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1. INTRODUCTION:   
 
- The primary hypothesis will be that prehospital infusion of tranexamic acid in patients at risk 

for bleeding will reduce the incidence of 30 day mortality. The secondary hypotheses include 
that prehospital tranexamic acid will reduce the incidence of hyperfibrinolysis, acute lung 
injury, multiple organ failure, nosocomial infection, mortality, early seizures, pulmonary 
embolism and early resuscitation needs, reduce or prevent the early coagulopathy as 
demonstrated by improving presenting INR and rapid thromboelastography parameters, 
reduce the early inflammatory response, plasmin levels, leukocyte, platelet and complement 
activation, and determine the optimal dosing of tranexamic acid post-injury. 
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objectives, experiments, etc.)  requires review by the Grants Officer’s Representative 
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Version 1.3 by IRB on 18-AUG-14 
- The University of Pittsburgh sites community consultation plan was approved on 28-MAY-14 
- The PI and Project Manager are preparing the community consultation results to present to 

the University of Pittsburgh IRB 
- The Coordinating Center protocol was distributed to following participating sites on 24-SEP-

14 so that they may start on their local IRB submissions: University of Rochester Medical 
Center, University of Texas San Antonio and University of Utah. 

 

4. KEY RESEARCH ACCOMPLISHMENTS:  Bulleted list of key research accomplishments 
emanating from this research.  Project milestones, such as simply completing 
proposed experiments, are not acceptable as key research accomplishments.  Key 
research accomplishments are those that have contributed to the major goals and 
objectives and that have potential impact on the research field.   
 



 

5 | P a g e  

 

- University of Pittsburgh site concluded all community consultation (questionnaires and 
telephone surveys) in SEP-14.   

- Jason Sperry, the PI for this project, was interviewed by local media and explained the 
purpose of this study to Pittsburgh local and surrounding area.  

- Co-I, Frank Guyette presented and was approved by EMSI and is on the agenda to present to 
the PA State Emergency Board  

 
5. CONCLUSION:  Summarize the importance and/or implications with respect to medical 

and /or military significance of the completed research including distinctive 
contributions, innovations, or changes in practice or behavior that has come about as 
a result of the project.  A brief description of future plans to accomplish the goals and 
objectives shall also be included.   
 
- The enrollment for this study has not yet begun.  Pittsburgh site plans to start training of the 

protocol and research procedures.  The remaining sites are in the early phase of submission 
to their IRB of record for this protocol. 

- Our plan is to have all sites approved by their IRB of records at the time of Department of 
Army final approval to start the enrollment for this study. 
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PROJECT SUMMARY/ABSTRACT 
Study of Tranexamic acid during Air Medical Prehospital transport (STAMP) trial 

PI – Jason L. Sperry MD, MPH, Co-PI- Frank X. Guyette MD, MS, MPH 
 
Background: Traumatic injured patients continue to be plagued with uncontrolled hemorrhage resulting in significant 
morbidity and early mortality. A primary driving force for this unbridled hemorrhage is known to be the early 
coagulopathy which complicates severe injury. Trauma induced coagulopathy has been postulated to be an equilibrium 
imbalance between pro and anticoagulant factors, platelets, endothelium and fibrinolysis soon after injury. Recent 
evidence demonstrates that the early use of the antifibrinolytic agent tranexamic acid after trauma center arrival results 
in improved survival in patients at risk for bleeding. Bringing this proven treatment to the prehospital arena and 
intervening earlier in those patients who would otherwise not be candidates for treatment has the real potential to 
further reduce or prevent the vicious hemorrhagic cascade, improve clinical outcomes and provide insight into the 
underlying mechanisms responsible for and which maximize its benefit. 
Objective/Hypothesis: The primary hypothesis will be that prehospital infusion of tranexamic acid in patients at risk for 
bleeding will reduce the incidence of hyperfibrinolysis and associated morbidity. The secondary hypotheses include that 
prehospital tranexamic acid will reduce the incidence of acute lung injury, multiple organ failure, nosocomial infection, 
mortality, early seizures, pulmonary embolism and early resuscitation needs, reduce or prevent the early coagulopathy 
as demonstrated by improving presenting INR and rapid thromboelastography parameters, reduce the early 
inflammatory response, plasmin levels, leukocyte, platelet and complement activation, and determine the optimal 
dosing of tranexamic acid post-injury. 
Specific Aims: 
Aim#1: Determine whether prehospital tranexamic acid as compared to placebo reduces hyperfibinolysis, lowers the 
incidence of acute traumatic coagulopathy and improves early markers of coagulopathy. 
Aim#2: Determine whether prehospital tranexamic acid as compared to placebo results in a lower incidence of 
mortality, acute lung injury, multiple organ failure, nosocomial infection and improved shock parameters and early 
resuscitation and transfusion requirements.  
Aim#3: To explore novel mechanisms by which prehospital tranexamic acid alters the inflammatory response 
independent of effects on hyperfibrinolysis including analysis of platelet and leukocyte activation, plasmin levels and 
plasmin mediated complement activation and the early cytokine response to trauma. 
Aim#4: Determine whether different dosing regimens of tranexamic acid upon arrival in the hospital are associated with 
improvements in hyperfibrinolysis, coagulopathy, clinical outcomes and the early inflammatory response. 
Study Design: Multi-center, prospective, randomized, blinded, controlled interventional trial over 3 years focusing on 
patients with concern for bleeding who are transported via air medical transport to definitive care. 
Population: Blunt or penetrating injured patients transported via air ambulance with concern for bleeding with 1.) a 
documented systolic blood pressure < 90 mmHg en route at outside/referral facility OR 2.) documented tachycardia (> 
110 bpm) en route or at outside/referral facility. Stage 1 Intervention: 1gm of tranexamic acid or placebo will be infused 
in a 100ml saline bag by air medical staff over 10 minutes once inclusion criteria are met. Prehospital providers and 
trauma center arrival staff will be blinded to the treatment given. Stage 2 Intervention: After arrival enrolled patients 
who received tranexamic acid will undergo a second randomization to one of three different arms: 1.) repeat tranexamic 
acid dosing, 2.) standard dosing or 3.) abbreviated dosing. Placebo infusion bags will be used for blinding in all arms. 
Patients and all treatment staff will be blinded to the intervention arm given for both stages. Randomization: 
Predetermined randomized allocation sequences using block sizes of 8 and 9 respectively for stage 1 and stage 2 
interventions will be utilized. 
Relevance: Few interventions exist alter the morbidity and mortality that inherently follows traumatic injury. By 
extrapolating the beneficial effects of tranexamic acid found in the hospital to the prehospital setting will allow 
intervention at an earlier point promoting a cascade of consequences with positive effects, in a cohort of patients who 
otherwise would not benefit due to the early administration requirement for tranexamic acid. The results provided by 
the successful completion of this proposal will have paramount implications for both civilian and military injured 
patients as control of coagulopathy and hemorrhage and delay to definitive care represent major impediments. The 
current proposal will add needed understanding and insight into improving outcomes when these impediments exist 
and will promote focus on the mechanisms responsible and the dosing requirements of tranexamic acid that maximize 
its benefit. 




