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Outline

« \Whendiditstart....
* Alongtimeago

More recent
* Discussion about Dutch Act on the treatment contract

Still further use as the exceptionto 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

« Modern turn with empirical methods
®* medicineis also society

 Learning with an eye on performance

* Semmelweis
* Youalsoneed basic science 4
* JohnSnow N %
* Youneed unbiased statistics » N
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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 abi
use of patient data for ‘research’ R
We got a letter published, proposing a compromise

* Alower threshold for the exemption to consent if the data, w
not with direct identifiers, ‘coded’ |

A long story short: government made an change in theE 1\

/458 BW =y
* Btw: bias wasrecognised there as reason not to ask for copx 0t i
Yet, further use was still seen as the exception to the rule...
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Another jump in time

On Jan 17, the UK's Academy of Medical Sciences issueda  necessary and balances privacy concems with public
report, Personal data for public good: using heslth  benefit. The report aksa recommends simplifying the
information in medical research, on the use of individual  process of assessing propasals so that researchers can get
' ' ' ' medical information for research purposes. The report  dear and timely decisions about their projects, all of
e Gradually the epidemiological view got hold ettt bt e s b s o ol 3o of e,
the privacy of patients and the important task of medical  developed. It suggests that immunity from liability for
research using large population datasets. data controllers should be considered, and recommends
Growing mecmsabou(prlva(y 1au\:spawncdagrml that the needs of urchcrs, not just those of
nif cm hou cqmppealed into ongoing
. e discussion aroun e as paradoxicallyvscontritute dfosthis
jtection Act and me EU chmcal Trials ch(uw: These oflthHS FmaHy, patients, in formal groups and amang  For the AMS report sex bt
regulations are complex in themselves, but the various  the general public, must be engaged in discussion and "™=me kel
. . . . . wvays inwhich they are interpreted increase complications  debate. A group that has been established as a temporary
e The Nord ntr h dh their d r tr \HOT “k:ed: 0 ety oy e it Ao oo
e NOordlic cou Ies Snowe OW tnelr disease regIstrigs: ey kd b gy o i ne o 5
Similar concerns have been raised in the USA since the  roles being active facilitation of research.
implementation in 2003 of the Health Insurance More generally, the public needs to be engaged about
' Pogablity_and Accountability Act (HPAAY which medical recdrds are ysed and how research is  done
* Inthe Netherlands we started with (governance of)Hhe-glality registiies:«
identifiable’ hy infol n gfle” abau for dn towards
governs research and specifically requires written  participating in resurch and calls for marﬂlnvolvnm{-nt
informed mnsmt from pmmts, even for so-called de-  with the public to get a fuller and mare accurate picture of
' ' ' bi hejziews. Ope bivethicist, John Harris (University of
. ough there was not a legal basis for quality registrieseithier: $§
Tequired corsent 1 the past). Some US researthers havk  morally oBi [0 participate in research projects, as a
argued that HIPAA regulations can inhibit research and ~ “mandatory contribution to public goods™, at least for
increase its cost, or skew data collection and therefore  research that is aimed at preventing serious harms and
C O n e S e bias the results. providing important benefits. Harris also dlaims that in
Likewise, the Academys report argues that  the absence of knowledge about an individual's actual
overregulation and overly cautious interpretation of  preferences, itis justifiable to assume that a person would
' ' regulation is stifling important research. It points to  want to participate in research. Such "opt-out” schemes
[ ] A | | n r n‘t G D P R 9 2 | landmark epidemiclogical work—such as Sir Richard  have been proposed as default options for database study
S O p e S e . . Doll's 1947 finding of the link between smokingand lung  recruitment.
cancer—that would not have been possible without a Better public education about how research warks and
large datanase of patients’ records. about the benefits that can accrue from investigation of
[ ]

Striking the right balance betw

The discussion between the more strict (self-determination: fir

less strict (solidarity oriented)

records are starting to be widely used. The obstacles in
the way of potentially important medical advances are
therefore all the more frustrating.

