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Introduction to the webinar

 The main objectives of this webinar are:
« Inform the stakeholders about the public consultation on the draft Data Quality Framework.
* Provide a walkthrough of the Data Quality Framework document and process of developing it.

« Collect initial feedback and answer questions in a dedicated Q&A session via Slido.
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Introduction to the webinar

EUROPEAN MEDICINES AGENCY

« On the 10 October 2022, the Agency launched the public consultation for the first draft of the
“Data Quality Framework for EU medicines regulation” . The consultation will close on the 18
November

« Comments should be submitted to dataqualityframework@ema.europa.eu using the specific

template linked at the beginning of the Data quality framework document itself
« The Agency will collect all comments received and will review the data quality framework
accordingly.

« The aim is to publish the final first version of the data quality framework in Q1 2023
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Joint HMA-EMA BDSG work plan 2022-2025

o] 4 studies initiated .].6 studies per year 50 studies per year ® 100 studies
DARWIN EU 10 data partners 10 additional data partners 10 additional data partners per year
Support RWD analysis pilot through EHDS 10 additiona
Pilot RWE use in health crisis with ECDC LR P The s
Develop pilots with HTA & payers L]
Phased routine access to RWE for EMRN:
ERAC COMP B PDCO CHMP B CAT
@ Workshop on data qualification process @ Workshop on data quality

Data quality &

A Support EHDS data quality & labelling work
representativeness

Develop good practices on regulatory data science, management and software

Deliver
TPJbI sh data guality TI’ECGITIITIE‘IdE!t ons TP‘JbI sh RWD quality
framework v.1. (V) on data gualification | considerations

Workshop on patient experience Workshop on protocol Launch European Review RWD and metadata Extend RW metadata
data analytics RWD catalogue catalogues’ maintenance and catalogue to wveterinary data
Publish metadata & catalogue extension process sources (V)
good practice guidance (v-)
- =
PUthh EU data quallty Share standard legal Release new Review utility of Rev ew utility
data access agreements analytics tool eHealth data of social media

framework

Deliver Big Data curricula training through EUNTC (V)

healthcare professionals & academics (v-)

Tﬂeview training
curricula (v=)

Publish use cases

Offer training modules to pal:ients.l Survey EMRN training needs (V)

Adopt genomics
data curriculum

Revise use cases

EU Network processes Develop portfolio of use cases for use by EMRN

Publish COMP and Publish EU network RWE Publish report of RWE in
PDCO pilat reports processes overview (v-]) regulatory decision-making (v-)
Publish official Publish CHMP and
glossary (v-) (CAT pilot reports
Launch CMHP i i
Network capability to lpi T Scope knowledge sha.nng fora on advance analftfq.s : . — .
Raw Data Review EMRN computing capability Raw data Deliver recommendations on capability and capacity (v-)
analyse to analyse Big Data (v-) interim Raw data workshop & final report
[ report Pilot on data analysis for CMC data (v-) Launch new
Consult on reflection Publish final AI Deliver enhanced EV data analysis @ Eudravigilance
paper on Al {v-) reflection paper (v-) Develop Al guidelines website

Establish an EU framework for data quality and representativeness. Develop guidelines, a
strengthened process for data qualification through scientific advice, and promote across Member !
States the uptake of electronic health records, registries, genomics data, and secure data availability

Final goal
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Data Quality Framework - objectives &)

EUROPEAN MEDICINES AGENCY

First draft of the Data Quality Framework

Objectives

» Improve consistency in the evaluation of the quality of the data used by regulators

Enable the development of a standardised approach for data quality across all data sources

>
> Facilitate a more systematic use of data for regulatory decision-making
>

Support the trust of stakeholders in the data that underpinned regulatory decisions

________________________________________________________________________________________________________________________________________________

» Provides general considerations that can be applied to a wide range of data sources for the purpose of characterising and assessing

data quality for decision making
» Outlines how to measure data quality in different scenarios where real-

world data need to be used for regulatory decision-making Public consultation

» Intended to serve as an overarching framework from which more Data Qua“ty Fra meWOI‘k
focused data quality recommendations can be derived for specific

» Produced in a collaborative process by EMA, HMA and Towards the a\
\
European Health Data Space (TEHDAS) Joint Action in consultation with a “
wide range of stakeholders

regulatory applications

<

O EMA

EUROPEAN MEDICINES AGENCY

l
He
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Steps in drafting the Data Quality Framework

EUROPEAN MEDICINES AGENCY

The following activities have been carried out in preparation of the current Data Quality Framework draft

A revision of existing Data Quality Frameworks (landscape analysis):
0e0® « Drafting from January to April approved by the revision committee

« Used as a starting point for further drafting of the data quality framework

—————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————————— TEHDAS joint

. action advances
-— . the cross-border
Agreement on a table of contents for drafting secondary use of
- health data in

Europe to improve

public health.

