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BDSG progress update since September 2021 (1/2)

BDSG workplan remains on track.

Continued involvement of Patients and HealthCare representatives as part of the DARWIN EU advisory board, Raw
data analysis advisory group and BDSG meetings.

European Medicines Regulatory Network Data Standardisation Strategy endorsed by EMA MB and published.

Consortium selected to deliver a draft EU data quality framework

DARWIN EU® Coordination centre appointed (see next agenda item).

2 stakeholder workshops successfully organised:

+ Learnings Initiative for Optimal Use of Big Data for Regulatory Purpose (see next slide)

2021 multi-stakeholder Big Data Forum - (see next slide)

+ Feedback from stakeholders will be integrated in the BDSG workplan and activities.

Discussion on the place of Patient Reported Outcome initiated at EMA. Next steps as part of Patient data workshop
to be organised in June 2022.

BDSG annual report for 2021 is preparation.
BDSG Newsletter — subscribe here.
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https://www.ema.europa.eu/en/documents/other/european-medicines-regulatory-network-data-standardisation-strategy_en.pdf
https://www.ema.europa.eu/en/about-us/how-we-work/big-data/data-analysis-real-world-interrogation-network-darwin-eu
https://www.ema.europa.eu/en/events/learnings-initiative-webinar-optimal-use-big-data-regulatory-purpose
https://www.ema.europa.eu/en/events/eu-big-data-stakeholder-forum
mailto:bigdata@ema.europa.eu
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BDSG progress update since September 2021 (2/2)

Q3 2021 - Q2 2022 Q1 2023 - Q2 2023

Designing and preparing for the pilot

v' Based on learnings from pre-pilot Key decision point

v’ Initial technology changes for raw data submission in place = Make recommendations to

= Selection criteria for pilot procedures; process for identifying MB, HMA, CHMP, BDSG on
procedures regulatory benefit of

» Business process & operating model design, Data Protection access to raw data
Impact Assessment, Communications & change management
including training, Internal & external guidance

>
I Executing the pilot
= Estimated start in summer 2022; duration of approx. 9 months
= 10 MAAs chosen based on pre-defined selection criteria
= Willing applicants to be invited to take part via letter of intent
» Different operating models for raw data analysis to be explored

Q2 2022 - Q1 2023 taking into account capacities
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Key highlights from 2021 stakeholder workshops

Learnings Initiative for Optimal Use of Big Data for Regulatory Purpose workshop

 Fitness of real-world data for regulatory purpose should be integrated in the processes to generate RWE and
should consider data quality and validation to increase confidence in the scientific evidence generated

» Stakeholder engagement is critical to allow progress in the area of real-world data and scope of stakeholders to be
involved should be broadened, e.g. data providers, health care systems and policy makers

* Recommendations from registry-based guideline broadly applicable to RWE and process optimization should consider
early discussions to allow better planning of pre- and post-licensing RWE generation

o Methodological skills are necessary for analysing Big Data, investigate which methodologies are appropriate and
acceptable for regulators. Training of stakeholders is heeded on new guidelines.

* Heterogeneity of results between data sources is a source of knowledge. Metadata, data quality assessments and
study design choices are important to minimise “unwanted” heterogeneity.

2021 multi-stakeholder Big Data Forum

e Top priorities for 2022 indicated by the big data forum participants: 1. Data quality and representativeness, 2. DARWIN
EU and 3. Regulatory processes

* Engage with ERNs, Rare disease registries. Establish place of patient reported outcome

* Transparency and collaboration needed beyond analysis (on processes, methods, results). Clarity on regulatory
requirements (e.g. data quality, processes) is important. Need for guidelines/guidance/best practice guide/toolkit
e Development of skills should go beyond regulators (e.g. patients)
¢ Pilots results/lessons learned should be discussed with stakeholders
* More research on methodologies is needed
5 e EU and international convergence/harmonization is needed .
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| MA Summary of the key achievements in 2021
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DARWIN EU

Data quality &
representativeness

Data discoverability

EU Network skills

EU Network
processes

Network capability
to analyse

Delivery of expert
advice

Governance
framework

International initiatives

EU BD stakeholder
implementation forum

Veterinary
recommendations

2021

Progress on the DARWIN EU Coordination Centre selection - Support to the EHDS?2 pilot - establishment of the DARWIN EU
Advisory group (3 meetings)

Selection of the Consortium to deliver a draft EU data quality framework

Study of metadata for real-world data completed POC for metadata repository delivered - Consultation on metadata for
real-world data, incl. stakeholder,—— ——

Training signpost made available in
outsourcing initiated

ience curriculum adopted - Survey of skills completed - Training delivery

* op held”™ RWE use cases developed / Pilot initiated with PRAC, PDCO, COMP, SAWP - discussion
P - exploratory discussion initiated with HTA and pavers

Learnings i .
initiated wit

a analysis completed - Design initiated of CHMP pilot for clinical raw data analysis of MAAs — Raw data
Advisory gréUp established - Scientific information dossier pilot on advanced analytic initiated - Discussion on Clusters of I
Excellence - AI workshop held

EMA Management Board agreement on the creation of a methodologies working party - ENCEPP RWE methods guide publishg
CHMP Guideline on Registry based studies published

BDSG recommendations on ethics advice completed - collaboration with EC on EHDS and TEHDAS initiated

Progress on RWE international Collaborat
workshop - FDA/PMDA/HC consultation
studies organised through ICMRA

ata standardisation strategy published, incl. stakeholder
completed - Collaboration workshops on COVID-19 observational

2nd Multi stakeholder forum Big Data held I

Workshop on the Veterinary Data Strategy held I
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2022 informed
Start establishment of the Coordination Centre - Support EHDS2 pilot — Start conducting pilot/studies for decisio king
DARWIN EU stakeholder engagement on methods, processes and transparency .
EU Data quality Framework v1.0 available - Recommendations to strengthen data qualification - 2 workshops: on data qua /
I Ej;f‘egg:t'gt’i'fgness and on data qualification

I Data discoverability Agreement on RW Metadata for regulatory purpose (v.1.0) - Launch of RWD public catalogue

I EU Network skills Select Training delivery outsourced provider - Roll out of Big data curricula (Biostatistics, Pharmacoepidemiology, Data science)
Efoc“‘::sv;zrk RWE integration pilots: PDCO, COMP, SAWP, CAT, CHMP, HTA and Payers

I L“oegﬁglr‘;sceapab“ity Paper on Clusters of Excellence - Pilot on raw data analysis initiated - Draft guideline on AI in medicines regulation

I Delivery of expert RWE and advanced analytics expert advice established through methodologies working party RWE guidanc
advice agreed
Governance
framework EHDS legal proposal and impact assessment technical support - Publish Q&A on data protection

I International initiatives | prograss on RWE international Col map - International regulators workshop on real-world evidence

I EU BD stakeholder
implementation forum Multi stakeholder forum Big Data

Veterinary
I recommendations International cooperation forum and the Vet Data Hub established
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Conclusion: delivering the Network Strategy to 2025

« Significant progress continued in 2021 to enable data transformation of the EU regulatory
network

« Plans for 2022, including establishing DARWIN EU and the pilot of clinical trials raw data

analysis will provide stakeholders with tangible deliverables and future benefits.

"By delivering the vision of a regulatory system able to integrate Big Data into its assessment and decision
making, we can support the development of innovated medicines, deliver life-saving treatments to patients
more quickly and optimise the safe and effective use of medicines through measurement of a products
performance on the market.”

8 BingcyData Task Force final report December 2019
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Thank you

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Follow us on %W @EMA_News
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