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data from figure 1 of parent paper6


eligible participants (n=
1280)

Randomized (n=1063)

Allocated to placebo (n=
345)


-Received study drug
(n=309)


-Did not receive study drug
(n=36) 


14 ineligible, 9 placebo/kit
issue, 5 vitals, 4 not enough
time, 1 patient care priority,

2 IV lost, 1 CPR 


Allocated to bolus
maintenance (n= 345)

-Received study drug

(n=312)

-Did not receive study drug

(n=33)

13 ineligible, 6 TXA/kit

issue, 5 vitals, 3 not enough
time, 2 patient care priority,
2 IV lost, 1 CPR, 1 pregnant


Allocated to bolus only     
 (n= 373)


-Received study drug
(n=346)


-Did not receive study drug
(n=27) 


11 ineligible, 7 TXA/kit
issue, 2 vitals, 3 patient care
priority, 2 IV lost, 2 seizure/

history of seizure 


Lost to follow-up (n=39)


25 withdrew, 4 contact refused, 5 no

contact information, 4 homeless, 1 other


Discontinued prehospital study drug

(n=18)


4 protocol nonadherence, 4 potential

seizures, 2 CPR, 2 other safety concern, 3

death, 2 discharge, 1 withdrew, 1 unknown


Discontinued inpatient study drug dose

(n=95)


19 discharged, 14 protocol not followed,

13 withdrew consent, 12 deaths or comfort

care, 11 unblinding, 8 possible seizures, 5

possible CVAs/thrombotic events, 3 CPR,

4 other safety concern, 4 police custody, 1

transfer, 1 noninjury


Lost to follow-up (n=51)


25 withdrew, 15 contact refused, 6 no

contact information, 3 homeless, 2 other


Discontinued prehospital study drug

(n=23)


11 protocol nonadherence, 3 potential

seizures, 6 CPR, 1 other safety concern, 1

death, 1 discharge, 4 unknown


Discontinued inpatient study drug dose

(n=83)


18 discharged, 17 protocol not followed, 7

withdrew consent, 11 deaths or comfort

care, 9 possible seizures, 5 possible

CVAs/thrombotic events, 7 CPR, 2 other

safety concerns, 1 transfer, 1 noninjury,

1 procoagulant


Lost to follow-up (n=58)

26 withdrew, 20 contact refused, 5 no

contact information, 6 homeless, 1 in

prison

Discontinued prehospital study drug

(n=17)

10 protocol nonadherence, 4 potential

seizures, 1 other safety concern, 1 death, 1

unblinded, 2 unknown

Discontinued inpatient study drug dose

(n=79)

13 discharged, 10 protocol not followed,

12 withdrew consent, 6 deaths or comfort

care, 17 possible seizures, 4 possible 

CVAs/thrombotic events, 1 CPR, 3 other

safety concern, 3 police custody, 1

noninjury, 2 procoagulant 


Allocated to placebo (n=
345)


-Received study drug
(n=309)


-Did not receive study drug
(n=36) 


14 ineligible, 9 placebo/kit
issue, 5 vitals, 4 not enough
time, 1 patient care priority,

2 IV lost, 1 CPR 
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issue, 5 vitals, 3 not enough
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Allocated to bolus only     
 (n= 373)


-Received study drug
(n=346)


-Did not receive study drug
(n=27) 


11 ineligible, 7 TXA/kit
issue, 2 vitals, 3 patient care
priority, 2 IV lost, 2 seizure/

history of seizure 


Analyzed (n=312)

Analyzed (n= 345)


-1 in prison was excluded 
 Analyzed (n=309)




  

