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WHAT TO DO IF A PATIENT DEVELOPS 
AN UNEXPECTED PROBLEM?



 If you have concerns about a patient in the trial, you should

first contact the Principal Investigator or his/her delegate at

your hospital

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

TCC – see posters and Study File for contact information

If a patient develops an unexpected problem



 In general there should be no need to unblind the allocated treatment.
If some contraindication to TXA develops after randomisation (e.g. the
patient becomes anuric and the clinical team is concerned about acute
renal failure and risk of TXA accumulation), the trial treatment should
simply be stopped and all usual standard care given.

 Unblinding should be done only in those rare cases when clinical
management depends on knowing what the patient received.

 For urgent unblinding, a 24-hour telephone service is available. Details 
are provided in the Study File and on wall posters. 

 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



 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’

Unblinding the treatment allocation



Mortality: 
primary outcome routinely captured 
(including primary cause)

Outcomes routinely reported to the 
independent Data Monitoring 
Committee (DMC) for unblinded review

Other relevant medical events: 
expected complications of GI bleeding collected:
• Re-bleeding 
• Deep vein thrombosis
• Pulmonary embolism
• Stroke 
• Myocardial infarction
• Other significant cardiac event
• Sepsis 
• Pneumonia 
• Respiratory failure 
• Liver failure
• Renal failure
• Seizures

Complications – reported as outcomes



 In hospital, any untoward medical event that occurs up to 28 days after
randomisation and NOT collected on the outcome form, should be
reported

What should be reported as AE or SAE?

 After discharge, report any untoward medical event, which develops up to
28 days after randomisation (including those listed on the outcome form)

 For each adverse event, an Adverse Event Report form must be completed
(see in Study File section 7)

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

 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
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