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Exponent ExpertiseExponent Expertise

•• Failure analysis of medical products Failure analysis of medical products 
•• Development, maintenance, and use of Development, maintenance, and use of 

large, electronic, populationlarge, electronic, population--based based 
databases for risk analysesdatabases for risk analyses

•• Risk identification and risk analysis Risk identification and risk analysis 
methodologiesmethodologies

•• Risk communicationRisk communication



Sentinel NetworkSentinel Network

SurveillanceSurveillance

AssessmentAssessment

CommunicationCommunication



GAPS: GAPS: 
•• Consistency in data collection and coding for Consistency in data collection and coding for 

harmonization (ISO 14971)harmonization (ISO 14971)
•• Information on successful products, Information on successful products, 

unreturned products, and total exposureunreturned products, and total exposure
•• Incentive and feedback for voluntary reporting Incentive and feedback for voluntary reporting 

CONSIDERATIONSCONSIDERATIONS::
•• Adaptive, automated, advanced control Adaptive, automated, advanced control 

systems to handle csystems to handle complex health care omplex health care 
delivery and reporting processesdelivery and reporting processes

•• Usability evaluation of data collection Usability evaluation of data collection 
systems for compliance at point of caresystems for compliance at point of care

SurveillanceSurveillance
Questions 5, 6



GAPS: GAPS: 
•• Automatic linking of common reportsAutomatic linking of common reports
•• Inability to compare across devicesInability to compare across devices
•• Effects of confounding variablesEffects of confounding variables
•• FrequentistFrequentist statistical methods may be illstatistical methods may be ill--suited for suited for 

recurring analyses or complex modelingrecurring analyses or complex modeling
•• Definition of Definition of ““reasonable riskreasonable risk””

CONSIDERATIONS:CONSIDERATIONS:
•• Propensity scores for risk adjustmentPropensity scores for risk adjustment
•• Bayesian inference and decision analysisBayesian inference and decision analysis
•• Dynamic statistical models (e.g., neural networks)Dynamic statistical models (e.g., neural networks)
•• Interaction of industry, FDA, and independent Interaction of industry, FDA, and independent 

panels of expertspanels of experts

AssessmentAssessment
Questions 6, 7



GAPS: GAPS: 
•• When to notify of adverse event(s)?When to notify of adverse event(s)?
•• What to communicate to which constituents?What to communicate to which constituents?
•• Impact on patients and providers?Impact on patients and providers?
•• What is the best format?What is the best format?

CONSIDERATIONSCONSIDERATIONS::
•• Completeness of informationCompleteness of information
•• Data limitationsData limitations
•• Putting risk into perspectivePutting risk into perspective
•• Health care surveillance loopsHealth care surveillance loops
•• Interaction of industry, FDA, and independent Interaction of industry, FDA, and independent 

panels of expertspanels of experts

CommunicationCommunication
Questions 6, 7
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