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Medical Device Regulatory Strategy Key Preliminary Questions 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/how-study-and-market-your-device
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/generalspecific-intended-use-guidance-industry
https://www.mddionline.com/human-factors/why-you-must-know-difference-between-intended-use-and-indications-use
https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device
https://www.mddionline.com/testing/use-and-misuse-fmea-risk-analysis
https://tier7.us/biomedical-dod-trls-medical-devices/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/media/114034/download
https://ventures.jhu.edu/programs-services/jhtv-digital-library/
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Medical Device Regulatory Strategy Key Preliminary Questions 
Example: Automated External Defibrillators (AEDs) 

 

 

 

 

 

 

 

 

 

 

 

 

https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
https://www.fda.gov/media/114034/download

