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NEWS RELEASE

FOR IMMEDIATE RELEASE                                         Sept. 15, 2006

ACCE HEALTHCARE TECHNOLOGY FOUNDATION CALLS

FOR IMPROVEMENT IN CLINICAL ALARM ACCURACY, HUMAN FACTORS

DESIGN, INTEGRATION, STANDARDIZATION AND CLINICIAN TRAINING


PLYMOUTH MEETING, Pa.  -- Clinical alarms that warn hospital personnel of patient problems aren’t as effective as they could be because of an unacceptable number of false and nuisance alarms, the complexity and number of alarms in the patient care environment, inadequate training of hospital staff and a lack of alarm system standardization.



These and other findings appear in the first educational white paper published by the ACCE Healthcare Technology Foundation, formed in 2002 by the American College of Clinical Engineering.


The paper, available on the foundation’s website after September 21, 2006 (www.acce-htf.org) was prepared by a task force headed by Tobey Clark, director of instrumentation and technical services at the University of Vermont, and Yadin David, director of biomedical engineering at Texas Children’s Hospital.  The efforts of the task force were also supported by experts from ECRI, who shared their experiences and contributed to the written document. 


“We think the effectiveness of clinical alarms could be improved if medical device manufacturers, clinical engineers, clinicians, risk managers and standards agencies worked together on alarm system design, better integration into the clinical environment, standardization and user training,” Clark said.


The white paper includes a review of clinical alarm-related literature, analysis of adverse event data, summaries of forums held at national meetings, and results of a wide reaching survey on the state of clinical alarms in healthcare.

Although improvements have been made in the design of alarm mechanisms, best practice guidelines and caregiver training, problems with clinical alarms have continued, the report says. The Food and Drug Administration (FDA) Manufacturer And User Device Experience (MAUDE) adverse event database has shown an increase in the number of death and serious injury reports with the term “alarm” in the problem description.  Further analysis of valid FDA MAUDE reports points to the need for operator education and training.



The task force acknowledged that alarms are addressed in a number of voluntary medical device standards, but that there is no global harmonization of alarm enunciation criteria based on priority or parameter.


“IEC/ISO* standards for alarm systems represent an improvement in design and should be considered for implementation in the U.S. ,” the paper noted. “ Standardization offers the opportunity to eliminate some elements of confusion over what different alarms mean, as well as how they are operated.” 


The ACCE Foundation completed a survey of clinical alarm use in January 2006 with 1,327 respondents, with more than half being registered nurses.  A large portion of the respondents identified false and nuisance alarms as a significant problem which occur frequently, disrupt patient care, reduce trust in alarms and cause caregivers to sometimes disregard them. 


“At a minimum, false alarms are distracting and can interfere with clinicians effectively performing other critical tasks.  They also contribute to nurse desensitization to alarms, such that alarms for ‘real ‘events are less likely to catch the attention of staff.  Some amount of false and nuisance alarming in inevitable,” the paper states.  “Mitigating the problem posed by them lies in the hands of both device manufacturers and clinicians.” 
Furthermore, healthcare organizations and clinicians should recognize the limitations of alarm systems and utilize them only as a tool in the overall assessment of patient condition, the task force said.  Hospitals must recognize the complexities of clinical alarm management and devote the necessary resources to develop effective management schemes. Clinicians should also take an active role in learning how to use equipment safely over its full range of capabilities. “Effective education and training must take place to better understand proper operation, the implications of mis-configuration or defeating alarms, and the limitations of current alarm systems,” the task force said.
The task force’s future actions will be to distribute the white paper via print and website publications, authoring related articles in nursing and clinical engineering journals.  It will also call for a forum of all constituents involved in clinical alarms..,..


The ACCE Healthcare Technology Foundation is a non-profit IRS 501 (c)(3) charitable organization that promotes the development and application of safe and effective medical technologies, greater outreach to patients dependent on medical technology, excellence in clinical engineering leadership and improved professional development of clinical engineers.  
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*IEC – International Electrotechnical Commission

ISO – International Organization for Standardization
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