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R. Steven Tharratt, MD, MPVM



Director
PREPARED BY:
Nancy Steiner, Chief, EMS Personnel Division
SUBJECT:

Report on Trial Studies
Coastal Valleys EMS Agency

RECOMMENDED ACTION:

Approve an 18-month extension of Coastal Valleys EMS Agency’s Trial Study on the Administration of Fribrinolytic Therapy in the Rural 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 rial 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 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 have been enrolled in the study.  If the study is approved by the members of the Commission on EMS for another 18-months, the 36-month report will be due April 1, 2011.  
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