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Delays in seizure treatment can cause brain 
damage, respiratory failure, and death
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-Midazolam is already used by the Houston Fire Department and all EMS agencies 
in the PediDOSE study
-The study is focused on improving effectiveness and maintaining safety by 
standardizing the protocol to deliver the right dose in a timely manner

These doses have been shown to be safe for sedation in pediatric emergency medicine and dentistry
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Criteria How the Condition is Met
Life threatening condition • Seizures must be treated within 5 minutes to prevent respiratory failure, 

brain damage, and death

Available treatments are 
unsatisfactory

• 1/3 of seizing children arriving to EDs by EMS are still seizing
• 1/2 of these patients get the wrong midazolam dose
• 70% of the wrong doses are under-dosed

Data collection is necessary to 
determine safety and effectiveness

• Insufficient evidence exists to know the safety and effectiveness of a 
protocol with standardized midazolam dosing for treating pediatric 
seizures in EMS

Obtaining informed consent is not 
feasible

• Actively seizing children cannot provide assent
• Parents/guardians of these children are too distraught to discuss consent

The intervention must be administered 
before consent can be obtained

• Paramedics must promptly assess and stabilize the patient during the 
therapeutic window

There is no reasonable way to identify 
prospectively individuals for 
participation

• 1/2 of pediatric seizures in EDs are new onset
• Seizures requiring EMS transport occur in a small fraction of patients with 

known seizure disorders, and timing/location cannot be predicted

Participation has the prospect of 
direct benefit to the subjects

• Prior literature supports the the proposed intervention
• The potential benefits seem to outweigh the known risks

The investigation could not be carried 
out without the waiver

• Without EFIC, it would be impracticable to do this study since paramedics 
cannot obtain consent during the therapeutic window

Criteria that Qualifies PediDOSE for EFIC
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