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Background 
 
The RESTART trial steering committee pre-specified analyses of the trial data in the 
protocol and statistical analysis plan, and submitted synopses of these documents 
for publication. We constrained the number of hypothesis-testing analyses, and 
specified a number of additional, exploratory, hypothesis-generating analyses. See 
the statistical analysis plan for further details. 
 
In the main results manuscript and the imaging subgroups manuscript, we indicated 
that we will upload the dataset used for final analyses, a data dictionary, and the 
case report forms that we used to the University of Edinburgh’s data sharing platform 
via the page for the RESTART collection on 22 May 2020, one year after the 
publication of the main results on 22 May 2019. 
 
The protocol specified, “Ownership of the data arising from this study resides with 
the trial steering committee. Consistent with recent guidance, access to the datasets 
generated and/or analysed during RESTART will be available on reasonable request 
after the publication of the main results. Access will be controlled by the chief 
investigator, with the approval of the trial steering committee.” 
 
However, we collected more baseline, imaging and outcome data than we used in 
our pre-specified analyses. These data may be useful to explore other hypotheses. 
The trial steering committee has considered other uses of these data, and listed their 
plans for secondary analyses of the trial’s data below. Use of the trial dataset to 
perform analyses that are not listed in the protocol, statistical analysis plan, or in the 
table on the next page, may be permitted by the chief investigator after the 
submission of a reasonable request via Datashare, as above. 
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Planned secondary analyses 
 
Analysis Lead(s) 
Descriptive  
Co-enrolment in RESTART and TICH-2 Niki Sprigg & Rustam Salman 
BP control and BP-lowering drug use during 
follow-up 

Tom Moullaali & Rustam Salman 

Comparison of adjudicated outcomes 
reported by collaborators/GPs versus 
secondary data (ISD/NHS Digital) 

Jonathan Drever & Rustam 
Salman 

Observational associations  
Edinburgh & Boston CAA criteria and 
recurrent ICH 

Rustam Salman 

Prediction model for recurrent ICH Rustam Salman 
Intention-to-treat/as-randomised analyses  
Heterogeneity of treatment effect by renal 
function, pre-ICH hypertension, BP-lowering 
drug use at discharge 

Rustam Salman 

Heterogeneity of treatment effect by imaging 
biomarkers of cerebral small vessel disease 

Rustam Salman & Phil White 

Primary analyses using adjudicated outcomes 
(as published) versus using outcomes as 
reported using secondary data (ISD/NHS 
Digital) acquired during the same follow-up 

Jonathan Drever, Rustam Salman, 
and an ECTU statistician 

 


