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TAME Cardiac Arrest trial SAP Update 
 
The following should be read in conjunction with the published protocol and statistical analysis plan (SAP) 
for the TAME Cardiac Arrest trial.1 All amendments to the manuscript, supplemental appendix and 
planned analyses were made prior to data lock and prior to access to any unblinded data.2,3 
 
SAP Manuscript 
 
#1 – Outcomes 

 
Addition of text in ‘outcomes’ to align of outcomes as presented in the trial protocol with that of 
the manuscript and trial registries (ClinicalTrials.gov and Australian and New Zealand Clinical Trials 
Registry). In addition, text added to provide further clarity regarding efforts to avoid missing data 
and to enable a determination of outcome status and functional outcome classification as 
“favourable” or “unfavourable” based on a dichotomised GOSE score, via alternate strategies 
such as medical record audit and review of internal records, as required. 

 
#2 – Protocol adherence 

Reference to ‘protocol adherence’ removed as there was no protocolised definition of 
‘adherence’ and as clinicians were asked to 'target' an arterial carbon dioxide range during 
the 24-hour intervention period following randomisation. As a result, the analysis will 
remain as ‘intention-to-treat’ and any per-protocol analysis will be performed and reported 
as a secondary 'sensitivity' paper. 

SAP Supplemental Appendix 
 
#3 – Endorsement acknowledgement 

Inclusion of the Irish Critical Care – Clinical Trials Group (ICC-CTG) as a ‘banner heading’ 
acknowledgement to reflect their endorsement of the trial by this group, which 
complements their reference in the body of the manuscript. 

#4 – Tables 
 

Table 2 “Primary outcome and key secondary outcomes”  
Removal of duplicated presentation of the ‘GOSE’ primary outcome. 
Inclusion of the key secondary outcome ‘Favourable functional outcome at 6-month follow-up no 
(%)’, ‘Modified Rankin scale score 4 – 6 at 6-month follow-up no. (%)’, ‘Mortality at ICU discharge’, 
‘Mortality at hospital discharge’ and ‘EQ Visual Analogue Scale’ to align trial protocol outcomes as 
stated and collected with their presentation. 
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Table 3 “Neurologic outcomes” 
Removal of data related to the ‘Modified Rankin Scale score for day 30’ as these data were not 
stipulated as being an outcome for presentation in the primary manuscript. 

 
#5 – Figures 
 

Figure S3 “Forest plot for the subgroup of scores of 5 – 8 on the GOSE at 6-months” 
Added as this was previously combined within Figure S2 and would have been confusing to have 
left it in this form. 

 
Figure S20 “Withdrawal of life-sustaining therapies, by reason“ 
Figure S20 removed as data is presented in table format. 

 
Figure S21 “Distribution of days alive outside hospital after first hospitalisation within 180 days’” 
Figure S21 removed as data not collected. 

 
#6 - General items 
 

Change to the wording of some variables for clarity and to align with data as collected in Table S2, 
Table S3, Table S5 and Table S6. 
Correct use of and footer documentation of abbreviations. 
Correction of identified typographical errors as appropriate. 
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Trial registration:  
ClinicalTrials.gov: NCT03114033; and,  
Australian and New Zealand Clinical Trials Registry: ACTRN12617000036314p 
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