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The views expressed are those of the presenter and should not be
understood or quoted as being made on behalf of the Norwegian
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(EMA), its scientific committees or reflecting the position of

EUnetHTA21.



A little anecdote on communication....
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A little anecdote....

My traveling companions were
repeatedly talking about the
‘mooie rots’

After half a day of wondering |
finally asked my boyfriend what
they were talking about...

Well, ‘rots’ in dutch translates to
‘rock” while ‘Rotz’ (what | though |
heard being a German native) is
the something very, very different
(I spare you the picture)




Take home message 1

* Basic human communication works best if we admit we
might not understand, rather than coming to wrong
conclusions.



The subtilties of the English language

glo-EU Translatio

With the greatest
respect...

That’s not bad
That is a very brave
proposal

Quite good

| would suggest...

Oh, incidentally/ by the
way

| was a bit disappointed
that

Very interesting

I'll bear it in mind

I'm sure it’s my fault

You must come for dinner
| almost agree

I only have a few minor

comments

Could we consider some
other options



The subtilties of the English language

What the British say What the British mean What others understand

| hear what you say

With the greatest
respect...

Very interesting * What British say

That’s not bad
That is a very brave
proposal

Quite good

| would suggest...

INEIENC CE A== * What they mean

Oh, incidentally/ by the
way

| was a bit disappointed
that

Very interesting

I'll bear it in mind

INGEICR IR « What others understand

I'm sure it’s my fault

umeenerdme __

| almost agree

| only have a few minor
comments

Could we consider some
other options



Take home message 2

e Basic human communication works best if we admit we
might not understand, rather than coming to wrong
conclusions.

* There is no such thing as a ‘simple translation’.



Mathematical
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Take home message 3

e Basic human communication works best if we admit we
might not understand, rather than coming to wrong
conclusions.

* There is no such thing as a ‘simple translation’.

* ‘Meaning’ is context dependent....



Say what you mean is a good start

* “Then you should say what you mean,” the March Hare
went on. “1 do,” Alice hastily replied; “at least — at least |
mean what | say — that's the same thing, you know.” “Not
the same thing a bit!” said the Hatter. “You might just as
well say that "l see what | eat" is the same thing as "l eat
what | see"!”

https://www.clipartmax.com/download/m2H7K9K9H7K9A0G6_mad-hatter-and-march-hare/



Back to the topic, what are we talking about

Evidence-based

researc h analytics

learnin Patient-reported
RWE g PRO

Patient-centered He alth

) effectiveness
science

decision-making predictive
insights linkag isi
g linkage modeling Precision
Value-based “ER

C
integration studies HEOR
Observational

Cla'rl;lllsaChme healthcare Clinical
S Flectronic EHR EBM Data-driven

Big RWD Regulatory economics
evidence =~ ocorgs Real-world

outcomes

PCOR
Comparative

medicine
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Take home message 4

Basic human communication works best if we admit we
might not understand, rather than coming to wrong
conclusions.

There is no such thing as a ‘simple translation’.
‘Meaning’ is context dependent....

When it comes to RWD/RWE, | am afraid we don’t know
what we talk about per se.



Communication is not just a human thing

e Give a definition at the start of any discussion!

* There is a difference between
* the ‘wish’ to use something,
* the ‘need’ to use something
* the ‘ability’ to use something

* There is a difference between
* Having a lot of data
* Having a lot of ‘good’ data
* Having a lot of fit for purpose’ data
* Having a lot of ......



Take home message 5

Basic human communication works best if we admit we
might not understand, rather than coming to wrong
conclusions.

There is no such thing as a ‘simple translation’.
‘Meaning’ is context dependent....

When it comes to RWD/RWE | am afraid we don’t know
what we talk about per se.

Let’s work on our communication around RWD/RWE. And
lets be clear!



Remember, say what you mean

Designed by Freepik, www.freepik.com



Remember, say what you mean

Designed by Freepik, www.freepik.com



Communication isn’t just between humans

* There is also Data communication
* And here we go again...
* What are we talking about and in which context

* Who needs to be at the table to ensure that ‘data’ talks with one
another?

