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Announcer: SyberWorks podcast. Learn any time, any place.

Mary Kay Lofurno: welcome to the next edition of the SyberWorks LMS e-Learning Implementation Podcast

Series, where we take a look at actual learning management systems LMS implementations and e-Learning rollouts.

My name is Mary Kay Lofurno, and I’'m the Marketing Director here at SyberWorks and your host today. In this edition

we are talking with Ben Schmitz, Technical Trainer for St. Jude Medical about their use of the SyberWorks Web-Based

Learning Management System to provide training for employees in the highly regulated medical device manufacturing

industry.

[music]

Mary Kay: Good afternoon Ben. Thanks for coming to talk with us today.

Ben Schmitz Good afternoon, Mary Kay.

Mary Kay: Tell us about yourself and what you do for St. Jude Medical Incorporated.

Ben: oK. My name is Ben Schmitz. I'm a technical trainer for St. Jude Medical. | have been with St. Jude Medical for
over a year. And my job is mostly focusing on operations employees but also on other employees in the atrial

fibrillation division.

Mary Kay: OK, great. | understand that St. Jude Medical produces medical devices, but can you tell us a little bit
more about your company and the products they make?

Ben: Yes. Our company is one of the third largest medical device manufacturing companies.
Mary Kay: wow!

Ben: we make medical devices that go in the human body -- for our division specifically, for atrial fibrillation. These
medial devices diagnose and treat atrial fibrillation, and they're mostly catheters; ablation catheters and EP catheters.

Mary Kay: OK, well that sounds great. You know, | know that the medical device industry is highly regulated by the
Food and Drug Administration - the FDA. They can shut down a company in a New York minute if it's manufacturing

regulations and procedures don't follow requirements.

Can you explain what 21 CFR Part 11 compliance is, and why it's important to your training and tracking process?

Ben: oK. Well we're actually regulated by 21 CFR Part 820; that's quality system regulation. And in that, we - for
training purposes - have a subpart B, which is quality system requirements. In there is 21 CFR 820 Part 25-- personnel.

This really defines how we train our personnel.

With that, I'll just give you 820.25 Personnel is: Each manufacturer shall have sufficient personnel with the necessary
education, background, training and experience to ensure that all activities required by this part are correctly
performed. As specifically to training, each manufacturer shall establish procedures for identifying training needs, and

ensure that all personnel are trained to adequately perform the assigned responsibilities. Most of all, training shall be

documented.
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