
Division of Industry and
Consumer Education (DICE)

2022 OIR Submissions Workshop

April 26, 2022

Ruth Bediakoh
Acting, Senior Consumer Safety Officer

Division of Industry and Consumer Education

Office of Communication and Education

Center for Devices and Radiological Health (CDRH) 



2

Learning Objectives

• Review background information about DICE

• Discuss available educational resources and how to 
access them

• Indicate contact information for device regulatory 
education and assistance 

www.fda.gov
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Background Information on DICE

DICE Mission Statement

To educate our stakeholders with understandable and 
accessible science-based regulatory information about 
medical devices and radiation-emitting electronic 
products.

www.fda.gov



4

• Division of Industry and Consumer Education (DICE) 
established to implement the mandate of the 1976 
Medical Device Amendments
– Provide technical and regulatory assistance to small 

manufacturers of medical devices

• Respond to industry and consumer inquiries
– Over 15,000 phone calls in FY2021 
– Over 13,000 emails in FY2021

DICE promotional video

www.fda.gov

Background Information on DICE

https://www.youtube.com/watch?v=yWYlO_4D4h4&t=2s
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DICE Educational Resources

www.fda.gov
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DICE Educational Resources

• Device Advice  
―Text-Based Educational information
―Over 300 pages of premarket/postmarket regulatory 

information

➢www.fda.gov/DeviceAdvice

www.fda.gov

http://www.fda.gov/DeviceAdvice
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DICE Device Advice Educational Topics

Premarket

• How do I market a 
device?

• Device classification

• Premarket applications

• FDA laws, regulations, 
guidance, and policies

Postmarket

• Quality System 

• Medical device 
reporting

• Recalls and corrections

• Imports/Exports

• Registration and listing

www.fda.gov
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Device Advice – www.fda.gov/DeviceAdvice

www.fda.gov

http://www.fda.gov/DeviceAdvice
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DICE Educational Resources

• CDRH Learn
―Consists of multi-media industry educational 

information
―Contains 260 modules
― Includes videos, audio recordings, power point 

presentations, software-based “how to” modules
―Modules are mobile-friendly

➢ www.fda.gov/CDRHLearn

www.fda.gov

http://www.fda.gov/CDRHLearn
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CDRH Learn - www.fda.gov/CDRHLearn

www.fda.gov

http://www.fda.gov/CDRHLearn
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DICE Educational Resources

• Regulatory Education for Industry (REdI)
– Free annual conference
– Collaboration with the Center for Drug Evaluation 

and Research (CDER), Center for Devices and 
Radiological Health (CDRH), and Center for 
Biologics Evaluation and Research (CBER)

• Industry Basics
– Consists of a webinar

➢ (virtual presentation)

– Includes live question and 
answer session

www.fda.gov
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REdI Workshop – Link

www.fda.gov

https://www.fda.gov/medical-devices/contact-us-division-industry-and-consumer-education-dice/redi-workshop
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Industry Basics - www.fda.gov/CDRHLearn

www.fda.gov

http://www.fda.gov/CDRHLearn
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DICE Educational Resources

• Medical Device Webinars and Stakeholder Calls

– Webinar with live question and answer session 

➢For example:
o Draft guidance: Transition Plan for Medical Devices Issued 

EUAs

o Draft guidance: Content of Premarket Submissions for Device 
Software Functions

– Stakeholder calls (Virtual town hall) series 

➢IVD’s for COVID-19

www.fda.gov

https://www.fda.gov/medical-devices/workshops-conferences-medical-devices/virtual-town-hall-series-coronavirus-covid-19-test-development-and-validation-04202022
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Medical Device Webinars and Stakeholder 
Calls – Link

www.fda.gov

https://www.fda.gov/medical-devices/workshops-conferences-medical-devices/medical-device-webinars-and-stakeholder-calls
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Contact Information

www.fda.gov
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Contact DICE

• Phone: (301) 796-7100 Eastern Time

We are available: M-F

9:00 AM - 12:30 PM

1:00 PM - 4:30 PM

• Email:  DICE@fda.hhs.gov

Typically Respond within 2 business days

We are here to help YOU!

www.fda.gov

mailto:DICE@fda.hhs.gov
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Call to Action

• Use DICE’s educational resources 

― Attend REdI and Industry Basics

― Register for 2022 REdI Conference

• Contact DICE with general device regulatory 
questions

• Subscribe to CDRH Email Lists

– CDRH Industry and CDRH New

www.fda.gov

https://sbiaevents.com/redi2022/
https://www.fda.gov/about-fda/center-devices-and-radiological-health/subscribe-cdrh-email-lists



