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Table 1 shows medication history of the patients between the two groups at baseline 

 Intervention 

(N=2148) 

Control 

(N=2150) 

p-value 

Anti-platelets 1580 (73.6) 1587 (73.8) 0.949 

Anti-coagulants 241 (11.2) 260 (12.1) 0.387 

Lipid lowering medications 1627 (75.7) 1650 (76.7) 0.508 

Diabetic medications 774 (36.0) 772 (35.9) 0.922 

Antihypertensive medications 1470 (68.4) 1414 (65.8) 0.068 
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Table 2 shows baseline demographic characteristics, risk factors and stroke 

characteristics between the two groups who had completed 1 year follow up 

  Intervention 

(N=1502) 

Control 

(N=1538) 

p-value 

Sex    

Male 1075 (71.6) 1130 (73.6) 0.217 

Female 427 (28.4) 406 (26.4)  

Age (years)    

Mean±SD 56±12.6 55±12.9 0.558 

Highest level of education 

completed  

   

No schooling 156 (7.3) 121 (5.6) 0.664 

Below high school 1178 (54.8) 1172 (54.5)  

High school and above 794 (37.0) 830 (38.6)  

Region    

Urban 790 (52.6) 830 (54.0) 0.426 

Rural 712 (47.4) 706 (46.0)  

Medical history    

Hypertension 1036 (69.0) 1029 (67.0) 0.242 

Diabetes Mellitus 619 (41.2) 636 (41.4) 0.913 

Previous TIA 48 (3.2) 31 (2.0) 0.041 

Coronary artery disease 148 (9.9) 162 (10.5) 0.528 

Dyslipidaemia 292 (19.4) 290 (18.9) 0.695 

Non valvular atrial fibrillation 31 (2.1) 33 (2.1) 0.871 

Valvular heart disease 34 (2.3) 33 (2.1) 0.829 

Symptomatic Intracranial 

Atherosclerosis 

35 (2.3) 37 (2.4) 0.887 

Symptomatic Extra cranial 

Atherosclerosis 

16 (1.1) 24 (1.6) 0.229 

Obesity 105 (7.0) 115 (7.5) 0.598 

Others 81 (5.4) 71 (4.6) 0.330 

Stroke type    

Ischaemic 1265 (84.2) 1286 (83.7) 0.709 

Haemorrhagic 237 (15.8) 250 (16.3)  

NIHSS score    

Mean ± S.D. 4±3.7 4±3.8 0.107 

Median (Q1-Q3) 3 (1-5) 3 (1-5)  

<5 1013 (67.4) 999 (65.0) 0.239 

5-10 385 (25.6) 429 (27.9)  

11-15 88 (5.9) 83 (5.4)  
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≥15 16 (1.1) 25 (1.6)  

TOAST Classification 

(n=2551) 

   

Large Artery Atherosclerosis 135 (10.7) 156 (12.1) 0.297 

Cardio Embolism 416 (32.9) 386 (30.0)  

Small Artery Occlusion 35 (2.8) 48 (3.7)  

Others 351 (27.7) 368 (28.6)  

Undetermined 328 (25.9) 328 (25.5)  

OCSP Classification    

Total anterior circulation 

syndrome 

167 (13.2) 171 (13.3) 0.342 

Partial anterior circulation 

syndrome 

629 (49.7) 647 (50.3)  

Posterior circulation syndrome 278 (22.0) 304 (23.6)  

Lacunar syndrome 191 (15.1) 164 (12.8)  

Revascularization therapy    

Revascularization therapy given 132 (8.8) 104 (6.8) 0.038 

IV tPA initiated 106 (7.1) 87 (5.7) 0.508 

Endovascular thrombectomy 

done 

34 (2.3) 26 (1.7) 0.894 

TIA= Transient Ischemic Attack, NIHSS= National Institute of Health Stroke Scale, 

TOAST= Acute Stroke Treatment, OCSP= Oxfordshire Community Stroke Project IV= 

Intravenous Thrombolysis tPA= Tissue Plasminogen Activator, Q1= First Quartile, Q3= 

Third Quartile, SD= Standard Deviation 
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Table 3 shows median time of event 

 Median time 

(months)  

95% Confidence Interval 

Intervention 14.7 12..1- 17.3 

Control 14.6 13.3-15.9 

p-value 0.363  
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Table 4 shows analysis of Serious Adverse Events (SAE) 

 Intervention 

(N=2148) 

Control 

(N=2150) 

p-value 

Serious Adverse Events (Overall) 191 (8.9) 172 (8.0) 0.293 

Systemic infection 8 (0.4) 6 (0.3) 0.294 

Re-hospitalization 75 (3.5) 68 (3.2)  

GI Haemorrhage 3 (0.1) 5 (0.2)  

