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Pharmastrategy and Medical Research Act -
new taks for & related activities at BIArM



Status quo - Research in Germany and EU:
Clinical trials
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EMA Homepage: Monitoring the European clinical trials environment A deliverable of the ACT EU Priority Action 2 - February 2024
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National perspective: From Pharma strategy to the draft for a
,Medical Research Act” (Medizinforschungsgesetz)

w

R

Federal Institute
for Drugs

Die
Bundesregierung

Strategiepapier

Verbesserung der Rahmenbedingungen fiir den Pharmabereich in Deutschland
Handlungskonzepte fiir den Forschungs- und Produktionsstandort

Ausgangslage:

Arzneimittel sind unabdingbar fiir die Gesundheit der Menschen und wesentlicher Faktor des
medizinischen Fortschritts. Die pharmazeutische Industrie ist ein Schliisselsektor und eine
Leitindustrie der deutschen Volkswirtschaft. Eine langfristig starke pharmazeutische Industrie ist
fiir die Gesundheitsversorgung und den Wirtschaftsstandort von grofier Bedeutung. Wenn man
die internen Aufwendungen fiir Forschung und Entwicklung am Umsatz misst, ist die
Pharmaindustrie die forschungsintensivste Branche in Deutschland - sie investiert mit mehr als
acht Milliarden Euro rund 15 Prozent ihres Branchenumsatzes in Forschungs- und
Entwicklungsaktivitaten. Deutschland ist einer der wichtigsten Biotech-Standorte weltweit, Im
europdischen Vergleich der Pharmamirkte steht Deutschland gemessen am Umsatz (56,5
Milliarden Euro im Jahr 2022) auf Platz 1 und ist mit einem globalen Marktanteil von rund 4
Prozent auch der viertgrofite Pharmamarkt der Welt.

Die Pharmabranche ist auch ein bedeutender Teil der kritischen Infrastruktur. Die
pharmazeutische Industrie ist essentiell fiir die medizinische Versorgung und bedarf einer
besonderen Betrachtung fiir Bedrohungen und Krisenlagen. Die COVID-19-Pandemie hat
verdeutlicht, welche Stirken die pharmazeutische Industrie in der Umsetzung von Forschung und
Entwicklung hin zu lebensrettenden Produkten besitzt und welche erhebliche Wertschopfung
sich daraus fir den Wirtschaftsstandort Deutschland ergeben kann. Die pharmazeutische
Industrie hat aber auch Abhingigkeiten und Lieferengpasse offenbart.

and Medical Devices

Deutscher Bundestag
20. Wahlperiode

Gesetzentwurf

der Bundesregierung

Entwurf eines Medizinforschungsgesetzes

A. Problem und Ziel

Arzneimittel und Medizinprodukte sind unabdingbar fiir die Gesundheit der Men-
schen und wesentlicher Fakior des medizinischen Fortschrius. Zuletzt hat der For-
schungs- und Produktionsstandort Deutschland im internationalen Vergleich an
Attrakuvitit verloren. Daher hat die Bundesregierung am 13. Dezember 2023 mit
ihrem Strategiepapier .,Verbesserung der Rahmenbedingungen fiir den Pharma-
bereich in Dentschland* umfassende Handlungskonzepte fiir den Forschungs- und
Produktionsstandort Deutschland beschlossen. Der Entwurf eines Medizinfor-
schungsgesetzes ist ein wichtiger Teil dieses Handlungskonzepts

Mit dem Entwurf eines Medizinforschungsgesetzes sollen die Rahmenbedingun-
gen fiir die Entwicklung, Zulassung und Herstellung von Arzneimitteln und Me-
dizinprodukten verbessert werden. Dies starkt die Atraktivitat des Standorts
Deutschland im Bereich der medizinischen Forschung, beschleunigt den Zugang
zu neuen Therapieoptionen fiir Patientinnen und Patienten und fordert Wachstum
und Beschiftigung

