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An hour or two later ….

Common concerns we hear …

• “Website is overwhelming”

• “I didn’t know where to start”

• “I got lost”
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• “Hits” to webpages this year …

› 8 million – Medical Devices main webpage

› 3 million – Device Advice main webpage

› 84 thousand – CDRH Learn webpage

www.fda.gov

CDRH 
Resources

http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/Training/CDRHLearn/default.htm
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DICE

• Division of Industry & Consumer Education

• Founded in 1976, Medical Device Amendments 
(formerly “DSMA” and “DSMICA”) as …

"an identifiable office to provide technical and other 
nonfinancial assistance to small manufacturers of medical 
devices”

• ~ 20 professionals
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DICE Mission

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

• To achieve our mission, we stay current on regulatory issues 
and new scientific advances, anticipate our stakeholder 
needs and ensure that the information we disseminate is 
accurate, timely, and appropriately targeted for each 
audience.
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DICE: What We Do

• ~ 2,000 calls/mo    (800) 638-2041 or (301) 796-7100

• ~ 1,000 emails/mo*  (DICE@fda.hhs.gov) 

• Deliver presentations - such as REdI!

• Develop web-based educational resources

 CDRH Learn, Device Advice

* Generally respond within 2 business days

mailto:DICE@fda.hhs.gov
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• Video-based presentations & slides

• > 100 training modules

• Topics …

2

www.fda.gov

CDRH Learn
1

http://www.fda.gov/Training/CDRHLearn/
http://www.fda.gov/MedicalDevices/default.htm
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• Text-based information (webpages)

• ~ 280 webpages

• Covers:

– Medical devices

– Radiation-emitting electronic products

• Links to:

– General information

– Guidances and standards

– Databases

3

www.fda.gov

Device Advice

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
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10

www.fda.gov

Available Databases

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
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• Product Classification

• Cleared/approved devices (510(k), PMA, HDE, etc.)

• MAUDE (Manufacturer & User Facility Device 
Experience; adverse event reports)

• Recalls

• Registration & Listing

• Guidances, standards, more ….

10

www.fda.gov

Available Databases

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
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How to Navigate Website

Carousel 
of 

featured 
topics

Search 
window

Various 
boxes of 

information

(top portion of webpage)
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Live Online Demo

www.fda.gov

How to Navigate Website
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What question do you want answered?

www.fda.gov
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• Review “medical device” definition

• View “How to Study and Market Your Device” 
webpage  Step One: Classify Your Device

– Product Classification Database

How do I classify my device?

4

5

www.fda.gov

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/default.htm
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How do I classify my device?

www.fda.gov
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This information is 
very important!
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• Review “medical device” definition

• View “How to Study and Market Your Device” 
webpage  Step One: Classify Your Device

– Product Classification Database

– Panel  view listing of devices in CFR

How do I classify my device?

4

5

6

www.fda.gov

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/default.htm
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm407292.pdf
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6

http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm407292.pdf
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How do I classify my device?

www.fda.gov
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• Request formal determination, including 
classification and requirements via 513(g) request 

– 2017 Fiscal Year Standard Fee:  $3166

– 2017 Fiscal Year Small Business Fee:  $1583

• De Novo (no fee)

7

www.fda.gov

How do I classify my device?

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM209851.pdf
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How can I get my device “approved”?

• “Approved” - PMA, HDE

• “Cleared” - 510(k) Premarket Notification 

• “Granted” - De Novo

• Many class I devices are Exempt from premarket 
submission

– subject to limitations in 21 CFR XXX.9 
regulation

www.fda.gov
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How can I get my device “approved”?

1. Review the “How to Study and Market Your 
Device” webpage

2. After you determine the proper classification, 
submit the appropriate pre-market application, if 
needed

3. Review the tabs and resources on each pre-market 
application webpage carefully

4. Register and List annually

www.fda.gov
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Where can I find information about 
a device type and related standards 

and guidance documents?

• Product Classification Database

• Code of Federal Regulations, Title 21

• Recognized Consensus Standards

• Guidance Documents Database9

8

www.fda.gov

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfmhttp:/www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm


53

Where can I find information 
about a marketed device?

