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INTEROPERABILITY STANDARDS AND 
RISKS, MEDICAL DEVICE SAFETY

• Interoperability standards to help us control risks for 
medical device

• The right measure(standard) to improve
interoperability for the right patient, time, place,

• SDC 11073 standards and device safety clauses 
• Examples (open discussion), ISO14971, IEEC62304
• Categories : Medical devices, EHR, MDDS, Mobile 

apps, 
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Interoperability Guidance(2016)
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Mobile Medical Apps (FDA 20150

5



Multiple Function Device Products: Policy and Considerations(FDA 2015)

6



7

SaMD risk/algorithms/clinical

http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-140918-samd-framework-risk-categorization-141013.pdf



SaMD risk/algorithms/clinical
• Analytical (Accuracy, Reliability, precision)
• Clinical validation (Sensitivity, Specificity)
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https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm524904.pdf



QUESTIONS/DISCUSSION

• Project to gather specific material on 
interoperability standards addressing safety 
and risks (examples, clauses, categories, )

• White paper 2019-2020 to publish and
disseminate for comments

• Introduce LOINC/SHIELD/SNOMED, 
interoperability in vitro diagnostic devices and 
assays (Mike Waters, FDA)
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Cybersecurity Guidance(2016)
Postmarket Management of Cybersecurity in Medical Devices
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Thank you

11


	�INTEROPERABILITY STANDARDS AND RISKS, MEDICAL DEVICE SAFETY�
	Slide Number 2
	INTEROPERABILITY STANDARDS AND RISKS, MEDICAL DEVICE SAFETY
	Interoperability Guidance(2016)
	Mobile Medical Apps (FDA 20150
	Multiple Function Device Products: Policy and Considerations(FDA 2015)
	SaMD risk/algorithms/clinical
	SaMD risk/algorithms/clinical
	QUESTIONS/DISCUSSION
	Cybersecurity Guidance(2016)�Postmarket Management of Cybersecurity in Medical Devices
	Thank you