Ein Kernstiick ist die Verzahnung des strahlenschutzrechtlichen Anzeige- und Ge-
nchmigungsverfahrens fiir Anwendungen radioaktiver Stoffe oder lonisierender
Strahlung am Menschen zum Zweck der medizinischen Forschung mit den medi-
zinprodukterechtlichen Genehmigungs- oder Anzeigeverfahren und den Verfah-
ren zur Genehmigung einer klinischen Prifung mit Arzneimitteln im Sinne des §
4 Absatz 23 des Arzneimitielgesetzes (AMG). Diese Verzahnung ist auch im Stra-
tegiepapier der Bundesregierung .. Verbesserung der Rahmenbedingungen fiir den
Pharmabereich in Deutschland® vorgesehen. Mit diesem Schrin wird einem we-
sentlichen Anliegen der forschenden Pharmaindustrie Rechnung getragen. Die
Antragseinreichung bei verschiedenen Behirden und das zeitliche Ausemnander-
fallen der unterschiedlichen Verfahren wurden insbesondere von Unternchmen
der Pharmaindustrie als zeitintensiv und kostenaufwindig kritisiert.

Die zwischen pharmazeutischen Unternehmen und dem Spitzenverband Bund der
Krankenkassen (GKV-Spitzenverband) verhandelten Erstattungsbetriige fiir pa-
tentgeschiitzte Arzneimittel sind 6ffentlich zuginglich. Aufgrund der internatio-
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MFG
Pharmastrategy - overall objectives

Strengthening the attractiveness of Germany as a pharmaceutical location and
ensuring a reliable supply

by...

\

Improving the framework conditions for a strong, sustainable and internationally
competitive pharmaceutical industry in DEU/EU
\

Reliable market conditions as a key location factor for new investments

|
‘ Good research infrastructure with highly qualified specialists and close

cooperation between the relevant research institutions

[

Reduction of strategic dependencies on Germany/EU and ensuring the availability
of medicines

@ Federal Institute
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Pharmastrategy and Medical Research Act (MFG): Overview- measures

— 1. Simplify and accelerate clinical trials

= 2. Strengthen regulatory authorities and create synergies

3. Digitalization in the healthcare sector

Measures
MFG

4. Incentives to locate manufacturing facilities in EU
5. Ensure EU competitiveness

6. Fostering innovation/research projects

— 7. Pricing/AMNOG

R | g 8. Reduction of bureaucracy/best practice dialog

and Medical Devices
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Planned changes through Pharmastrategy and MFG - main
BfArM related activitities (1)

Intensified cooperation BfArM - PEI

— Objective:
To ensure that the pharmaceutical industry in Germany benefits from faster processing of clinical trials

and approval procedures while maintaining high quality.

The technical expertise of the two higher federal authorities will remain as before and will be used in
joint project teams.

Coordination and process management for approval procedures and applications for clinical trials
(incl. ethics vote, radiation protection) for all* medicinal products: BfArM as “single entry point”

@ Federal Institute
e for Drugs

and Medical Devices
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Planned changes through Pharmastrategy and MFG - main
BfArM related activitities (2)

Changes - Radiation protection

- Most important changes: Introduction of a “single entry point” approach for the notification or
authorization procedure under radiation protection law:

Use of the same electronic submission portals as for the procedures under medical devices and
medicinal products legislation.

Review of radiation protection notification procedures by the ethics committees:
BfArM or PElI become the authorities formally conducting the procedure,
— Advantage: Reduction of duplicate reviews, BfS no longer reviews.

m Federal Institute
e for Drugs

and Medical Devices
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Planned changes through Pharmastrategy and MFG - main
BfArM related activitities (2)

Specialized ethics committee for special procedures ("Federal Ethics Committee" )

- Office at BfArM, separate from approval body,

- BMG appoints members,

— Specialized Ethics Committee for Special Procedures adopts rules of procedure with the approval of
the BMG,

- Responsible for the following clinical trials:

e Studies that are dealt with in the EMA's Emergency Use Group,

* Master protocol studies

e first-in-human studies

e ATMP studies

= Pooling of expertise for these particularly urgent or complex procedures

m Federal Institute
e for Drugs

and Medical Devices
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MFG and Pharma strategy implementation roadmap - status quo

Work on implementation
parallel to the legislative
process in close cooperation

between the BMG, BfArM and Initial measures underway,
PEI to achieve the objectives others will follow successively
of the MFG/the before/after the MFG comes
pharmaceutical strategy into force
Great interest and many Information events with the
discussions (associations, entry into force;

companies, etc.) continuous exchange on

developments under the MFG

@ i c 2
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Regulators as Enablers, not Gatekeepers -
Das Advice portfolio along the LifeCycles of medicinal prodcuts & medical devices

vy

Advice by the Innovation Office: “O’ Scientific Advice Qj
Kick-Off Meeting - * Pharmaceutical / biotechnological quality é&
* Informal exchange about innovative products * Pre-clinical
* Support and orientation about regulatory steps * Clinical
* Improve awareness and understanding of regulatory * Biometrics, biostatistics

requirements * Pharmacovigilance
* Preparatory step towards scientific advice A * Procedural issues