* More is not necessarily better if the communication isn’t
working '

Designed by Freepik, www.freepik.com




EHDS concept

EHDS
Node

EHDS
Node

___________________________________________________

EHDS
Node

EHDS }oocoiooieos EHDS
Node Node

DATA DATA
olders Consumers

EHDS nodes = Trust Anchors

EHDS NODEs are resilient entry
points for stakeholders into the
EHDS

EHDS NODEs can be
established by National or Trans-
national stakeholders

EHDS NODEs follow common
policies and interoperability
specifications

DATA Holders make health data
available for secondary use

DATA Consumers further process
data for research, policy making
or regulation



EHDS data infrastructure ecosystem

DPerA  Data Permit Authority

...... RI Research Institute

Agreements’,/,/" PHI Public Health Institute

DARWIN+ .~

HCP Healthcare provider

Research
community

Other policy
makers

Producer

_______________________________

Access
. provider (and
------ . curator)

Connection
with EHDS1




HealthData@EU: | oem |

* New infrastructure for
secondary uses of health —
data Data Sharing  |--------- Lo KO ECDC
¢ Connecting health data Infrastructures | ™. _ Core
access bodies and data s A Senvices A
sharing infrastructures AN
* Several health data
access bodies are
established, or in the
process, across Member = 2 e Beers S
States HealthData |-oooooooo .. Health Data | | Health Professional

Public Health Authority
Regulator
Innovator

Access Body

Access Bodies

CORE Services

¢

GENERIC Services
provided by authorized participants

provided by EC /_s\

< Data Holders >

{( sPE Secure Processing Environments Zeatane Feall Srmms
Health Data Registri
LOCAL Services ealtl . _ata Reg stries
8 D provided by/to local partners Administrative Data
Claims Data

Genomics 29



Where some might have gone wrong a bit

* Begin at the beginning and go on till you come to the end;
then stop. M

https://www.kindpng.com/imgv/xmThho_king-of-hearts-disney-alice-in-wonderland-king/



Where some might have gone wrong a bit

* Begin at the beginning and go on till you come to the end;
then stop. M

* Try to understand your data

https://www.kindpng.com/imgv/xmThho_king-of-hearts-disney-alice-in-wonderland-king/



DARWIN ™M

HMA-EMA Joint Big Data Steering Group work plan

DARWIN EU

Data quality &
representativeness

Data discoverability

EU Network skills

EU Network processes

Network capability to
analyse

 Activities where the scope is
considered applicable to veterinary
medicines are marked *(V)", or
*(v-)" if tentative

@ 4 studies initiated
10 data partners
Support RWD analysis pilot through EHDS
Pilot RWE use in health crisis with ECDC
Develop pilots with HTA & payers
Phased routine access to RWE for EMRN:
PRAC COMP & PDCO

@ Workshop on data qualification process

@ 16 studies per year

50 studies per year o
10 additional data partners

10 additional data partners

CHMP & CAT

@ Workshop on data quality

Support EHDS data quality & labelling work

Develop good practices on regt

y data science, and software

Deliver
Publish data quality | recommendations | Publish RWD quality

framework v.1. (V) | on data qualification | considerat

@ Workshop on patient experience

Workshop on protocol
data analytics

Publish metadata & catalogue
good practice guidance (v-)

Share standard legal TRelease new
data access agreements analytics tool

Deliver Big Data curricula training through EUNTC (V).

Offer training modules to patients,

healthcare professionals & academics (v-)

Develop portfolio of use cases for use by EMRN ‘
Publish COMP and

ions
Launch European Review RWD and metadata Extend RW metadata
RWD ’ mai and to veterinary data
extension process sources (V)
Review utility of Review utility
eHealth data of social media
Survey EMRN training needs (V)
TReview training TAdopt genomics
curricula (v-) data curriculum

Publish use cases

Publish EU network RWE

100 studies

per year
10 additional
data partners

‘Revise use cases

Publish report of RWE inl

Launch new
EudraVigilance
website

Q1

PDCO pilot reports processes overview (v-) regulatory decision-making (v-)
® Publish official ® Publish CHMP and
glossary (v-) CAT pilot reports
L?Ig:"::‘ CCMFHP Scope knowledge sharing fora on advance analytics
i
sa,, Data Review EMRN computing capability  p.. data Deliver recommendations on capability and capacity (v-)
to analyse Big Data (v-) interim Raw data workshop & final report @
report Pilot on data analysis for CMC data (v-)
Consult on reflection Publish final Al Deliver enhanced EV data analysis L]
paper on Al (v-) reflection paper (v-) Develop Al guidelines
Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4
» 2022 » 2023 » 2024

