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More information in post-webinar email

Medical device training 
from ISO/IEC standards 
authors and experts, 
with a focus on practical 
application, 
to help bring medical 
devices to the market in 
the most efficient way.

Topics: 
  Software Development, 

SaMD, Agile,
Risk Management, 
Design Controls, 
Internal Auditing, 
Usability Engineering, 
Process Validation, etc.

Delivery options:
• Online
• Blended (online+live)
• Your companyʼs own 

LMS platforms.
 



Christian Kaestner
Background
• 25+ years of experience in medical devices.
• Experiences from software development, project management, quality management work, 

preparation of submissions and much more.
 

Standardisation work
• Active member of the IEC 62304 authoring team since 2013.
• Participated in the development of IEC 82304-1. 
• Convener of IEC/TC62 ahG9: “The task of the group is to find consensus regarding the understanding 

of AI-related terms and concepts (e.g., ISO/IEC 22989-2) in IEC TC 62.”
 

Trainer at Medical Device HQ
• Software for medical device courses (IEC 62304, IEC 82304-1)
• Agile medical device software development



Fine print, i.e. disclaimer

• This is NOT an official IEC presentation
• My perspective is one(1) of seventy-one (71) experts
• We are ~20 experts actively working on IEC62304 ed2
• It is not a one-man show; it is a team effort!
 



1. Why IEC 62304 is changing 
and what is happening behind the scenes



The IEC 62304 - future
• Edition 1 

• Regulatory needs
• The work was initiated in the 

early 2000s
• Published in 2006

• Amended 1, 2015
• Legacy software
• “Softening” software safety 

classification
 

• Edition 2 – current work
• Scope change to “health 

software”
• Simplification of software safety 

classification
• Modernisation
• ETA… 2028?
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The design specification 
• Scope change from medical device to health software
• Three classes are replaced with two:

• Level I ~ Class A
• Level II ~ Class B and C

• Emphasis on product-level risk management
• No normative references to ISO 14971 or ISO 13485
• Legacy software should be moved to an annex
• Architectural planning for all levels
• Annexes are suggested to cover relations to other 

standards and technologies (security, cloud computing, AI, 
IMDRF)



62304 2nd Edition Change Rationales
Guides the changes implemented in CD1, 
examples:
• Risk classification criteria for process rigour 

level are changed
• New requirements for AI planning (when 

applicable)
• Clarification of supporting items to be 

controlled
• Communication planning
• Architectural design for all levels
• Revision and clarifications to the maintenance 

chapter
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Each comment shall be responded to:
• Accepted
• Partially accepted
• Not accepted
• Noted
• Deferred

~1500 
comments

This is where we are today

WD

Working draft

CD

Committee draft



Comment example

#/PRE



Comment example

#/PRE



Numbers (based on SWAG, Scientific Wild As Guess)

Three individuals spend an average of five minutes discussing the appropriate 
disposition, totalling about 47 workdays. 

If 500 comments are accepted and require 10 minutes to implement, it will take 
one person approximately 10 workdays to address them.

 

“Three experts can lose 47 workdays 
just arguing over commas”



2. What Edition 2 means for 
SaMD and AI companies



IEC 62304 meets SaMD – don’t expect too much love!

SaMD, SiMD, cloud or embedded—it is still medical device software, 
and IEC 62304 cares about the process, not the acronym.
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AI and IEC 62304
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3. What will change – 
and how it impacts your organization



Question
Has something changed to the software safety classification, and have the 
requirements (activities + documentation) related to the different classes been 
aligned with the documentation requirements in the FDA guideline "Content of 
Premarket Submissions for Device Software Functions”?
 
Answer:
- Yes, there are changes to the software safety classification.
- No, IEC 62304 is an international standard and is not aligned with any specific 

regulation or guidance.



Software safety classification (Class A, B, C)

Software process rigour level (Level I and II)



Process rigour level (PRL) - summary
Two key aspects determine if you can claim PRL I:
1. Very unlikely to contribute to the occurrence of harm; or 
2. Negligible harm
 

#/PRE

Please note, the exact wording may change!



Question
Can I still reduce the safety classification by hardware measures?
 
Answer: 
Yes, it is still accepted to consider “external risk control measures”. 😀



Question
Will the requirement that the probability of occurrence of software events cannot 
be estimated and must be set at 100% still exist in the next version? And do you 
still support the interpretation (which Christian presented in another course on IEC 
62304) that this probability of occurrence CAN be reduced with risk control 
measures?
 
Answer:
For the process rigour level determination, it is rephrased to say that the 
probability of defects is 100%, but the likelihood of failures can be lower if justified.
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Defects vs failures
Software is likely to contain defects; therefore, the worst-case 
scenario assumes the probability of defects is 100%.

The probability of defects manifesting themselves as 
failures is referred to as P1. (Po=P1xP2)

If P1 cannot be quantified, it should be assumed to 
have the highest probability level.



Is it complicated?
Much effort is currently being put into the 
annex about:
- Worst Case
- Unlikely 
- Negligible harm



Your current classification may change



Your current classification may change



Your current classification may change



Question
Will there be a transition period, and is that period expected to be recognised 
globally by regulators?
 
Answer: 
Depends on regions and regulations, but I would expect a transition period of a 
couple of years. (3 years?)



The bar will rise (for both levels)
• Documenting methods for verification 

(Level I, II)

• Static code review (Level II)

• Architectural requirements (Level I, II)

• Document the level of independence 
(Level I, II)



4. Qualioʼs new tool for IEC 62304 conformity



Q&A
 

Disclaimer: 
The standard is still in the making, 

there are no absolute answers at this stage.



Q&A

If we run out of time, I will share my 
responses to the remaining IEC 62304 

Edition 2 questions on LinkedIn. 
 

I’d be happy to continue the 
conversation, so let’s connect on 
LinkedIn! I look forward to our 

discussions!
https://www.linkedin.com/in/christiankaestner/



Thank you!


