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If a patient develops an unexpected problem

» If you have any concerns about a patient in the trial, you
must contact the Pl or his/her delegate at your hospital in
the first instance

» Advice about the trial (not clinical care) is available from the

TCC — see wall posters and Investigator Study File for contact
information



Unblinding the treatment allocation

» In general there should be no need to unblind the allocated treatment.
If some contraindication to antifibrinolytic therapy develops after
randomisation, the trial treatment should simply be stopped and all
usual standard care given.

» Unblinding should be done only in those rare cases when the clinician
believes that clinical management depends importantly upon
knowledge of whether the patient received tranexamic acid or placebo.

» In those few cases when urgent unblinding is considered necessary, a
24-hour telephone service is available and details provided in the Study
File and wall posters.

» If unblinding is needed, the caller will be told whether the patient
received TXA or placebo by email or fax; this is to ensure that the TCC
staff remain blind to the study treatment



Unblinding the treatment allocation
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» An Unblinding Request Report form

must be completed by the person
who requested the unblinding

» TCC will send you a blank form

immediately a request for unblinding
has been granted

If necessary, an Adverse Event
Report must be completed

For further information see presentation titled
‘Adverse Event reporting and completing the
report form’



Complications — reported as outcomes

Mortality:
primary outcome routinely captured

(including primary cause)

Other relevant medical events:
expected complications of TBI collected:
* neurosurgical interventions

* thromboembolic events

* renal failure

e stroke

* myocardial infarction

* sepsis

* seizure

e gastrointestinal bleeding
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What should be reported as AE or SAE?

» Any untoward medical occurrence NOT collected on the outcome form,
up to 28 days after randomisation, should be reported

» If a patient is discharged or transferred to another hospital, they should
be given an ALERT CARD which should contain information on who to

contact if they develop any problems
» Report untoward medical occurrence:

O not on the outcome form during
hospitalisation

0 any event which develops after discharge and up to 28 days after
randomisation

0 for each event, an Adverse Event Report form must be completed

0 for further information see presentation titled
‘Adverse Event reporting and completing the report form’
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