

Premature permanent drug discontinuation (n=965, 

14.7%); reason: 

• AE/SAE (n=452) 

• Patient decision to stop treatment (n=259) 

• Non-adherent to the study protocol (n=13) 

• Other reasons (n=241) (includes primary endpoints) 

Patients in the study at the end of treatment visit (n=6542, 

99.3%) 

Patients who withdrew consent (n=44, 0.7%) 

• Vital status unknown (n=4) 

Patients in the study at the end of treatment visit (n=6554, 

99.2%) 

Patients who withdrew consent (n=53, 0.8%) 

• Vital status unknown (n=3) 

Patients lost to follow-up (n=2) 

Included in primary efficacy analysis (n=6589) 

Included in primary safety analysis (n=6549) 

• Excluded because never received study drug (n=39) 

Included in primary efficacy analysis (n=6610) 

Included in primary safety analysis (n=6581) 

• Excluded because never received study drug (n=30) 
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SOCRATES: Baseline characteristics* (1) 
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Characteristic 
Ticagrelor 

(n=6589) 

ASA  

(n=6610) 

Age (y) – mean (SD) 65.8 (11.23) 65.9 (11.37) 

Females – no. (%) 2759 (41.9) 2724 (41.2) 

Race* – no. (%) 

White 4374 (66.4) 4410 (66.7) 

Black 119 (1.8) 120 (1.8) 

Asian 1957 (29.7) 1949 (29.5) 

Other 139 ( 2.1) 131 (2.0) 

Ethnic background† – no. (%) 

Not Hispanic 6023 (91.4) 6050 (91.5) 

Hispanic 566 (8.6) 558 (8.4) 

Region – no. (%) 

Asia and Australia 1990 (30.2) 1981 (30.0) 

Europe 3769 (57.2) 3772 (57.1) 

North America 514 (7.8) 540 (8.2) 

Central and South America 316 (4.8) 317 (4.8) 

*The differences in baseline characteristics between treatment groups were not significant, except for the proportion of patients with a 

history of diabetes or hypertension (nominal P<0.05); †Self reported; SD, standard deviation 
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SOCRATES: Baseline characteristics* (2) 
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Characteristic 
Ticagrelor 

(n=6589) 

ASA  

(n=6610) 

Systolic blood pressure (mmHg) – median (IQR) 150 (137.0, 165.0) 150 (135.5, 165.0) 

Diastolic blood pressure (mmHg) – median (IQR) 84 (78.0, 92.0) 84 (77.0, 91.0) 

Body mass index (kg/m²) – median (IQR) 26.1 (23.5, 29.4) 26.0 (23.5, 29.3) 

History of hypertension – no. (%) 4797 (72.8) 4933 (74.6) 

History of dyslipidaemia – no. (%) 2531 (38.4) 2497 (37.8) 

History of diabetes mellitus – no. (%) 1664 (25.3) 1548 (23.4) 

Previous ischaemic stroke – no. (%) 765 (11.6) 828 (12.5) 

Previous TIA – no. (%) 410 (6.2) 446 (6.7) 

Previous myocardial infarction – no. (%) 280 (4.2) 268 (4.1) 

History of coronary artery disease – no. (%) 573 (8.7) 571 (8.6) 

History of congestive heart failure – no. (%) 234 (3.6) 248 (3.8) 

Taking ASA before randomization – no. (%) 2130 (32.3) 2102 (31.8) 

Taking clopidogrel before randomization – no. (%) 219 (3.3) 237 (3.6) 

Time to randomization after symptom onset –  

no. (%) 

<12h 2400 (36.4) 2424 (36.7) 

≥12h 4188 (63.6) 4186 (63.3) 

*The differences in baseline characteristics between treatment groups were not significant, except for the proportion of patients with a 

history of diabetes or hypertension (nominal P<0.05); IQR, interquartile range 
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SOCRATES: Baseline characteristics* (3) 
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Characteristic 
Ticagrelor 

(n=6589) 

ASA  

(n=6610) 

Qualifying event – no. (%) 

TIA 1790 (27.2) 1741 (26.3) 

Ischaemic stroke 4798 (72.8) 4869 (73.7) 

Qualifying TIA baseline ABCD² score –  

no./total no (%) 

≤5 1313/1790 (73.4) 1257/1741 (72.2) 

>5 471/1790 (26.3) 479/1741 (27.5) 

Qualifying ischaemic stroke baseline NIHSS –  

no./total no. (%) 

NIHSS≤3 3235/4798 (67.4) 3282/4869 (67.4) 

>3 1541/4798 (32.1) 1566/4869 (32.2) 

*The differences in baseline characteristics between treatment groups were not significant, except for the proportion of patients with 

a history of diabetes or hypertension (nominal P<0.05) 

Johnston SC et al. N Engl J Med 2016;DOI:10.1056/NEJMoa1603060 



HR 0,89 (0,78-1,01, p = 0,07) 



HR 0,87 (0,76-1,00, p = 0,046) 



HR 0,83 (0,52-1,34, p = 0,45) 





A co podskupiny? 
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SOCRATES: Primary endpoint by subgroup (1) 
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There were no significant treatment–subgroup interactions 
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SOCRATES: Primary endpoint by subgroup (2) 
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There were no significant treatment–subgroup interactions 



Selektovaná populace 
- Exkluze rekanalizační léčby 
- Exkluze pacientů plánovaných k revaskularizaci velkých 

tepen – CEA, CAS 