A * Health technology assessment (Joint Scientific Advice (EU); national: G-BA)

/

@

Marketing

ldea, research, Non-clinical Clinical developement authorization,
development developement Phase |, II, Ill post-marketing

monitoring
o

Pre-CTA advice ,.5& Pre-submission advice
* Pharmaceutical / biotechnological quality — * Legal basis =P
* Pre-clinical * Structure and content of dossier
* Clinical * Labelling aspects
_ * Biometrics, biostatistics * Procedure and timetable
m foloral situte * Technical aspects of submission (CTIS) , * Technical aspects of the submission ,
and Medical Devices / /
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Fostering Innovation, digitization
and availability - from national to :
European activities : (Q@

3



BfArM active partner in EU Initiatives: ACT EU (Accelerating Clinical
Trials in Europe)

Better, faster, optimised clinical trials

Improving the clinical trials environment in the European Union through harmonisation,
innovation and collaboration with stakeholders.

Our work
Our purpose .
The Accelerating Clinical Tnals in the European Union (ACT EU) initiative e ' . / pé \
will support smarter clinical trials through regulatory, technological and ((@ (1 1)
process innovation. \ A /
LI ST BUE 18 JNie B ee NS peise LIE L Implementation of the Clinical Multinational clinical trials by non-

development and enables collaboration and innovation at all stages of Trials Regulation commercial sponsors
the clinical research lifecycle.

Multi-stakeholder platform

Seamless coordination among stakeholders, regulators and ethics o » .
committees will lead to more cross-border collaboration. % I — | -
The result will be better, more impactful clinical tnals, benefitting patients @)} I I Li

and healthcare in Europe in the process.

Scientific advice Clinical trials methodologies Clinical trials training curriculum

and Medical Devices
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ACT EU

Eﬂ ’i‘ﬁé, E

Federal Institute
for Drugs
and Medical Devices

E ACT EU MULTI-ANNUAL WORKPLAN 2022-2026

Initial clinical trial applications must be submitted under CTR

Priority action

Q4 Q1 Q2 Q3 Q4
PA 1: Mapping & @ Mapping of Network CT activities
governance

Develop RACI matrix for extended Network groups

@ RACI matrix for core governance groups

@ Monthly KPIs tracking CTR implementation

PA 2: Implementation @ Prioritise & resolve sponsor issues

of CTR

. Survey to identify issues for sponsors

Concept paper for
multi-stakeholder
platform

PA 3: Multi-stakeholder
platform

Multi-stakehaolder
workshop on ICH E6 GCP

PA 4: Good Clinical
Practice modernisation

EU clinical trials @
data analytics
strategy

PA 5: Clinical trials

data analytics Develop EU clinical trials dashboard

PA 6: Targeted
communication campaign

Launch elinical trials
newsletter

Communication campaign

information
exchange

@ Decentralised clinical trials workshop

PA 8: Methodologies @ Complex clinical trials Q& workshap

@ survey stakeholders @ Operate 1% pilot phase
Develop a consolidated scientific advice process

All trials regulated under CTR

2024 2025 2026

Q1 Q2 Q3 Q4 QL Q2 Q3 Q4 Q1 Q2

Launch one-stop shop for information
on academic support

Scheme to support large multinational CTs

Kick-off multi-stakeholder platform
Events run under the multi-stakeholder umbrella

Implement changes in EU guidance documents
Communications and change management strategy

@ Workshop to identify topics of common interest

multi-stakeholder platform

lDF‘_dicated website for ACT EU lEnhanCEd website linking to

@ Assess Pharmaceutical Strategy

Operate expanded @ @ Optimise & expand
pilat phase consolidated advice process

@ Publication of methodology guidance roadmap @ ICH E9 (R1) Estimands fully implemented