» 2025

Delivery of expert
advice

Governance framework

International initiatives

Stakeholder

engagement

Veterinary
recommendations
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https://www.ema.europa.eu/en/documents/work-programme/workplan-2022-2025-hma/ema-joint-big-data-steering-group_en.pdf

Where some might have gone wrong a bit

* Begin at the beginning and go on till you come to the end;
then stop. M

* Try to understand your data

* Decide when and how you want to use it

https://www.kindpng.com/imgv/xmThho_king-of-hearts-disney-alice-in-wonderland-king/



DARWIN ™1
What analyses and studies will DARWIN EU® deliver?

Category of observational Description

analyses and studies

Studies for which a generic protocol is adapted to a research question

B . * Periodical estimation of drug utilisation
II B Off-the-shelf studies T _g_
* Safety monitoring of a medicinal product

¢ Estimation of the incidence of a series of adverse events

Studies requiring development or customisation of specific study designs, protocols,
- phenotypes, etc
./’j’ Complex Studies » Estimate the prevalence, incidence or characteristics of exposures
* Estimate the prevalence, incidence or characteristics of health outcomes
* Describe population characteristics

Routine analyses based on Off-The-Shelf or Complex Studies (see above), repeated

£~ Routine repeated periodically with a pre-specified regularity (e.g. yearly)
J ana|yses * Etiological study measuring the strength and determinants of an association between an exposure and the
occurrence of a health outcome considering sources of bias, potential confounding factors and effect
modifiers

Studies which cannot rely only on electronic health care databases, or which would
require complex and/or novel methodological work

E Very Complex Studies * Studies where it may be necessary to combine a diagnosis code with other data such as results of
laboratory investigations, or studies requiring additional data collection



Where some might have gone wrong a bit

Begin at the beginning and go on till you come to the end;
then stop. \/\/(

* Try to understand your data
* Decide when and how you want to use it

* Ensure your data sources talk to one another

https://www.kindpng.com/imgv/xmThho_king-of-hearts-disney-alice-in-wonderland-king/



Language opens doors.....

Local database

Primary @ ....... »

Care

< Academia
* Collaborative research

* Pharmaco-epidemiology

Hospital m """" > * Basic science
Discovery
Admin & """" > * Natural history

* Translational research

EHDEN * Biomarker development

platform . Development
* Study feasibility
* Strategic site/participant selection

Regiona| “II ....... >
Registries ﬁ:\ ....... >

& cohorts
Biobanks (ululy >
Secondary care @ ------- >
Paediatric @ ------- >

* Adaptive/pragmatic/platform studies

DARWIN
SEUAT “* Post Authorisation

— * Regulatory commitments
e Pharmaco-vigilance

EHDS / * License extensions
DARWIN EU “  HTA & Outcomes

* Health economics & market access

COOOwwwowwwo

* Health service planning
e Outcomes, value-based contracting



Data partners —Year 1 (Phase I)

10 data partners in year one: additional 10 in year 2

6.  Auria Clinical Informatics
at Hospital District of
Southwest Finland (HDSF)

1.  Clinical Practice Research
Datalink (CPRD GOLD)

Belgium Estonia

2. 1QVIA Belgium
Longitudinal Patient Data

7. University of Tartu
(Biobank)

Netherlands

8. Integrated Primary Care
Information

9. Netherlands
Comprehensive Cancer
Organisation

3.  Bordeaux University
Hospital

Germany
4. IDIAPJGol

5.  Parc Salut Mar Barcelona,
Hospital del Mar (IMIM)

10. 1QVIA Germany Disease
Analyser

~26 million active patients
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Where some might have gone wrong a bit

Begin at the beginning and go on till you come to the end;
then stop. \/\/{

* Try to understand your data
* Decide when and how you want to use it
* Ensure your data sources talk to one another

* Improve the data (big or small)

 Tomorrows RWD is generated today

https://www.kindpng.com/imgv/xmThho_king-of-hearts-disney-alice-in-wonderland-king/
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