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• Strengthen clinical trail enterprise 

• Balance of pre- & post-market data collection 

• Provide excellent customer service 
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History of Clinical Research 

Champ Lyons (1907-1965) 

• 1930’s Dr. Champ Lyons 
Harvard Medical School 
and MGH surgical training 
& attending  with Edward 
D. “Pete” Churchill 
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• Microbiology interest and 
involvement in Cocoanut 
Grove fire (November 1942) 
led to use of penicillin in 
severely injured patients 
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BATTLEFIELD History of Clinical Research 

• Lyons commissioned a Major and led a new unit for 
penicillin study and therapy at Buschnel General in 
Brigham City, Utah (Penicillin Therapy Section) 

• Combined large 
burden of injury 
with supply of 
penicillin to advance 
knowledge of wound 
management 

• 1943 Army Surgeon General James Magee authorized 
experimentation in treatment of soldiers with this new 
drug called penicillin 
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• The studies performed 
under the direction of 
Lyons established PCN 
dosage schedules, 
indications and routes 

• Dec 18, 1943 JAMA 
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History of Clinical Research 

• Lyons was warded 
Legion of Merit in 1944 
by the War Department 
for successful treatment 
of wounded soldiers 
and advancement of the 
science of combat 
casualty care 
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Clinical Research 

Clinically significant problem 

Availability of patients of interest 

Integration of clinical & laboratory scientists 

Improved outcomes and decreased mortality 

• Sound familiar? 
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 Today’s Legacy of Long Wars in Iraq & 
Afghanistan (2001 – 2014) 

Wounded: 52,311 
Deaths: 6,850        
defense.gov/news/casualty 

   

• Once in a generation burden of injury from in Iraq & 
Afghanistan has provided occasion for improvements in 
management of injured service personnel including 
recognition of the prevalence & impact of TBI… 
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BATTLEFIELD Historical Perspective - What 
Have We Learned? 

• Value of Military Medical Academy (USUHS) as 
academic foundation & proprietor of career 
medical leadership “America’s Medical School” 

• Value of a Joint Defense Centers of Excellence 
(DCoEs) –Joint Trauma System Defense and 
DCoE for Psychological Health & TBI including 
Defense & Veterans Brain Injury Center 

• Value of dedicated, requirements driven, planned 
and programmed (i.e. top down) research equity 
in trauma & injury related topics (CCCRP) 
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BATTLEFIELD Lessons in Contemporary 
Clinical Research 

• Out of 72 multicenter RCTs  

–  7 reported a detrimental effect 
–  Only 10 reported positive impact on mortality 

–  55 showed no effect 

• What field of clinical study is this referring to? 
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BATTLEFIELD Why RCTs have “Failed” 

• Ineffective interventions 

• Lack of power or powered incorrectly 

• Diverse severity of injury condition 

• Wrong timing of interventions including dosing 

• Less than appropriate endpoints 

• Too heterogeneous of a study population 
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PROTECT III 

• Primary endpoint – Extended GOS @ 6 months 
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SYNAPSE 

• Primary endpoint – Extended GOS @ 6 months 

N Engl J Med 2014;371:2467-76 
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BATTLEFIELD How to Overcome Pitfalls? 

• Increase volume of studies 

• Consider alternatives to RCT 
• Identify the “sweet spot” study population 

• Better endpoints  (i.e. realistic vs. ideal goals) 
• Consider implementation of theragnostics 

Power of Community vs. 
Individual Effort/Ego 
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Biologically-Targeted Therapy 
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Biologically-Targeted Therapy 
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BATTLEFIELD EUPHRATES – First Biomarker 
Based Clinical Study in Sepsis 

• First sepsis trial designed to use biomarker (EAA) as 
enrollment criteria for therapy against that marker 

• Theragnostics approach offers opportunity to move 
beyond “syndrome-based” definition & inclusion 
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https://ccc.amedd.army.mil  

https://ccc.amedd.army.mil/
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