Death 89 (4.1) 68 (3.2)  

Others 16 (0.7) 25 (1.2)  
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Table 5 shows number of events  

 Number of events Number of patients with one or multiple events 

 Intervention 

(N=2148) 

Control 

(N=2150) 

Intervention 

(N=2148) 

Control 

(N=2150) P 

value  

 

  

Unadjusted 

Odds ratio 

(95% C.I 

Lower-

Upper) 

Adjusted 

Odds ratio 

(95% C.I 

Lower-

Upper) 

Primary 

Outcome 

(Overall) 

128 113 119 (5.5) 106 (4.9) 0.370 1.13 (0.86-

1.48) 

1.12 (0.85-

1.47) 

High Risk 

transient 

Ischemic 

Attack 

9 7 5 (0.2) 7 (0.3) 0.694 0.72 (0.23-

2.27) 

0.73 (0.23-

2.31) 

Ischemic 

Stroke 

40 42 39 (1.8) 40 (1.9)  0.98 (0.63-

1.53) 

0.97 (0.62-

1.52) 

Intracerebral 

haemorrhage 

6 2 5 (0.2) 2 (0.1)  2.52 (0.49-

13.0) 

2.52 (0.49-

13.05) 

Acute 

Coronary 

Syndrome 

11 7 9 (0.4) 7 (0.3)  1.30 (0.48-

3.48) 

1.27 (0.47-

3.43) 

Death 66 55 61 (2.8) 50 (2.3)  1.23 (0.84-

1.80) 

1.22 (0.83-

1.78) 
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Table 6 shows the secondary outcomes at 6 months 

 Month 6 

 

Intervention 

(n=1830) 

Control 

group  

(n=1848) P-value 

Unadjusted 

Odds ratio (95% 

C.I Lower-

Upper) 

Adjusted Odds 

ratio (95% C.I 

Lower-Upper) 

MRS      

Good Outcome (0-2) 1534 (83.8) 1562 (84.5) 0.562 1.00 1.00 

Bad outcome (3-5) 296 (16.2) 286 (15.5)  1.05 (0.88-1.26) 0.90 (0.42-1.89) 

SBP 131±14.6 131±15.0 0.781 1.00 (0.99-1.01) 1.00 (0.98-1.01) 

DBP 82±9.3 82±8.7 0.911 1.00 (0.99-1.01) 0.99 (0.96-1.02) 

BMI 24.9±4.3 24.9±6.6 0.897 1.00 (0.99-1.01) 1.00 (0.99-1.01) 

Alcohol intake 78 (4.3) 108 (5.8) 0.029 0.72 (0.53-0.97)* 0.744 (0.55-

0.99)* 

Smoking 72 (3.9) 107 (5.8) 0.009 0.67 (0.49-0.91)* 0.69 (0.50-

0.94)* 

FBS 118.6±40.5 120.4±45.3 0.248 0.99 (0.98-1.00) 1.00 (0.99-1.01) 

Lipid Profile      

          Cholesterol 151.1±39.0 152.6±40.1 0.333 1.00 (0.99-1.00) 1.00 (0.99-1.01) 

Triglyceride 133.8±65.9 136.9±76.3 0.462 1.00 (0.99-1.00) 1.00 (0.99-1.00) 

LDL 85.0±32.3 85.4±33.7 0.791 1.00 (0.99-1.01) 0.99 (0.98-1.01) 

HDL 46.7±23.1 45.5±17.8 0.146 1.00 (0.99-1.00) 1.00 (0.99-1.01) 

Have you missed the 

medication 

     

Yes 101 (5.5) 121 (6.5) 0.190 0.83 (0.63-1.09) 0.84 (0.64-1.11) 

No 1729 (94.5) 1727 (93.5)  1.00 1.00 

If yes reason      

           Forgot 27 (26.7) 24 (19.8) 0.336 1.80 (0.82-3.94) 1.86 (0.84-4.13) 

          Stopped 20 (19.8) 32 (26.4)  1.33 (0.68-2.59) 1.34 (0.69-2.62) 

          Others 54 (53.5) 65 (53.8)  1.00 1.00 

Physical activity met 

(minutes) 

3360 (1330-

6880) 

3360 (1400-

6720) 

0.788 1.00 (1.00-1.00) 1.00 (1.00-1.00) 
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Table 7 shows baseline demographic characteristics, risk factors and stroke 

characteristics between the two groups who did not complete 1 year follow up 

  Intervention 

(N=614) 

Control 

(N=646) 

p-value 

Sex    

Male 449 (73.1) 468 (72.4) 0.786 

Female 165 (26.9) 178 (27.6)  

Age (years)    

Mean±SD 56±12.9 56±12.9 0.541 

Highest level of education 

completed  

   

