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Motivation 

• Leverage interoperability standards in specific 
contexts/intended use 

• Harmonize and standardize device 
interoperability risks (new or changed) 

• Support transparency, consistency in 
evaluating device interoperability  

• Help to identify interoperability risk 
mitigations by standards (new or buildup) 
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SCOPE(Risks/Whys)  
(potential PAR/Project/White paper) 

• Map/Categorize device interoperability risks to specific intended use 
contexts 

• Create a geography of interoperability risks for different information 
flows (transmit, receive, control, power, deliver, alert etc.) 

• Relate to ISO14971, IMDRF risk categorization, IEC62304, 
Major/moderate/minor level of concern 

• Start with High risk information(serious injury) related to diagnose, treat, 
alert, active monitor (specific areas surgical, cardio, neuro, anesthesia etc) 

• Leverage risk mitigations from specific standards (eg SDC, 10700) 
• Map risks to specific terminology terms/categories(10101) 
• Connect to regulatory bodies and hospital risk management and Relate 

to medical device product codes 
• Guide verification and conformance strategies by risk based flow  
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OUT OF SCOPE 

• CyberSecurity 
• Low risk 
• EHR 
• Health IT admin 
• MDDS 
• Patient privacy 
• Software architecture, development 
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Possible standard/map 
A. Context/Intended use/Specialization/Product code 

– Surgical 
– Cardio 
– Anesthesia etc. 

B. Risk category due on interoperability-LIST  
– High (treat, diagnose, alert, monitor, life sustain…) 

• Alert failure,  Control malfunction, Power issue, Diagnosis 
algorithm input, treatment atrial defib, delay,  etc. 

C. Standard clause (or other mitigation?)-LIST 
– SDC 
– 10101, 10102 
– Different levels/hierarchy of mitigations(Right, clause…) 
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DISCUSSION 

• Stakeholders 
• SDC work aligned 
• Terminology work aligned 
• Product codes 
• Specific intended use priority 
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APPENDIX 
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IMDRF SAMD RISK (ideas) 
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http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-140918-
samd-framework-risk-categorization-141013.pdf 
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FDA Software Guidance (2005) 



IEC62304 
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MITIGATIONS (The Rights) 
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AAMI 2800-1-2019 
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FDA Interoperability Guidance(2016) 
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