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DATE:

September 23, 2009
TO:


Commission on EMS

FROM:

R. Steven Tharratt, MD, MPVM



Director

PREPARED BY:  
Nancy Steiner, Chief 



EMS Personnel Division
SUBJECT:

Report on Trial Studies 

Santa Barbara County, Coastal Valleys, Inland Counties, El Dorado County EMS Agencies 

RECOMMENDED ACTION:

Receive the final report on the Trial Study, “An Evaluation of Ondansetron for Undifferentiated Nausea and Vomiting in the Prehospital and Interfacility Transfer Setting.” Approve the addition of the administration of ondansetron initially for the paramedic local optional scope of practice until such time that it can be included in the paramedic basic scope of practice.  
FISCAL IMPACT:
No fiscal impact.

DISCUSSION:
On October 20, 2008, the EMS Authority approved a trial study request from Dr. Angelo Salvucci, Medical Director for the Santa Barbara County EMS Agency, on the use of ondansetron hydrochloride by paramedics for patients with severe nausea and vomiting during prehospital and interfacility transfer. Three other local EMS agencies, Inland Counties, Coastal Valleys and El Dorado County, joined in the study. 

The primary objective of the study was to evaluate the safety and efficacy of ondansetron in the out-of-hospital treatment of undifferentiated nausea or vomiting.  The secondary objective was to explore the utility of an online database in the coordination of a multi-site study group. 

EMS patients in eight California counties with severe nausea or intractable vomiting were

treated with intravenous, intramuscular, or oral ondansetron, without online medical control. Data were collected prospectively for a 6-month period using an online database. Outcome measures were:  1) efficacy as measured by a verbal quantitative nausea scale and 2) incidence of adverse effects.  There were no control or placebo groups.

Ondansetron was administered to 2,071 patients (~3.1% of all patients transported during the

study period). Overall the mean decrease in nausea score was 3.99 on a 10 point scale. After

medication administration, four patients had mild hypotension, one had hypertension, two had itching or rash, and one had a brief episode of supraventricular tachycardia that resolved spontaneously. The online database system was effective in allowing for universal accessibility, ease of data entry, and availability for monitoring and analysis, and enabled a uniform and consistent quality improvement process.

Based on the findings of the study, ondansetron was found to be safe and effective in the out-of-hospital treatment of nausea and vomiting. Given the prevalence and degree of discomfort of this condition, it is recommended that ondansetron be added to the statewide paramedic scope of practice and its use widely encouraged. The online database method of data collection and analysis was highly effective and its expanded use should be facilitated by the EMS Authority to support other statewide EMS CQI projects, studies, and data collection.
Enclosures:  
1.  Santa Barbara Ondansetron Trial Study Final Report
2.  Chart of Current Trial Studies, Dated 9/23/09
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