No schooling 40 (6.5) 46 (7.1) 0.258 

Below high school 359 (58.5) 348 (53.9)  

High school and above 215 (35.0) 252 (39.0)  

Region    

Urban 320 (52.1) 344 (53.3) 0.687 

Rural 294 (47.9) 302 (46.7)  

Medical history    

Hypertension 359 (58.5) 421 (65.2) 0.014 

Diabetes Mellitus 252 (41.0) 260 (40.2) 0.774 

Previous TIA 22 (3.6) 16 (2.5) 0.251 

Coronary artery disease 67 (10.9) 74 (11.5) 0.760 

Dyslipidaemia 101 (16.4) 86 (13.3) 0.117 

Non valvular atrial fibrillation 10 (1.6) 19 (2.9) 0.120 

Valvular heart disease 23 (3.7) 27 (4.2) 0.693 

Symptomatic Intracranial 

Atherosclerosis 

19 (3.1) 20 (3.1) 0.999 

Symptomatic Extra cranial 

Atherosclerosis 

8 (1.3) 13 (2.0) 0.325 

Obesity 29 (4.7) 42 (6.5) 0.171 

Others 34 (5.5) 31 (4.8) 0.538 

Stroke type    

Ischaemic 501 (81.6) 516 (79.9) 0.439 

Haemorrhagic 113 (18.4) 130 (20.1)  

NIHSS score    

Mean ± S.D. 7±5.3 7±5.2 0.150 

Median (Q1-Q3) 6 (3-10) 5 (3-9)  

<5 245 (39.9) 231 (35.8) 0.313 

5-10 246 (40.1) 263 (40.7)  

11-15 85 (13.8) 100 (15.5)  
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≥15 38 (6.2) 52 (8.0)  

TOAST Classification 

(n=2551) 

   

Large Artery Atherosclerosis 76 (15.2) 73 (14.1) 0.896 

Cardio Embolism 181 (36.1) 191 (37.0)  

Small Artery Occlusion 15 (3.0) 16 (3.1)  

Others 98 (19.6) 111 (21.5)  

Undetermined 131 (26.1) 125 (24.2)  

OCSP Classification    

Total anterior circulation 

syndrome 

65 (13.0) 74 (14.3) 0.600 

Partial anterior circulation 

syndrome 

246 (49.1) 267 (51.7)  

Posterior circulation syndrome 109 (21.8) 102 (19.8)  

Lacunar syndrome 81 (16.2) 73 (14.1)  

Revascularization therapy    

Revascularization therapy given 59 (9.6) 53 (8.2) 0.595 

IV tPA initiated 52 (8.5) 45 (7.0) 0.508 

Endovascular thrombectomy 

done 

14 (2.3) 13 (2.0) 0.678 

TIA= Transient Ischemic Attack, NIHSS= National Institute of Health Stroke Scale, 

TOAST= Acute Stroke Treatment, OCSP= Oxfordshire Community Stroke Project IV= 

Intravenous Thrombolysis tPA= Tissue Plasminogen Activator, Q1= First Quartile, Q3= 

Third Quartile, SD= Standard Deviation 
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Figure 1 shows intervention material content 
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Figure 2 shows process of intervention and standard of care 
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Figure 3 shows recruitment trend from April-2018 to Nov-2021 
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Figure 4 shows median time to event 

  



14 

SUPPLEMENTARY FILE 

 

Figure 5 shows forest plot for sub-group analysis  
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Medication adherence questionnaire 

 

 

 

 

 

 

 

 

 

 

 

 

Is the patient taking the same 

medications as at the time of 

discharge? 

Yes  No  

 

Change in medications 

compared to discharge 
Yes  No  

If Yes, it is 

Medication  Dosage  Frequency Comments  

 

 

   

 

 

   

 

 

   

 

Concomitant medications Yes  No  

If Yes, it is 

Medication  Dosage  Frequency Comments  
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Data Sharing 

 

 

Will individual participant data be 

available (including data 

dictionaries)? 

 

Yes 

What data in particular will be 

shared? 

 

All of the individual participant data collected during 

the trial, after de-identification 

Individual participant data that underlie the results 

reported in this article, after de-identification 

(text, tables, figures, and appendices) 

What other documents will be 

available? 

 

Study protocol, statistical analysis plan, informed 

consent form, case record form 

When will data be available (start 

and end dates)? 

 

Immediately following publication; no end date 

With whom?  

 

Anyone who wishes to access the data for further 

research in this field after signing an agreement 

 

For what types of analyses? 

 

Metaanalysis and observational studies 

 

By what mechanism will data be 

made available? 

 

Proposals should be directed to 

jeyarajpandian@hotmail.com; to gain access, data 

requestors will need to provide the details for the 

purpose of the study and analysis 

 

  