Support to guideline development

® Decentralised clinical trials recommendation paper

@ Lzunch the mentorship
programme & assessors’ training

PA 9: Clinical trial

safety
@ SAFE CT KPIs identified

Training @ @ Framework contracts for training content
strategy

PA 10: Training

. @ Training gap analysis
curriculum

@ Enhance
PA 7: Scientific advice Intra-network

Q3 Q4 Q1 Q2 Q3 Q4
2022 2023

@ Process established for
Metwork safety coordination

. Review IT functionalities for safety

@ Safety assessors’
curriculum defined

@ vearly IT review @ vearly IT review @ vearly IT review

Dialogue on training needs with academia & SMEs

Compilation of modules for different target audiences

Launch modules in Clinical Trials, Data Science, Pharmacoepidemiology & Biostatistics

Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 Q1 Q2
2024 2025 2026
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Zoom-in: Support, Knowledge Sharing, Training -

and Scientific Advice

Clinical Trials Information System (CTIS) newsflash

“MA's "CTIS newsflash’ contains key updates on the latest developments, including system improvements, and

inks to useful reference materials.

CTIS newsflash - 31 May 2024
‘x‘ Reference Number: EMA/240557/2024

English (EN) (277.561 KB - PDF)
First published: 03/06/2024

CTIS newsflash - 17 May 2024
‘!‘ Reference Number: EMA/162262/2024

English (EN) (478.28 KB - PDF)
First published: 21/05/2024

CTIS newsflash — 3 May 2024
‘!" Reference Number: EMA/174397/2024

% Federal Institute
e for Drugs

and Medical Devices

B OEMA  HMA

T\J'L'Ol‘-"‘_ FUROPEAN MEDICINES AGENCY Heads of Medicines Agencies
Commission
—

20 December 2022
EMA/42033/2023

Accelerating Clinical Trials in the European Union (ACT
EU)

Priority Action 10: Training strategy

Sent for comments to ACT EU co-leads 30 September 2022
Sent for comments to ACT EU matrix 18 November 2022
Adopted by ACT EU Steering Group 20 December 2022

Ei an " . .
Commission EUROPEAN MEDICINES AGENCY Head

10 June 2024
EMA/253080/2024

Guidance for applicants: pre-CTA advice pilot
ACT EU priority action on consolidated advice

Contents

E O EMA HMA

1. What is the pre-CTA advice pilot?
2. How does this pilot fit within the landscape of all EU advice activities?.....

2 What aea tha ~eltaris ba sanly far tha aeaaPTA sdulca allat?

3] © EMA HMA :

Eurspeon EURDPEAN MEDICINES AGENCY cles .essful?.

Commission

10 June 2024 e

EMA/256809,/2024

Guidance for applicants: SAWP CTCG pilot on scientific
advice

ACT EU priority action on consolidated advice

Contents
1. What is the SAWP-CTCG Pilot2...cuuuiiieaimneiinanisnninmamsssm s nssinsssssisasanes 2
2. How does this pilot fit within the landscape of all EU advice activities? .. 2

3. What are the criteria to apply for the SAWP-CTCG pilot scientific advice
procedure? ..., -
3.1 Essential criteria
3.2 Desirable criteria......
3.3 Out of scope of SAWP-CTCG pilot

W wwm N

4. How many pilot procedures are foreseen?.........cccuviauee

5. What fees will I have to pay if my procedure is accepted into the pilot? .3

6. How do I apply for SAWP-CTCG pilot procedure?.......c.cciimiiniieinnnna. 3
7. When will I find out if my request to join the SAWP-CTCG pilot is

SUCCESSTUIZ i e 4
8. What is the process to be followed for the SAWP-CTCG pilot?..........cceauee 4
9. What is the outcome of a pilot procedure? ..., 5
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EU Pharmaceutical Revision -joint review process
and update of European Regulatory Network Strategy (EMANS) to 2028

What will the pharmaceutical sector reform change?

