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Objective

This poster discusses the Center-wide initiative to enhance the existing taxonomy and classification of Event Problem Codes. These codes characterize device and patient problems associated with reported medical device adverse events to the Food and Drug Administration.  
Background

The array of medical devices and associated potential device failures/malfunctions and other adverse event issues creates a challenge for public health device surveillance programs.  Coding reported device events by type of device problem provides one method for identifying a potential signal of a larger device issue. 
The original FDA CDRH Event Problem Codes that were used to code reported adverse events were not created, maintained or updated in a consistent, controlled manner.  The code-set included ambiguous concepts added on an ad-hoc basis, with no controlled vocabulary.  Recognizing the limitation of its coding system the FDA updated the system not only to improve its usefulness within FDA, but also with the intent for it to be used as the basis of an international standard to capture important patient and device outcomes throughout the medical community.  

Methods

In 2004, FDA and the National Cancer Institute (NCI) signed a Memorandum of Understanding (MOU) whereby NCI agreed to provide terminology development and maintenance services to all FDA Centers.  The NCI Enterprise Vocabulary Service (EVS) is recognized for its vocabulary expertise and has a specialized staff of physicians and terminology specialists who create controlled terminologies that are incorporated into the publicly available NCI Thesaurus.  Under this MOU, CDRH’s Office of Surveillance and Biometrics (OSB) convened a cross-Center workgroup and collaborated with staff at NCI EVS to streamline the Patient and Device Problem Codes for integration into the NCI Thesaurus and Meta-Thesaurus.  
This initiative included many enhancements to the Event Problem Codes aimed at improving code selection as well as improving adverse event report analysis.  The pool of codes to choose from has been reduced through assignment of preferred terms and elimination of ambiguous terms.  The codes that remain have been defined and are organized in a hierarchical structure, similar to existing medical terminologies.   Additionally, reporters can now select both a device problem code and a component Code to describe an adverse event reported on the MedWatch 3500A Form.  This provides the reporter with more flexibility in the combination of device problems and components that can be accurately reported and gives better detail for analysis of the event.  In order to have more control over code maintenance and to retain code quality FDA has initiated formal procedures to request new codes and alert users of code updates The CDRH-Event Problem Code Change Control Board (CCB) will review codes submitted by any stakeholder and will use identified evaluation criteria to determine if the code should, or should not be added to the terminology. 

Results
This initiative will provide a tool to allow reported medical device and patient-related problems to be translated into a common set of controlled terms that can be compared to other adverse event reports and analyzed as part of a larger data set.  The updated codes were designed to improve review, signal detection and evaluation of reported medical device-related adverse events.  Event Problem Code implementation began July 1, 2009.  Formal results are forthcoming.
Conclusions

The ability to accurately collect, categorize and compare information across reporting and data collection systems is crucial for superior trending and analysis.   Better classification of information associated with adverse events requires clear understanding and agreement on key terms and concepts that can yield information about the epidemiology of adverse events (Report of the WHO World Alliance for Patient Safety Drafting Group 2006).  Data generated from superior taxonomy systems “draws attention to trends and patterns in the incidence rates, type, severity, causes and consequences” (Sherman & Loeb 2005).  Likewise, adverse events associated with medical device use can be better understood when they are reported using a consistent and well-defined classification system. When trends are clearly identified, FDA will be in a better position to create strategies to prevent or mitigate effects of adverse events associated with medical device use 
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