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IOM Report

e The IOM report "To Err Is Human: Building a Safer Health
System" used extrapolations of a study of hospitals in Colorado
and Utah and another in New York.

e Adverse events --2.9% in Colorado and Utah
3.8% in New York

e Death -- 6.6% in Colorado and Utah hospitals
13.6% in New York hospitals

® Report concluded, "over half these adverse events resulted
from medical errors and could have been prevented."

IOM Report(cont.)

® Much of the attention has focused on medical equipment
failures.

e The IOM report cited a case involving infusion pumps that
in an operating room, resulting in
a free flow of excess medication that nearly resulted in a
patient's death.

« Experts who have studied the issues say that
communications and systems problems are more significant
than equipment failures.

FDA related Report
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e The [U.S.] Food and Drug Administration gets reports
of approximately 500 technology-related deaths a year.

* Medical devices as they relate to errors in medicine are
not a major component.

ECRI Evaluate Report

® 3% ~ 5% of medical errors in general are related to
technology in some fashion

e Deaths about 2,700 / year

e Maybe 70% of health care technology-related errors
are user errors




User & Device

¢ In many hospitals, there are numerous different brands
of devices (e.g., pump, monitor, ventilator)

e Knowing how to work one does not mean knowing how
to work others.

* You have to worry about float nurses, technicians --
these are all people who have to be cross-trained. It's
not easy.

Risk analysis of Use-related hazards

* Chemical hazards(e.g., toxic chemical)

* Mechanical hazards

» Thermal hazards(e.g., High, Cool)

* Electrical hazards(e.g., Shock, EMI)
 Radiation hazards

* Biological hazards(e.g., SARS, Infection)
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HFE VS Risk Management

X7 A(HFE-Human Factor Engineering)
Identify
Understand
Control
Prevent failure
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HF of Use Environment HF of User
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Human Factors FDA Report System

Human Factors-Related Standards under Development . . .
* MedWatch -- for reporting problems with medical

- ANSIAAMI HEXX: 2000 2CDV: Volume I, HF products, including devices.
Design Process and Volume 2, HF Design Principles and
Specifications » In 2000, five device-related issues were posted on the

MedWatch Web site.

IEC 60601 Safety Standard for Electrical Medical

Devices * The FDA also reviews all new products before they are

released to market.
* TEC 60601-1-6 Collateral Standard: Usability: analysis,

test, and validation of human factors compatibility

+ ISO 14791 Risk Management z




FDA Report System

» Each company has to show that their devices are
safe and effective.

* Authority to remove an unsafe product from the
market

* Inspect manufacturing firms on a regular basis,
and we have a problem-reporting system."
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* Europe— Vigilance System
+ USA-— Medical Device Reporting(MDR) system
¢ Canada— Mandatory Problem Reporting(MPR)

+ Australia— Incident Reporting & Investigation
Scheme(IRIS)

+ Japan— some guidelines
¢ Taiwan--
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Reference

FDA Medical Device Reporting data files
)

FDA Manufacture and User Facility Device Experience
Database( )
CDRH Safety Alerts, Public Health Advisories, and
Notices( )
FDA Enforcement Reports recalls and legal actions

)
ECRI Medical Device Safety Reports

)

The Institute of Safe Medical Practices(ISMP’s) Medication Safety
Alert( )
Joint Commission on Accreditation of Healthcare
Organizations(JCAHO) Sentinel Events
(http://www jcaho.org/sentinel/sentevnt_main.html)




