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SUBJECT:

Trial Studies

Issue #1 – Santa Barbara & Ventura Counties EMS Agencies 

RECOMMENDED ACTION:

Receive the attached 18-month report regarding the early use of the King Airway and impedance threshold device by basic and advanced life support personnel in the treatment of adult patients with out-of-hospital cardiac arrest.  Make a recommendation to the EMS Authority to either continue the trial study for a maximum of 18 more months, or terminate the trial study, or add the ResQPod impedance threshold device to the EMT local optional scope of practice. 
FISCAL IMPACT:
No fiscal impact.

DISCUSSION:
The attached trial study report is being submitted to the Commission on EMS for your review and recommendation to the EMS Authority to continue the trial study for a maximum of 18 more months, terminate the trial study, or add the ResQPod to the local optional scope of practice for EMTs. 

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.  

According to the authors, 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 also 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 #2 – Los Angeles County EMS Agency

RECOMMENDED ACTION: 

Receive information regarding the removal of the National Institutes of Health Field Administration of Stroke Therapy – Magnesium (FAST-MAG) Phase 3 Clinical Trial from the list of active trial studies . 

FISCAL IMPACT:

No fiscal impact.

DISCUSSION:

The EMS Authority approved the “LAPSS Guided Paramedic Initiation of Neuroprotective (Magnesium) Therapy for Stroke in the Field:  An Open-Label Clinical Trial” on October 4, 2003.  Because this is a research study using a previously approved local optional scope of practice medication (magnesium sulfate), Dr. William Koenig, medical director for the Los Angeles County EMS Agency, agreed to remove this trial study from the list of active paramedic trial studies. The research trial study is continuing. 

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. 

Attachments:  Ventura County 18-MonthTrial Study Report 

Chart of current trial studies
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