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PREPARED BY:
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EMS Personnel Division
SUBJECT:

Trial Studies

Issue #1 – 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:

On October 4, 2003, the EMS Authority approved for Los Angeles County’s paramedic local optional scope of practice the use of magnesium sulfate for use in a trial study entitled, “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.

Based on the results of the initial phase, UCLA, USC, LA County EMS, and LA City EMS and collaborators received a $13.1 million cooperative award from the National Institutes of Health to expand the study to pivotal trial phase.  The purpose of the expanded study was to demonstrate that paramedic initiation of IV magnesium sulfate within 2 hours of symptom onset improves the long-term functional outcome of hyperacute stroke patients.  This study has demonstrated that prehospital initiation of study agent yields treatment start times sooner after onset than ever previously achieved in an acute stroke trial, in the time frame when salvageable brain is maximal in volume.

It was the intent of the investigators, for the second 18 months of the study, to bring the total number of active ambulances to 225-300, the total number of active hospitals to 40-50, and enrollment of 560-750 patients. 

According to the 36-month report, as of June 30, 2008, 228 ambulances are carrying the study drug and actively enrolling patients being transported to 43 active study hospitals, and 582 patients have been enrolled.  All patients enrolled in the study to date have been enrolled via explicit informed consent (self consent or proxy consent by a legally authorized representative).  Over 2,200 paramedics have been trained in the study procedures.  At receiving hospitals, official study investigators include over 386 Emergency Physicians, 101 Neurologists and Neurosurgeons, and 10 Internal Medicine Hospitalists. 

As of May 13, 2011 1,271 patients of the planned 1,700 patients have been enrolled. In Los Angeles County 228 ambulances are carrying the study drug and actively enrolling patients being transported to 50 active study hospitals.  Over 2,200 paramedics in Los Angeles County have been trained in the study procedures.  All 31 EMS provider agencies are participating in the study.  

The trial study has been expanded in Orange County and training was performed for 552 of the 788 paramedics.  Seven of the 13 EMS providers in Orange County are participating in the study. 

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 #2 - Coastal Valleys EMS Agency

RECOMMENDED ACTION:

Receive an update on the discontinued Coastal Valleys EMS Agency’s Trial Study on the Administration of Fibrinolytic Therapy in the Rural Prehospital Setting.
FISCAL IMPACT:
No fiscal impact.
DISCUSSION:

On January 9, 2008, the EMS Authority approved the initiation of Coastal Valleys EMS Agency’s Trial Study on the Administration of Fibrinolytic Therapy in the Rural Prehospital Setting, and on June 28, 2006, the Commission on EMS was notified of the approval of the Trial Study.  The study was originally written as intending to compare outcomes between a group of patients treated with fibrinolytics in the field, to a historical group treated per standard Coastal Valleys’ protocol.  The Commission noted that the patient numbers would likely be small, and the study appeared to be more of a safety/efficacy trial.  The Commission suggested expanding the proposed trial population.  The investigators agreed, and the objective was rewritten and reviewed by the Commission members at their September 27, 2006 meeting.

Following a review of the revised objectives, the members of the Commission expressed continuing concerns with the study.  Consequently, in a letter dated October 17, 2006 

Dr. Teufel, then EMS Medical Director for Coastal Valleys EMS Agency, was asked to delay implementation of the study until these concerns could be addressed.  Dr. Teufel and then EMSA Director Dr. Aristieguieta worked with the members of the Scope of Practice Committee of the Emergency Medical Directors’ Association of California (EMDAC)  to address the concerns.

On May 1, 2007, Dr. Teufel submitted additional information on the study that included the following:

· The patient consent form was revised to include a signature line for the patient or patient representative, a signature line for the attending paramedic, and a signature line for a witness.

· Information that the Coastal Valleys’ Medical Director would oversee the project, and every case would be reported to Coastal Valleys’ Medical Director.

· The trial study chest pain protocol has been revised to specify that if medical direction is unavailable, or unable to transmit ECG, revert to standard Coastal Valleys’ ACS protocol.

In addition to these changes, then Director Aristeiguieta requested that the consent be revised to reflect the seriousness of the myocardial infarction, the dangers of receiving the drug, and the alternative treatments with risks and complications.  It was also requested that the protocol and consent needed to include the questionnaire that is used to determine if the patient is eligible for the treatment.  The protocol also needed to indicate that reperfusion arrhythmias are not treated unless life threatening (ventricular tachycardia, ventricular fibrillation, or unstable). 

On January 9, 2008, Dr. Mark Luoto, who replaced Dr. Teufel as the Medical Director for Coastal Valleys EMS Agency, provided documentation addressing the changes requested by then Director Aristeiguieta, and initiation of the study was approved.  As of October 1, 2009, the due date of the 18-month report on the study, no patients had been enrolled in the study and the study was approved by the members of the Commission on EMS for another 18-months, the 36-month report was due April 1, 2011.  

On March 22, 2011, Dr. Mark Luoto informed the EMS Authority and the EMDAC Scope of Practice Committee that as of this date, there were no patients enrolled in this trial study and that this trial study was being discontinued.    

Issue #3 – Santa Barbara & Ventura Counties EMS Agencies 

RECOMMENDED ACTION:

Receive information on the 18-month report on 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.

It is estimated that 424 subjects per arm of the study will be required in order to achieve a significance level of 0.05.  Waiver of consent is required.

The study request was reviewed by the EMS Authority in consultation with the members of the Scope of Practice Committee of the Emergency Medical Directors Association of California on September 23, 2008.  It was the recommendation of the Committee members that the study be approved.  On October 20, 2008, EMSA Director, Dr. Steven Tharratt, approved the study.  The initiation date for the trial study has not yet been established.

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 approval 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.   

Attached are the following documents for your review:

1. The chart of current trial studies.

2. Interim report for the Los Angeles County Fast Mag Project.

3. Ventura County EMS Agency’s 18-Month report on the use of the King Airway and the impedance threshold device.  

4. SSV-EMS Agency’s CO-Oximeter trial study request. 
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