Basic = Intermediate = Advanced

ENROLLMENT CRITERIA

Please answer all inclusion and exclusion criteria questions:

INCLUSION CRITERIA
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. Age?

. Time window (between injury and admission)?

. Clinical severity?

. Neuroimaging?

. Hemodynamic stability?

. If female patient: non-childbearing potential or negative pregnancy test?

. Start of investigational treatment possible within time window?

. Informed consent for participation is given?
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EXCLUSION CRITERIA
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. Type of injury? (e.g. PBI)

. Spinal cord injury?

. Considered unsalvageable (pupils)?

. Major extracranial injuries?

. In coma due to “pure” epidural hematoma

. Body weight?

7.

Previous major cerebral damage or spinal injury?

8.

Severe concomitant condition?

9. Coma suspected to be primarily due to other causes than head injury (e.g. drug overdose)?

10. Participation in other study?

Ol O[O O] O] O] O] O OO
Ol O[O O] O] O] O] O OO

Note: this page is only intended to present examples of enrollment criteria commonly employed in TBI studies.

They are

motivated by clinical, safety and ethical considerations. Clearly, the choice of criteria depends on the aim of the study.




