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Outline

• When did it start….
• A long time ago

• More recent
• Discussion about Dutch Act on the treatment contract

• Still further use as the exception to the rule (in the Netherlands)
• A giant leap since then ….

• Recognition of what existed or should exist already
• Yet, still quality feed-back-research divide
• Then about values……or ‘ELSI’
• My ideas about both 
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A long time ago

• Porter the Greatest benefit to mankind
• Modern turn with empirical methods

• medicine is also society
• Learning with an eye on performance

• Semmelweis
• You also need basic science

• John Snow
• You need unbiased statistics
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A huge lump in time

• 1994 Bill on the ‘treatment contract’, patient rights
• Medical confidentiality first

• Epidemiologists and chair privacy board: heated discussion about further 
use of patient data for ‘research’

• We got a letter published, proposing a compromise
• A lower threshold for the exemption to consent if the data, while still personal, were 

not with direct identifiers, ‘coded’
• A long story short: government made an change in the law which is now 

7:458 BW
• Btw: bias was recognised there as reason not to ask for consent if……

• Yet, further use was still seen as the exception to the rule…
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Another jump in time

• Gradually the epidemiological view got hold
• The discussion around the GDPR has paradoxically contributed to this

• The Nordic countries showed how their disease registries worked
• In the Netherlands we started with (governance of) the quality registries
• Though there was not a legal basis for quality registries either, less 

contested 
• Also in present GDPR 9.2.i 

• The discussion between the more strict (self-determination  first) and the 
less strict (solidarity oriented)  
• Both sides met during intensive discussions new Code of Conduct 

• Nearly 2 years 
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Quality registries….. 

• My take:
• Be as compliant as possible
• Patients except best possible care, 
• Dare to use those data for research as well
• Admittedly also influenced by my take on the meaning of patient data

• But then stricter rules kick in
• But as you have them already, can be based on opt-out

• Certainly don’t write evident nonsense
• Such as that all hospitals are controllers of the quality registry
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Developments

• The health care provider –processor – quality registry triangle 
was invented
• DICA, LROI

• NIVEL imported the learning health care system concept (USA) to 
the Netherlands
• Dinny de Bakker, Robert Verheij

• Covid underscored the necessity of learning
• While existing therapies are taken for granted with incremental change, here 

they had to be found anew.
• Recognition of obstacles in the Netherlands and the EHDS
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Dataflow for a learning health care system
(2017, proceedings Dutch Ass. Health Law)
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Some takes from that chapter

• Learning health care system exists already though in rudimentary form
• We wouldn’t have our solidarity based system without further use

• Further use is not secondary use
• As all health data are based on earlier use

• Reason why I resist the term ‘my data’ for patient data

• Consent can lead to bias
• With quality registries also doctor’s bias
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Partial uptake….

Symposium: Data for a learning healthcare system | 01-07-2022

• Draft bill on quality registers mentions bias
• Yet, in the Code of Conduct we had to defend ‘bias’

• Department of health: researchers' problem not a research problem
• and remained narrow exception

• Quality – research divide
• We don’t have anything for disease registries yet
• Research consent with some narrow exceptions
• There are more ‘obstacles’
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How to get it right ??

• Thorough discussion
• What are health data
• Also a meaning outside health care but also health protection

Underlying values …..
• Which goes beyond ELSI stoplight discussion
• But reflects upon the kind society we want
• In HEAP project we are working on that in limited way about public 

health
• HEAP is one the exposome projects
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What do we want, what are ‘we’

• Patient rights movement started as an emancipatory movement
• As may others

• Could only thrive or at least be protected in a liberal society
• Yet, ‘my rights’ can also become the reverse

• As it should still be a society
• With the rule of law
• With responsibilities towards the other & the environment
• That is where self-determination ends

• Before that in this context, a little step back
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Yet, that is an extremely difficult balance

• Our neoliberal society created an inherent paradox
• The illusion that the world in controllable while in fact it is not

• You are at the centre while in fact you are not and should not
• You can make and should make while in fact you cannot always
• And why should you, multiple ways to lead a good live and contribute
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Review of Sandel

• The implicit claim is that vulnerability and mutual recognition can become 
the basis of a renewed sense of belonging and community. It is a vision of 
society that is the very opposite of what came to be known as Thatcherism, 
with its emphasis on self-reliance as a principal virtue.
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Back to further use

• Caught in the ‘ELSI’ debate
• But the prevalent ELSI debate is from a philosophical point ‘flat’
• Basic assumptions are not challenged
• Underlying political philosophy is hardly expressed
• Becomes a cheap amalgam of self-determination and some 

mitigation when that would become too detrimental to others
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So what’s next…

• Not a grand new theory here
• Some basic principles for health care
• That is ‘we’ medicine
• Our dependency from each other

• In the health care system
• In care and cure
• In our common future
• The ‘soft’ principles by Sandel..
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And from that follows…

• If certain basics are met, patients are expected to contribute
• Basics

• Data safety
• Not against an individual
• Assurance of the public good

• We can only safely say that against a background of rights protection in 
general

• And yes, if not opted out
• But not because of residual self-determination
• But as right to health care comes first and those who don’t trust it, shouldn’t be 

deterred from access
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Concluding remarks

• Health care and health protection ‘learn’
• But we should learn as well
• Starts in my opinion with what kind of society we want
• I gave a bold, unfashionable view

• Dutch parliament would not agree anymore
• Also ‘left’ caught in neoliberal ‘me’

• I am sure that the unbiased panel will tell me how wrong I am
• But first more practical discussions
• Thanks for your attention
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