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The FDA has recently stated that more than one third of medical device incidents involve use error, and 866.580.PATH
more than half of device recalls for design problems involve the user interface. These statistics have
prompted the agency to strengthen its initiative requiring medical manufacturers to conduct appropriate

human factors studies, analyses, and tests.

In this complementary webinar, hear industry expert Pat Patterson discuss the analysis of use errors and

how they can be controlled throughout the product development process.

View the webinar here.

View the article here.

How to Prepare for an FDA Will the FDA's Risk Management
Investigation Model for Drugs Migrate to
Devices?

Audits by third parties don't have to be

stressful events. The level of preparation

within your organization can make a significant FDA's device center may be moving toward
difference in your level of success. In this imposing more risk management measures on
article, we offer some helpful hints and moderate-risk devices, on the model of recent
techniques that will enable your organization statutory risk management authorities for drugs,
to perform smoothly during an FDA industry lawyers observe.

inspection.

Read the full article here.
View the full article here.

Upcoming Training Events

Documenting and Conducting CAPA for the Life Science CAPA for the Life Science
Investigations Industry Industry

Online Webinar Costa Mesa, California Dublin, Ireland

November 18 - 10:00 am PDT December 8-9 May 18-19

Enroll online at www.PathWise.com or call 866.580.PATH for more information.
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