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SUBJECT:

Trial Studies

Issue #1 – San Diego County EMS Agency

RECOMMENDED ACTION: 

Receive information on the approval of a trial study for point of service testing of lactate by paramedic personnel.    
FISCAL IMPACT:

No fiscal impact.

DISCUSSION:

On June 22, 2011, the EMS Authority approved a trial study for point of service testing of lactate for use by paramedics in San Diego County.  This prehospital trial study is part of the Resuscitation Outcomes Consortium study of prehospital lactate for the identification of shock in trauma patients that are routinely transported to two participating hospitals: UC San Diego Medical Center and Scripps Mercy Hospital.  The first part of the trial study will be for paramedics transporting a major trauma patient to do a point of care test with blood obtained from the stylet of the IV star.  The second part of the trial study is that the receiving hospital will do a second point of care blood test.   Inclusion criteria includes patients meeting trauma triage criteria, systolic blood pressure ≤ 100, placement of an IV, transported to a Level I or II Trauma Center or died in the field or en route (with systolic blood pressure ≤ 100 and after placement of an IV). 
The purpose of this trial study is to determine if the addition of point-of-care lactate testing predicts the need for resuscitative care or death.  

Issue #2 – Los Angeles County EMS Agency

RECOMMENDED ACTION: 

Receive information on the interim report on the National Institutes of Health Field Administration of Stroke Therapy – Magnesium (FAST-MAG) Phase 3 Clinical Trial. 

FISCAL IMPACT:

No fiscal impact.

DISCUSSION:

 “LAPSS Guided Paramedic Initiation of Neuroprotective (Magnesium) Therapy for Stroke in the Field:  An Open-Label Clinical Trial.”  The initial phase of the study concluded that paramedic initiation of IV magnesium sulfate in the field in focal stroke patients was feasible and safe and does not delay paramedic delivery of patients to receiving hospitals.  It also concluded that prehospital trial conduct substantially reduces on scene to needle time and permits hyperacute delivery of neuroprotective therapy.

The trial is achieving its goal of demonstrating that prehospital initiation of study agent permits drug start within the first 1-2 hours after onset, a time frame never before accomplished in a stroke trial, when salvageable brain tissue is maximal in volume.  Enrollment of additional patients will permit definitive evaluation of magnesium sulfate as a potential neuroprotective therapy for acute stroke. 

Issue #3 – Santa Barbara & Ventura Counties EMS Agencies 

RECOMMENDED ACTION:

Receive information on the continuation of the Trial Study for the use of the King Airway and ResQPOD impedance threshold device by basic life support and advanced life support prehospital personnel.

FISCAL IMPACT:
No fiscal impact.

DISCUSSION:
On August 29, 2008, the EMS Authority received a request from Dr. Angelo Salvucci, EMS Medical Director for both Santa Barbara and Ventura Counties EMS Agencies, for approval of a trial study on the use of the King Airway and ResQPOD impedance threshold device by basic life support and advanced life support prehospital personnel.

The study proposes to compare cardiac arrest outcomes with early advanced airway and impedance threshold device to standard 2005 AHA CPR in the out-of-hospital setting.  The hypothesis of the study is that the combination of uninterrupted compression and early use of an impedance threshold device will increase survival to hospital discharge neurologically intact in the adult out-of-hospital cardiac arrest patient.

On May 19, 2011, the EMS Authority received the 18-month trial study report.  

During the first 9-months, 247 patients were enrolled in the study and 240 patients were enrolled in the second 9-months. In the first 9-month period there was no improvement in the overall survival or proportion of patients with CPC 1 or 2 with the use of the King Airway and the impedance threshold device.  After the first 9-month period, the King Airway was removed from the basic life support protocol and replaced with a 2-hand mask grip for the bag-valve-mask ventilations with an impedance threshold device.  Paramedic could use the King Airway only if unable to ventilate and unable to insert an endotracheal tube.  

To date the study did not find a benefit from the use of the King Airway as a routine device and will continue to use bag-valve-mask ventilation and endotracheal intubation as indicated. The study’s authors have indicated that the potential benefit of the impedance threshold device is not yet known and recommend further evaluation.  The Ventura County EMS Agency requests that this trial study be continued for an additional 18-months.   

Issue #4 – Sierra-Sacramento Valley EMS Agency 

RECOMMENDED ACTION:

Receive information on the continuation of a Trial Study for the non-invasive use of a carbon monoxide oximeter device by paramedic personnel.  

FISCAL IMPACT:
No fiscal impact.

DISCUSSION:
On December 16, 2009, the EMS Authority received a request from Dr. Troy Falck, EMS Medical Director for the Sierra-Sacramento Valley EMS Agency for approval of an addition to the local optional scope of practice for the use of carbon monoxide (CO) oximeter device by paramedic personnel.  This request was reviewed by the EMS Authority in consultation with members of the Scope of Practice Committee of the Emergency Medical Directors Association of California on June 7, 2010.  There was considerable discussion at this meeting as to whether this request should be a local optional scope of practice request or a trial study request.  On June 16, 2010 the EMS Authority informed SSV-EMS that the decision was made not to approve the local optional scope of practice request, but instead approved the trial study which began on June 1, 2010.  

The study proposes to assist paramedics in determining if a patient is exposed to CO and if the CO oximeter device is an effective tool to determine the severity of CO exposure.   

Attachment:  Chart of current trial studies
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