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Learning Objectives

1. Introduce the Division and Industry and Consumer 
Education- referred to as D-I-C-E

2. Describe resources to assist you to navigate the 
Medical Device regulatory process

3. Identify CDRH Databases

4. Describe how to obtain updates from CDRH  
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Who is DICE
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DICE Basics

1. Independent group in CDRH
– Congressional mandate to provide free information to medical device 

industry
– Not involved with developing policy or making regulatory decisions

2. Group of approximately 23 professionals
– Diverse backgrounds:  engineering, life science, clinical, legal
– Various experiences: FDA (regulatory); medical device industry; other 

government agencies; healthcare
– Experience in DICE:  from 1 –30+ years

6



DICE Vision

We ensure that stakeholders always have

✓ accurate

✓ timely

✓ targeted

✓ useful

educational information about medical devices and radiation-
emitting electronic products.
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What 
Resources Are 
Available?
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Resources

• Web based:

– Device Advice

– CDRH Learn

• Live Interactive Workshops:

– Industry Basics

– REdI

• Contact DICE for Device Regulatory Questions
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How to 
locate 
Device 
Advice-

Medial Device 
Home page

www.fda.gov/medical-
devices

http://www.fda.gov/medical-devices
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Device 
Advice

www.fda.gov/device
advice

http://www.fda.gov/deviceadvice
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CDRH Learn

• Most are less than 20 minutes

• Mobile-friendly

fda.yorkcast.com/webcast/Play/e0eec5f6ee3d4947a70fcedef32993f71d

13



8 Major 
Content 
Areas
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Content
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Getting Started: CDRH 
Learn Modules

• An Introduction to FDA’s Regulation to 
Medical Devices

• Product Determination

• Device Classification

• Foundation modules for premarket 
programs

– De Novo

– 510(k)

– PMA

– HDE

– IDE

• Overview of the Quality System
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DICE@fda.hhs.gov

Contact DICE for Device Questions

17

1-800-638-2041

mailto:DICE@fda.hhs.gov


What 
Additional  
Resources Are 
Available?
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Industry Basics

• Two topics

• Dual Platform

– Presentation

– Live moderated Q+A session

• Subject matter experts 19

*You can call or email your questions
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What 
Medical 
Devices 

Databases 
are 

Available?

20



Frequently Used Medical Device 
Databases
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Database Information

Product 
Classification

Medical device names and associated information, a three letter 
device product code and a Class 

Premarket 
Programs

Searchable for Premarket Notifications (510(k)s), Premarket 
Approvals (PMAs), De Novo, Humanitarian Device Exemption 
(HDE)

Establishment 
Registration & 
Listing

Medical device manufacturers registered and 
medical devices listed with FDA

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/PCDSimpleSearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/denovo.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfHDE/hde.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/registration.cfm


Additional Medical Device Databases

• Recognized Consensus Standards

• Code of Federal Regulations (CFR)

• Manufacturer and User Facility Device Experience 
(MAUDE)

• Medical Device Reporting (MDR)

• Post-Approval Studies (PAS)

www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-
device-databases 22

http://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases


How to Search 
FDA 
Databases?
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Search
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Search Results
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Product Information
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Quick Search

Tips for Searching:

• Conduct multiple 
searches using a 
variety of related 
terms

• Narrow search with 
multiple criteria

• Spelling and plural 
and singular matter
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Example
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Search Results

ODP 342

ODP, Cervical 147

ODP, Cervical, System 87

ODP, Cervical, Systems 0

ODP, Cervical System, FOIA 1



How To  Keep 
Track Of What 
Is Happening 
at CDRH
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Medical 
Device 

Subscriptions

https://updates.fda.go
v/subscriptionmanage
ment
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https://updates.fda.gov/subscriptionmanagement


Industry 
Education:

Three 
Resources 

for You

1. CDRH Learn:  Multi-Media Industry Education
▪ over 150 modules
▪ videos, audio recordings, power point presentations, 

software-based “how to” modules
▪ mobile-friendly:  access CDRH Learn on your portable 

devices
www.fda.gov/training-and-continuing-education/cdrh-

learn

2. Device Advice:  Text-Based Education
▪ over 300 pages
▪ comprehensive written regulatory information on 

premarket and postmarket topics
www.fda.gov/medical-devices/device-advice-

comprehensive-regulatory-assistance

3. Division of Industry and Consumer Education (DICE)
▪ Contact DICE if you have a question
▪ Email:  DICE@fda.hhs.gov
▪ Phone:  1(800) 638-2041 or (301) 796-7100 (Hours: 9 

am-12:30 pm; 1 pm-4:30pm EST)
▪ Web:  www.fda.gov/DICE
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http://www.fda.gov/training-and-continuing-education/cdrh-learn


Knowledge 
Check
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Knowledge Check

What CDRH resource contains over 300 pages of text 
based regulatory information to assist you?

1. Device Advice

2. CDRH Learn

3. Both
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Knowledge Check

What resource contains multimedia modules on 
regulatory topics? 

1. Device Advice

2. CDRH Learn

3. Movie Theater
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Knowledge Check

Who can you contact to get information on the  
regulatory process to market a medical device? 

1. Health and Human Services (HHS)

2. National Institutes of Health (NIH)

3. Division of Industry and Consumer Education (DICE)
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Summary

• CDRH educational resources
– Device Advice

– CDRH Learn

• Live Conferences

– Industry Basics

– REdI

• Medical Device Databases
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Summary

• “Be in the Know” 
– CDRH Subscriptions

• Contact DICE
Phone: 1-800-638-2041
Email: DICE@fda.hhs.gov
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mailto:DICE@fda.hhs.gov


Questions
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