Towards
o000 European
W Dedicated sessions with TEHDAS to align on principles/data maturity model proposed 325233“

Space
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Data Quality Framework - overview
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Next steps

»

Data Quality Framework

EUROPEAN MED!

The Data Quality Framework provides a set of definitions, principles and guidelines that !
' can coherently be applied to a wide range of data sources to support regulatory i
. decision making i

__________________________________________________________________________________________________________

______________________________________________________________________________________________________

" 1. Provides a general framework that is meant to be extensible to a wide range of h
data types and processes: :

» Defines terminology and general principles

> Describes a range of metrics and dimensions i

» Defines data maturity models for regulatory decision i

2. In a next step aims to address specific use cases
» Deep-dive on use of Real-World Data for medicine regulation

: , Implementation of Final 1st version of
6 weeks public consultation comments and input @/ the Data Quality
(start 10 Oct - ends 18 Nov) from stakeholders Framework

CINES AGENCY




How is Data Quality characterised?

EUROPEAN ME [.;ICI NES AGENCY

Data quality is assessed from the point of view of fitness for purpose for users’ needs

o It is the sum of several features of data, including its representation as
v well as its correspondence to reality
T‘ For the purpose of this document, data quality is described with the

B B goal of supporting regulatory decision-making

:Q 5 dimensions have been described to define data quality

Reliability Coherence Extensiveness

Relevance Timeliness
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Fundamental concepts described

EUROPEAN MEDICINES AGENCY

Data Quality can be characterised using different concepts

— Data quality Extensiveness

Determinants

= Determinants Reliability Coherence

Dimensions and
metrics

Dimensions —
and metrics

Data workflows

Relevance Timeliness
- — e—
Maturity models — —
Data : i
requirements Collection Processing
— Data
workflows Automated Automated

Testing Procurement Publishing

Implemented Standardised [ Question-defined ]

Formalised Metadata [ Domain-defined ]

Maturity — [ Ad-hoc ]
models

Consumption . q
P Foundational Question-specific

Documented Intrinsic

[ J ( ]
[ ) ]
[ ) ]
[ ) ( ]

|
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Your contribution is important!

“AN MEDICINES AGENCY

1) Open the Data Quality Framework 3) Add .
) . your comments with
m big Data website .
draft from the Big Data website the relevant details and send

back the template to:

id HMA on

fs i the 14 Big

DataQualityFramework@ema.europa.eu

Analytics Centre at the Danish Medicine

Methods at EMA.

= and Peter Arlett, Head of Data Analytics and

a Group re

wi the workplan annually to cover
plan in July 2023,

fy new emerging topics, Tt last updated v kDate of submission

e e L | 2) Click the link template
and technology. - - bmissi f - li K f
B oo to find the comments file 2U medicines raquiation” (LMA/ro8203/2022)

. Data quality & representativeness

th
methods to assessment and decisio

an 4ims Lo increa:

Data discoverability

O Comments from:
EUl Hetwork skills

EU Metwork processes
30 Sepreemier 2022
Dt Analytice and Metheds Task Farca

MNetwork capability to analyse European Medcines Agency

for further diarifl

Delivery of expert advice

Data Quality Framework for EU medicines
regulation Disciatmer:

Governance framewark

—
I International initiatives n Flease Ailf in the optional emad address field and mark tivs checkbox f you consent (o be contacted

I Staksholder engagement by the Eurapean Medicines Agency for the parpose af obtaining further clarkfications on poar
comments.

| Start of public consultatian | 10 Octaber 2022 ‘

I Veterinary recommendations - - | End of consultation | 18 Noverber 2022 ‘ For further information regarding the probection of pour personal data in refation to the processing of

this questionnaire, please fing annexed 2 data protection statemant.

, Since the

tain actions may be re-schedul
N Flerse note that these comments, the ldentity, and the affiifation of the sender may be published

unless @ speckic objectlon is received.

& Uhe unprecedented public health challengsa of

Camments shaud be pravided L=ng (hs mQIata. The comaleied omments farm sheuld be st 1o
T N

—\

Weywords Data qualty, framewari When completed, this form shouhd be sent to the Europaan Madicines f-'i_ﬂ\'.'ﬂl:r’ efectronicaly, i Word

Template

Big Data Steerin
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https://www.ema.europa.eu/en/about-us/how-we-work/big-data
mailto:DataQualityFramework@ema.europa.eu

EUROPEAN MEDICINES AGENCY

Public consultation

Data Quality Framework

O EMA

EUROPEAN MEDICINES AGENCY
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