To remedy these problems, the Academy's report
makes recommendations, which The Lancet strongly
endorses, in five areas. First, it daims that identifiable

een privacy and public good

populafian data is urgently neer the need to
sh-apdihe:
i cldudesbureaicrdiic

When patients are convinced that their p«sm«al
information is being used under rigorously controlled
conditions and in accordance with best research practices,
they are likely to agree to give up a small amount of
individual privacy for the greater societal good that can
come from population research. The future of our health

e Bothsides met during intensive discussions new CodeofCormdtict

v thelancet com Vol 367 January 28, 2006, 25
a4 Canter P, et al, f Med Ethics 201541:404-409. daic10.1136medesthics-2014-102374 BM)

 Nearly 2 years
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Quality registries.....

« My take:
* Beascompliant as possible

Patients except best possible care,

Dareto usethose data for research as well

Admittedly also influenced by my take on the meaning of patient data
 Butthenstricterrules kick in
« Butasyou have them already, can be based on opt-out

Certainly don't write evident nonsense
« Suchasthat 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)

- Bewerkte dats

el Beleid, fi g
[Patienten, |
o e R e PROMS etc
‘Betalers’ (3 Zorgaanbieders
4 ::ustrie » i 3 |
Kennis Gegevens
§ | Practice feedback'”
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Some takes from that chapter
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Partial uptake....

Draft bill on quality registers mentions bias

Yet, inthe Code of Conduct we had to defend ‘bias’
* Department of health: researchers’ problem not a research problem
* andremained narrow exception

 Quality - research divide

« We don'thave anything for disease registries yet
 Research consent with some narrow exceptions
 Therearemore ‘obstacles’
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How to get it right ??

 Thorough discussion
* \What are health data
* Alsoameaning outside health care but also health ¢

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 \|
health

« HEAP Isonethe exposome projects
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What do we want, what are ‘we’

- Patientrights movement started as an emanupatory movement
e Asmay others i AT !
- Could only thrive or at €& a8
« Yet, ‘myrights’ canalsofms &
* Asitshouldstillbe asod
e Withtherule of law
* Withresponsibilities to
* Thatiswhereself-dete

« Beforethat in this conts
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Yet, that is an extremely difficult balance

« Our neoliberal society created an inherent paradox kapaad o :ﬂ 5

* Theillusion that the worldin controllable while in fact it is not MICHAEL J. (0]
 Youareat the centre while in fact you are not and should not SANDES

o The Tyranny
* You can make and should make while in fact you ca of Merit
: . ‘s Bocome of
« And why should you, multiple ways to lead a good |i - tho Common Gooct
SADIN

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



Review of Sandel

« Theimplicit claimis that vulnerability and mutual recognition can become
the basis of a renewed sense of belonging and community. [t 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

« Caughtinthe ‘ELSI debate
« Butthe prevalent ELSI| debate is from a philosophical point flat’
« Basic assumptions are not challenged i g

Wat is er met de
ethiek gebeurd?

i o

« Underlying political philosophy is hardly expressed

« Becomes acheap amalgam of self-determination and some
mitigation when that would become too detrimental to others

Over ethisch denken
onder laatmoderne

omstandigheden
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So what’s next...

« Notagrand new theory here
« Some basic principles for health care
« Thatis‘'we’ medicine
« Qur dependency from each other
* |nthe health care system
* |ncareandcure
* |nourcommon future
* T[he'soft principles by Sandel..

ME

MEDICINE

WE

MEDICINE

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



And from that follows...

If certain basics are met, patients are expected to contribute
Basics
* Datasafety

* Notagainst anindividual
* Assurance of the public good

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

Andyes, it not opted out
* Butnot because of residual self-determination

* Butasright 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’

« Butwe should learnas well

o Startsinmy opinion with what kind of society we want
 |gaveabold, unfashionable view

* Dutch parliament would not agree anymore
* Also‘left’ caughtin neoliberal ‘me’

| am sure that the unbiased panel will tell me how wrong | am

But first more practical discussions
Thanks for your attention
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