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ADVERSE EVENT

Record in 
medical notesSERIOUS NOT SERIOUS

1. Results in death
2. Is life-threatening
3. Requires hospitalisation or  
4. Prolongation of existing hospitalisation 
5. Results in persistent or significant disability or incapacity 
6. Is a congenital anomaly or birth defect

EXPECTED SIDE EFFECTS LISTED IN PROTOCOL (page 8) 
DO NOT REQUIRE REPORTING (data collected on outcome
form):

• Death – unless believed to be directly due to the trial treatment
Pulmonary Embolism• Pulmonary Embolism

• Deep Vein thrombosis
• Stroke
• Myocardial Infarction
• Gastro Intestinal Bleeding
• Multi-organ failure

R lt f t  ff d b  ti t• Result of trauma suffered by patient
• Medical events expected in severe injury

UNEXPECTED SIDE EFFECTS:

1. Complete a Serious Adverse Event Form
2. Telephone Randomisation Service (phone number as per 

Randomisation Poster or site file) to register Serious Adverse 
Reaction; give the information on the form

3. Fax/email completed form to the Co-ordinating Centre within 24
hours

CRASH TRIALS CO-ORDINATING CENTRE AND NATIONAL CO-ORDINATORS IN EACH 
COUNTRY MUST REPORT SERIOUS ADVERSE REACTIONS AS REQUIRED BY THAT 
COUNTRY’S RESEARCH ETHICS COMMITTEES AND NATIONAL REGULATORY BODIES
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