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Overview 

• ISO TC194 Mission 

• Background & History 

• ISO TC194 Current Standards 

• Risk Management Evolution 
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ISO TC194 Countries 
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Mission of  ISO TC194 

TC 194 will contribute to public health and well-being by 

developing standards for medical devices - conformity to the 

standards by manufacturers will ensure their products do not 

compromise the biological and clinical safety of patients 

through: 
 

•  Protection of the health and safety of the patient and user 

•  Elimination of trade barriers through global harmonization 

•  Uniformity of test methods 

•  Uniformity of reference materials 

•  Uniformity of terminology and definitions 

•  Quality products used in medical devices 

•  Effective and efficient use of resources in standards development 
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Risk Management Evolution:  

Device SAE Trends 
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Medical Device Safety Assessment Evolution 
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 Current - ISO 10993 Part 1 

Evaluation within a risk management process 
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Risk Management Evolution: 
Challenges 

• Device biocompatibility evaluation is complex! 

Constantly shifting regulatory environment  

Chemical and physical hazards to consider 
 Assessment of risks from material-tissue interactions, debris, etc. 

 Assessment of risks from leachable chemicals and mixtures  
 

• Device biocompatibility experts as risk managers 

  What does risk management mean? 

  How to be risk managers? 
  Helping to reduce adverse events needs to be considered 
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Risk Management Evolution:  
Progress & Answers 

• Better tools & communication options 

FDA and other agencies more open to early/often 

communication 

Evolving assessment methods 
 E.g., chemical characterization (ISO 10993-18) and risk assessment (ISO 

10993-17) 

Better analytical methods for physical  interactions 
 E.g., new imaging tools 

 

• Risk management 

  Adverse event and recall tracking 

  Emerging options for more “holistic” risk management 
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Risk Management Evolution:  

Evolving Tools: Ex 10993-17 
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• The medical device industry lacks a prospective 

risk prediction tool and index 

• These tools exist elsewhere; insurance industry 

uses them to predict: 

Floods 

Earthquakes 

Natural disasters 

And so on 

 

Risk Management Evolution:  

Reducing SAE’s 
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• Total risk scores based on quantitative 
elements in a number of categories 
including: 
 Testing features and results 
 Therapeutic properties/clinical info 
 Acquisition info (if relevant) 
 API supplier info, spec status, etc 
 Mfg process 
 Supply chain 
 Operational 
 Performance & QC testing 
 Distribution 
 Regulatory compliance 
 Field performance 
 Others 

• Multiple scoring elements in each category 
leads to overall risk scores 
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Risk Management Evolution:  

Ex: New Risk Scoring Methods 
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Conclusions 

• Device biocompatibility – unique challenges 

• ISO 10993 Standards promote uniformity, 

consistency, and patient safety 

• New tools – new opportunities 

• Device development experts as risk managers – 

can aid in reducing SAEs 


