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Most Memorable Lesson Learned



Cringe-Worthy

• 3a. Please state in one sentence what the main goal of the current 
clinical trial or study will be: The goal is to determine the optimal dose and 
treatment duration of omega-3 fatty acid treatment in acute mild TBI that are 
most likely to be efficacious in a phase III clinical trial



OPTIMA-TBI Pilot

• Pilot Study of Omega-3 Polyunsaturated Fatty Acid Treatment in Mild Acute 
TBI (OPTIMA-TBI pilot). 

• Objective: Determine the effect of high dose DHA on neurodegeneration 
and neuroinflammation post-TBI as measured by blood-based biomarkers

• Population: Adult (18-65 years), Head CT negative, GCS 13-15 TBI without 
significant polytrauma

• Intervention: 6g/day DHA+EPA x 1 month + 1.2g/day x 2 months versus 
placebo



Head CT negative, 
GCS 13 - 15 TBI

MILD TBI



Blood-based biomarkers for monitoring response to therapy



OPTIMA-TBI Pilot

• 32 subjects enrolled and randomized to DHA or Olive Oil (placebo)

• Blood samples obtained at enrollment, 2 weeks, 1 month, 3 months

• Neurocognitive tests performed at 2 weeks, 1 month and 3 months



Reflection 1: Don't be afraid of change



Reflection 2: Think carefully about critiques before responding

Which subjects will you enroll in the trial?



How accurate is clinical gestalt?

• 217 ED patients with GCS 13-15 TBI



Prognostic enrichment based on currently available data

• 372 ED patients with GCS 13-15 TBI

AUC: 0.888



Blood-Based Biomarkers of Brain Injury and TBI



Prognostic enrichment using blood based biomarkers

N=3000

Bio-ProTECT



Serum NfL levels predict incident stroke in diabetics



Future trial of GCS 13-15 TBI
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Reflection 3: Don't give up



Baby Steps



Accomplishments since course

• Co-MPI: NINDS funded Hyperbaric Oxygen in Brain Injury Treatment Trial (HOBIT)

• Co-MPI: DoD Funded Biomarkers in the Brain Oxygen Optimization in TBI Phase III (Bio-
BOOST) study

• PI: Biomarkers in the Hyperbaric Oxygen in Brain Injury Treatment Trial (Bio-HOBIT) -
reviewed today

• PI: NHLBI funded R21 Predicting Incident Stroke Using Blood Biomarkers of Brain Injury

• Co-I: DoD funded Transforming Research and Clinical Knowledge in TBI Network (TRACK-
TBI NET)

• Co-I: NIH funded Strategies to Innovate Emergency Care Clinical Trials Network (SIREN) 



LUCK = Preparation + Opportunity



Reflection 4: Take good care of yourself


