
 

 

 

 

BASIC FDA CDRH MEDICAL DEVICE RESOURCES 

 Introduction/Purpose 

 

 

 

 

https://ventures.jhu.edu/programs-services/jhtv-digital-library/


 

 

 

 Useful Links for Getting Started  
 

 

 

 

 

 

 

 

 

 

 

 Regulatory Submission Types and Framework 

 

https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/premarket-submissions/medical-device-user-fees
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/how-study-and-market-your-device
https://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
https://www.fda.gov/medical-devices/premarket-notification-510k/how-prepare-traditional-510k
https://www.fda.gov/medical-devices/premarket-approval-pma/pma-application-contents
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-application
https://www.fda.gov/media/114034/download
https://www.fda.gov/media/114034/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/medical-devices/workshops-conferences-medical-devices/medical-device-webinars-and-stakeholder-calls


 

 

 

  

 

 

 

 

 

 

 

https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k
https://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request
https://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
https://www.fda.gov/medical-devices/premarket-submissions/premarket-approval-pma


 

https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices
https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices
https://www.fda.gov/medical-devices/overview-device-regulation/regulatory-controls#special
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=861&showFR=1


 

 

 

 

 

 

 

 510(k) Pathway- Finding a Predicate Device  

https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee-amendments-mdufa
https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee-amendments-mdufa
https://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/investigational-device-exemption-ide
https://www.fda.gov/medical-devices/humanitarian-device-exemption/getting-humanitarian-use-device-market
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-industry-procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic
https://www.fda.gov/media/114034/download
http://fda.yorkcast.com/webcast/Play/d91af554691c4260b5eca0b2a28e636b1d


 

 

 

A. General Definitions 
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B. 510(k) Pathway Definitions  
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https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/guidance-documents-medical-devices-and-radiation-emitting-products
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C. Approaches to Consider  
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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 

 

 

https://www.accessdata.fda.gov/cdrh_docs/pdf20/K200262.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf20/P200025B.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf5/H050003B.pdf
https://www.accessdata.fda.gov/cdrh_docs/reviews/DEN120016.pdf
http://www.accessdata.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=K200262
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https://clinicaltrials.gov/
https://clinicaltrials.gov/
http://www.accessdata.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P200025
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm


 

 

 

 Basic Regulatory Scenarios and Potential Applicable Regulatory Approaches  
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https://www.fda.gov/media/75459/download
https://www.fda.gov/media/71075/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-boards-frequently-asked-questions
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