Single Market

Regulatory framework

Medicines for all

Medicine supply

Innovation

Environmentally

friendly

Saving lives

Transparency

creating a Single Market for medicines

reducing the administrative burden for medicines to reach patients faster

ensuring better access to affordable medicines

addressing shortages of medicines and ensuring security of supply

promoting innovation and competitiveness

making medicines more environmentally sustainable

tackling antimicrobial resistance (AMR)

informing better about public funding used to develop medicines

ﬁ Federal Institute
e for Drugs
and Medical Devices

HMA

European medicines
agencies network
strategy to 2025

Mid-point report to Q2 2023

Review and
update of
Reflection EMANS to 2028
paper
Review of
Strategic Focus
Mid-point Areas

report
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European Medicines Agencies Network Strategy (EMANS) to 2028

Strategic theme areas:

. Accessibility
1. Accessibilit
of the data,
. . Network digitalisation
3. Innovation & competitiveness and AT
4. Antimicrobial resistance & health threats EMANS to

=

6. Sustainability of the Network =

Antimicrobial
resistance

& health
threats

4 EMA/HMA EMANS workshop
m Federal Institute
L o for Drugs
and Medical Devices
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Focus topic EMANS 2028 and regulatory
network activities:

Availability & supply

Pharmaceutical legislation revision
MSSG
CMA



EU-Activities to improve supply and availability

e BfArM actively involved in EU discussions, measures and activitites
— In addition to helping to shape future EU pharmaceutical legislation on supply shortages,
close cooperation with EMA / in the network (e.g. with HERA)
— Development of the EMA-Database (ESMP)
— Active contribution to all relevant EU-Working Groups, especially:
 SPOC (,Single point of contact”)
 MSSG (Medicines Shortages Steering Group)

— EU 4 Health — Joint Action on Shortages of Medicines
 BfArM lead in WP 7: Digital Information Exchange for Monitoring and reporting medicine shortages

* Important for future Interoperability

— Critical Medicines Alliance (CMA):
* Transparent advisory platform, focus on addressing weak points in supply chains

% Federal Institute
4 for Drugs

g
and Medical Devices

DGRA annua | congress 2024 Prof. Dr. K. Broich, BfArM | 19.06.2024 21



MSSG achievements and latest updates O

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

19 April 2024
EMA/44164/2024
Executive Steering Group on Shortages and Safety of Medicinal Products (MS5G)

- Close monitoring and intensive exchange with companies
and relevant stakeholders, successfull implementation of

MSSG recommendations to strengthen supply chains of

preventing measures (e.g. antibiotics) critical medicinal products
. . Guidance document to facilitate the identification of regulatory measures to
- Based On Iessons Iea rned and best_practlce_sharlng, strengthen supply chains of critical medicinal products in the Union list
recommendations to strengthen supply chains
- Toolkit on recommendations to tackling shortages oo

- Voluntary Solidarity Mechanism 0

EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

- Current activities:
GLP1 RAs: multistakeholder workshop 1 July 2024 R

Executive Steering Group on Shortages and Safety of Medicinal Products (MSSG)

MSSG Toolkit on recommendations on tackling shortages
of medicinal products

Guidance document for use by the MSSG to facilitate identification of
recommendations on critical shortages of medicinal products

Consultation with Medicine Shortages SPOC WP, CMDh, QRD, IWG 31.08.2023

% Federal Institute Endorsement by MSSG 6.10.2023
4 for Drugs
and Medical Devices
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Critical Medicines Alliance (CMA)

24 October 2023
- MSSG as part of the CMA Steering Board
- Key objectives of the CMA: TZDestarei]
o Providing inclusive and transparent consultative platform to the EC RS
o Focusing on critical medicines that face greatest vulnerabilities,
April 2024

on the basis of the ongoing Commission vulnerability analysis
(substances listed on the Union list of critical medicines)
o ldentifying vulnerabilities in critical medicines supply chains.

Publication of the Commission Communication addressing
medicine shortages in the EU, which includes the Alliance as a
long-term action

Publication of the first Union List of Critical Medicines

Launch of the open call for expression of interest to join the
Alliance

First meeting of the Critical Medicines Alliance

o Pooling expertise and resources of members, to determine how vulnerabilities in the supply chains

could be best addressed.

o Recommending priority actions and proposing new tools to address the identified challenges.
In particular, the recommendations focus on mitigating structural risks and reinforcing supply by:

o encouraging diversification;
o boosting manufacturing.

% Federal Institute
4 for Drugs

and Medical Devices
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https://www.ema.europa.eu/en/news/first-version-union-list-critical-medicines-agreed-help-avoid-potential-shortages-eu

Leveraging Data and Al in a growing eHealth

ecosystem:

Update on digitization strategy in Germany
Al projects at BfArM

Connection to the European Health Data
Space (EHDS) and other EU (regulatory

network) data & Al initiatives

&




Continuous further development through current digitization- and data usage-

strategies (at national and European level)

Focus , Data
usage and
connection” —
EHDS,...