• Databases:

– PMA, 510(k), De Novo, etc.

– Registration & Listing

– MAUDE (adverse events)

– Recalls

• AccessGUDID

• FOIA

10

www.fda.gov

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases


54

What are the requirements for 
medical devices?

• Device Advice  Overview of Device Regulation11

www.fda.gov

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/default.htm
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Do I have to pay a fee? Is there a 
discount for small businesses?

• “User Fees” webpage lists required fees, including:

– R&L

– Premarket submissions (some, not all)

• Small Business?  Reduced user fee, if qualify

– To qualify, get SBD determination by FDA

– SBD application is reviewed within 60 days

• “Small business” = gross receipts or sales ≤ $100 
million

13

14

http://www.fda.gov/forindustry/userfees/medicaldeviceuserfee/ucm452519.htm
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm456779.pdf
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Summary of Resources

1. CDRH Learn – Multi-Media Industry Education
 over 110 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/CDRHLearn

2. Device Advice – Text-Based Education
 over 250 web pages
 comprehensive regulatory information on premarket and postmarket topics
www.fda.gov/DeviceAdvice

3. Division of Industry and Consumer Education (DICE)
 Contact DICE if you have a question about medical devices and rad health products
 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)
www.fda.gov/DICE

www.fda.gov

mailto:DICE@fda.hhs.gov
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Hyperlinks
1. Medical Device Homepage http://www.fda.gov/MedicalDevices/default.htm

2. CDRH Learn www.fda.gov/Training/CDRHLearn

3. Device Advice http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm

4. Medical Device Definition 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm05
1512.htm

5. How to Study and Market Your Device 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/default.ht
m

6. Device Classification Panels 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm05
1530.htm

7. Formal Device Determination (513(g) Request) 
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UC
M209851.pdf

8. Recognized Consensus Standards 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm

9. Guidance Document Webpage 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm

www.fda.gov

http://www.fda.gov/MedicalDevices/default.htm
http://www.fda.gov/Training/CDRHLearn
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051530.htm
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM209851.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/default.htm
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Hyperlinks
10. Medical Device Databases www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases

11. Device Advice: Overview of Device Regulation 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/default.htm

12. How to Get Records from CDRH

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHFOIAEle
ctronicReadingRoom/default.htm

13. 2017 User Fees http://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm514071.htm

14. “FY 2017 Medical Device User Fee Small Business Qualification and Certification” Guidance Document

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UC
M514085.pdf

15. FDA Forms http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm

16. CDRH Management Directory 
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHOffices/u
cm127854.htm

17. Pre-Submission Program 
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm3
11176.pdf

18. Subscribe to CDRH Mailing Lists 
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/ucm135906.ht
m

www.fda.gov

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHFOIAElectronicReadingRoom/default.htm
http://www.fda.gov/ForIndustry/UserFees/MedicalDeviceUserFee/ucm514071.htm
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM514085.pdf
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHOffices/ucm127854.htm
http://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm311176.pdf
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/ucm135906.htm
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Summary of Resources

www.fda.gov

 CDRH Learn

Device Advice

DICE
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Call to Action

www.fda.gov

 CDRH Learn

Device Advice

DICE

Slides

Recorded Webinar

Video Presentation
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Call to Action

www.fda.gov

 CDRH Learn

Device Advice

DICE

View …

• Overview

• 510(k)

• R&L

• Quality System

• UDI

• Other specialty topics



62

Call to Action

 CDRH Learn

Device Advice

DICE

www.fda.gov

• Browse webpages

• Bookmark key pages
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Call to Action

 CDRH Learn

Device Advice

DICE

www.fda.gov

Browse & bookmark …

• CDRH Learn

• Product Classification DB

• Databases (access to 
510(k), MAUDE, Recalls …)

• Guidances

• Forms

• R&L

• Import / Export
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Call to Action

www.fda.gov

Give us a call
Both

 CDRH Learn

Device Advice

DICE Send us an email
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Please complete the session survey:

surveymonkey.com/r/DEV-D1S2

https://www.surveymonkey.com/r/DEV-D1S2



