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SUBJECT:

Trial Studies
RECOMMENDED ACTION: 

Receive information regarding the status of current trial studies 

FISCAL IMPACT:

No fiscal impact.

DISCUSSION:

Coastal Valleys EMS Agency

On August 15, 2012, the EMS Authority received a trial study request from the Coastal Valleys EMS Agency to study the effectiveness of the Laryngeal Mask Airway Supreme for use by flight paramedics with REACH Air Medical Services (REACH).  This trial study will involve multiple local EMS agency jurisdictions in which REACH has operations.  The trial study request is under review by the EMS Authority and will be discussed at the September 18, 2012 Scope of Practice Committee meeting.  

Ventura County EMS Agency

Ventura County EMS Agency’s impedance threshold device (ITD) trial study will end September 1, 2012 after completing its thirty-six month trial study period.  Ventura County EMS Agency has indicated that they will submit a separate trial study request regarding the use of the ITD.   

This trial study initially proposed to compare cardiac arrest outcomes with an early advanced airway and ITD, using standard 2005 AHA CPR in the out-of-hospital setting.  The hypothesis of the study was that the combination of uninterrupted compression and early use of an ITD will increase survival to hospital discharge with a neurologically intact adult patient who had an out-of-hospital cardiac arrest.

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 a cerebral performance category scale of 1 or 2 with the use of the King Airway and the ITD.  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.  The King Airway remained in the paramedic scope of practice only if the paramedic is unable to ventilate and unable to insert an endotracheal tube.  

According to the authors, after the first 18-month trial study period, the study did not find a benefit from the use of the King Airway as a routine device and continued to use bag-valve-mask ventilation and endotracheal intubation as indicated. The study’s authors have also indicated that the potential benefit of the ITD is not yet known and recommend further evaluation.    

S-SV-EMS Agency
At the June 20, 2012 Commission on EMS meeting, the Commission recommended continuation of the S-SV EMS Agency’s carbon monoxide oximetry trial study until the revisions to the Paramedic Regulations become effective.  Point of service testing, which includes carbon monoxide oximetry, is proposed to be added to the paramedic basic scope of practice.   

The 18-month trial study report was submitted to the Commission on EMS at the March 21, 2012 Commission meeting.  After the presentation of the trial study the Commission recommended this trial study be extended for three months until the June 20, 2012 Commission meeting.  The Commission requested additional information from the Emergency Medical Services Medical Directors Association of California regarding the potential for false negative results from the CO oximeter device.  During the trial study period 26 patients were enrolled, three had emergency department diagnoses of carbon monoxide poisoning, one of which was transferred to a hyperbaric chamber.  
San Diego EMS Agency
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 start.  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.  This trial study was initiated on January 26, 2012 and the 18-month report is due to the EMS Authority on August 1, 2013.    
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