Linkage to
digital
ecosystem

DiGiG and GDNG

% Federal Institute
4 for Drugs
and Medical Devices

HealthData@EU

EMA

Health Data |

ECDC

CORE Services fealth Data
i
Q provided by EC. Access Bodies
ey
l:l GENERIC Services
provided by authorised participants
o) secure Frocessing Envionment

GEMEINSAM on
DIGITAL

Real-world evidence HMA
framework to support
EU regulatory

decision-making

EUROPEAN MEDICINES AGENCY

Report on the experience gained
with regulator-led studies from
September 2021 to February 2023

European medicines
agencies network
strategy to 2025

N Mid-point report to Q2 2023

Access Body

® EMA  HMA:

Multi-annual Al workplan
2023-2028

HMA-EMA Big Data Steering Group




Proposal for a regulation - The European Health Data Space (EHDS)

Primary use

Patients receive access to and control Establishment of a cross-border data
over electronic health data infrastructure (MyHealth@EU)

Secondary use

Processors use data for research, Establishment of a European data
innovation, regulatory purposes, platform (HealthData@EU),
policy-making and statistical purposes accessible via data access bodies

Publication date: 3 May 2022

. Source: Adapted from Federal Ministry of Health
Federal Institute
% for Drugs

and Medical Devices
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Current and previous EU projects

2022 2023 2024 2025 2026 2027

TEHDAS1

) DARWIN
DARWIN-EU - EU Ar\
]
EHDS HealthData@EU-Pilot

]
JL HealthData@EU Pilot

,1‘ HDP Direct Grant: HDP4Germany
|

4GERMANY

QUANTUM

% Federal Institute
for Drugs

and Medical Devices

DGRA annual congress 2024 | Prof. Dr. K. Broich, BfArM | 19.06.2024 27



Focus currently: Health Data Access Bodies

L

Federal Institute
for Drugs
and Medical Devices

[ EMA ]
Data Sharing
Infastructure Core

=3

Services
Health Data Health Data @
Access Bodies Access Body ﬂi?l
SPE SPE Data Users

0 o0Q]

o o]m

00

u_
0 —
D_

Data Holders Adapted from EU Commission
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Al (projects) for regulatory purposes
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Applications of Artificial Intelligence (Al) at BfArM -
in Medical Device Vigilance

* Challenge: Ever increasing numbers of incidence reports need Free
to be processed text
e Currently more than 40,000 reports p. a.
* Yearly increase of around 15%
: : . . Large
* Automation of the underlying processes is required to be able Language
to keep up with this increase. Model

* Challenge: Relevant information in incident reports is provided '
as free text, which used to be difficult to process automatically.

* New possibilities due to the advent of powerful large language

models Classification

Summary Metadata Coding conclusions
% Federal Institute (IMDRF, .")

2R for Drugs
and Medical Devices
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Research and Development Projects:
Artificial Intelligence (Al) in Medical Device Vigilance

=gk SEMECO.  JAMS 2.0

KIMEDS

Al-assisted Certification of Medical Secure medical microsystems and Reinforced market surveillance of
Device Software communications medical devices and in-vitro

(diagnostic medical) devices
BfArM investigates how an ontology- BfArM contributes to the

based system for the approval of development of Al-assisted BfArM will contribute to establishing
software-based medical technology regulatory processes and EU-wide best practice for machine
can support regulatory processes cybersecurity. learning-based automatic coding and
(esp. vigilance) and vice versa. signal detection.
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Al project at BfArM to improve the supply situation:
"Coordination of the production of important active substances”

* Compilation and generation of information and data through cooperation with organizations

and companies in order to

o better evaluate shortage phenomena, prod'\l/lJztion EMD data
o identify risk potentials prospectively

o find adequate solutions

* Analysis of critical points with regard to E:&X;Zi MP Trade routes

.. . . ; database
o supply relevance of the active ingredient information
o risk potentials
o of the production sites

Further
o of the trade routes Market data sources, if

o Simulation of failure scenarios applicable

* Coordination point for increasing the security of supply of identified critical active ingredients,
starting materials and intermediates
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Early warning system for supply-relevant supply shortages
Provisional target structure

. . L. FMD data*
. Crosslinking of already existing
data Prices /
. Reference
. Targeted request for additional MP amounts
. . : Current
information production

Developments

%ritical price structures
Forecast

. Option of integrating additional

data sources, such as EDQM
PZN integration

. Current status: - e .
»  Cooperation agreements Information house [ database ~ DEMMMEEEEN  number
have been signed on Shortages/' (BFArM) Adnl\;liSSiof” dtata t (BfArM) (IFA)
. - anuracturer etc.
»  Data warehouse in ~ Trade number
development G;J”\:;gf - SPOR
»  Integration of trading shortage Nuailabilities/desendenci
numbers has started e Demand analysis, etc. vailabilities/dependencies

Trade

Market data
routes

% Federal Institute
4 for Drugs

and Medical Devices
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Al activities for regulatory decision making - EU level

@) EMA HMA

Multi-annual AI workplan
2023-2028

HMA-EMA Big Data Steering Group

VERSION 1 - NOVEMBER 2023
Bigdata@ema.europa.eu

% Federal Institute
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and Medical Devices

Multi-annual AI workplan 2023-2028 Events Timeframe
2023 2024 2025
Q3 Q4 QL 1Q2 1Q3 Q4 Q1 Q2 Q3 Q4

Guidance, policy and
product support

Tools & technologies

Experimentation

Collaboration and
change management

]
i i i
Continued support to the evaluation of AL in medicines lifecycle

' | | |
Consult on AT RP Revise AI RP, with MWP

on use of LLMs for
EMRN

. Publish AI Tools policy
Al development for EM
|

I
|
Internationa callaborations, indluding rcnm l :
EU wllabu'd‘.lnns. Induthg AL Irltu'-l-gmw Clxnml.mlty. EU leves smrandﬂmdmlia :
Deliver Digital Amdu'nyd’fu'lng and BDSG Data Scence curriculum through EU N'I'Cfranmk
HWPESECSIAnnﬁIuﬂ rntuu-kmllabmﬁonrmddfu-ﬂapdlcwnrs

St.ulwhuldu' mnnwnlraﬂms on lrlﬁdul hﬂnlllgem

1
Al public
workshop

Al pu bllc
workshop

EMRN Masterclass
on Al, with ESEC

-
-
/
/

‘ Experimentation cycles 1

I
1
1
1
I
1
|
1
1
I
I
]
|
I
: i . Publish Internal Guiding Principles for
| , Respons:ble AT for lntemal use, with ESEC
1 1

! ! ) HMA/EMA AT technical
: : deep dive

2023 2024 2025

DGRA annual congress 2024

I
]
]
i
]
Publish Guidance ! Preparations to support the implementation of the AI Act
L . . .
| '
] 1 1
I Establish an Observatory, induding horizon scanning
1 . . .
]
L
i

Develop AL Guidance in Medicines Lifecycle, with MWP, including
1 domain-specific guidance, e.g., Pharmacovigilance
1 i i ' '
L | l | ] |

on open and collaborative
RN

EMRN JAI public

Codefest/Hackathon :worksh op
1
1

-

’

1
|
i D
Y I| Vi '
I/ ! -~y
l 1
| ]
@ Publish AI network research

pricrities roadmap
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Our strategic answer to current and upcoming trends and challenges -
BfArM, together with EMNRN, as partner and enabler

Monitoring trends and Real World Data, Real World Evidence, Enhancing cooperations
directing proactively Digitalisation and Al in a digital health environment

* Horizon scanning * Digital health e HTA
* Targeted stakeholder communication * Forecast shortages * Interoperability
e Innovation — advice and network for * Development Health data lab (FDZ) and Data * New legislations (MFG; e.g.
successful clinical trials/ lifecycle- access bodies more intensive cooperation
management * Integration EHDS BfArM and PEI)
* RWD and Al-usage in regulatory affairs .

Bringing together expertise on
combinations of medicinal
products and medical devices

* Harmonised European approach
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Thank you very much for your attention!

& & 9 4

Contact

Federal Institute for Drugs and Medical Devices SCIENCE NETWORK. H EALTHCARE
Prof. Karl Broich Enabling the Future of Medicine
President

#BfArM: Partner in Germany and Europe

Kurt-Georg-Kiesinger-Allee 3
D-53175 Bonn

Leitung@bfarm.de
www.bfarm.de
www.healthdatalab.de
www.bfarm.de/innovation
www.bfarm.de/diga

Phone +49 (0)228 99 307-3219 #bfarmDigitalFuture
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