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Fostering research and innovation in Germany: Pharmastrategy & Medical Research Act 
(„Medizinforschungsgesetz“)

• Related activities at BfArM

From national to joint European Medicines Regulatory Agencies Network Strategy: 
EMANS Update 2028  to foster innovation, digitization and availability

Leveraging Data and AI in a growing eHealth ecosystem: 

Update on digitization strategy in Germany / AI projects at BfArM

Connection to the European Health Data Space (EHDS) and other EU (regulatory network) data & AI initiatives
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Pharmastrategy and Medical Research Act –
new taks for & related activities at BfArM 
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EMA Homepage: Monitoring the European clinical trials environment A deliverable of the ACT EU Priority Action 2 - February 2024

Status quo – Research in Germany and EU:
Clinical trials

2
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National perspective: From Pharma strategy to the draft for a 
„Medical Research Act“ (Medizinforschungsgesetz)
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MFG

Pharmastrategy – overall objectives

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 

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

by…
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Pharmastrategy and Medical Research Act (MFG): Overview- measures

Measures
MFG

1. Simplify and accelerate clinical trials

2.  Strengthen regulatory authorities and create synergies

3. Digitalization in the healthcare sector 

4. Incentives to locate manufacturing facilities in EU

5. Ensure EU competitiveness

6. Fostering innovation/research projects

7. Pricing/AMNOG

8. Reduction of bureaucracy/best practice dialog
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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”

Planned changes through Pharmastrategy and MFG – main
BfArM related activitities (1)
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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 PEI become the authorities formally conducting the procedure,
→ Advantage: Reduction of duplicate reviews, BfS no longer reviews.

Planned changes through Pharmastrategy and MFG – main
BfArM related activitities (2)
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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:
• Studies that are dealt with in the EMA's Emergency Use Group, 
• Master protocol studies
• first-in-human studies
• ATMP studies
→ Pooling of expertise for these particularly urgent or complex procedures

Planned changes through Pharmastrategy and MFG – main
BfArM related activitities (2)
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Work on implementation 
parallel to the legislative 

process in close cooperation 
between the BMG, BfArM and 
PEI to achieve the objectives 

of the MFG/the 
pharmaceutical strategy

Great interest and many 
discussions (associations, 

companies, etc.)

Initial measures underway, 
others will follow successively 
before/after the MFG comes 

into force

Information events with the 
entry into force;

continuous exchange on 
developments under the MFG

MFG and Pharma strategy implementation roadmap – status quo
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Advice by the Innovation Office: 
Kick-Off Meeting
• Informal exchange about innovative products
• Support and orientation about regulatory steps
• Improve awareness and understanding of regulatory 

requirements
• Preparatory step towards scientific advice

Clinical developement
Phase I, II, III

Non-clinical
developement

Marketing 
authorization, 

post-marketing 
monitoring

Idea, research, 
development

Scientific Advice
• Pharmaceutical / biotechnological quality
• Pre-clinical
• Clinical
• Biometrics, biostatistics
• Pharmacovigilance
• Procedural issues
• Health technology assessment (Joint Scientific Advice (EU); national: G-BA)

Pre-CTA advice
• Pharmaceutical / biotechnological quality
• Pre-clinical
• Clinical
• Biometrics, biostatistics
• Technical aspects of submission (CTIS)

Pre-submission advice
• Legal basis
• Structure and content of dossier
• Labelling aspects
• Procedure and timetable
• Technical aspects of the submission

Regulators as Enablers, not Gatekeepers -
Das Advice portfolio along the LifeCycles of medicinal prodcuts & medical devices
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Fostering Innovation, digitization
and availability – from national to
European activities
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BfArM active partner in EU Initiatives: ACT EU (Accelerating Clinical 
Trials in Europe)
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ACT EU
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Zoom-in: Support, Knowledge Sharing, Training –
and Scientific Advice 
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EMANS 2028
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EU Pharmaceutical Revision –joint review process
and update of European Regulatory Network Strategy (EMANS) to 2028

Mid-point 
report

Review of 
Strategic Focus 
Areas 

Reflection 
paper

Review and 
update of 
EMANS to 2028
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- Pharmaceutical legislation revision
- MSSG
- CMA

Focus topic EMANS 2028 and regulatory
network activities:

Availability & supply
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• 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

EU-Activities to improve supply and availability
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- Close monitoring and intensive exchange with companies

and relevant stakeholders, successfull implementation of
preventing measures (e.g. antibiotics)

- Based on lessons learned and best-practice-sharing,

recommendations to strengthen supply chains

- Toolkit on recommendations to tackling shortages

- Voluntary Solidarity Mechanism

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

MSSG achievements and latest updates
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- MSSG as part of the CMA Steering Board
- Key objectives of the CMA:

Critical Medicines Alliance (CMA)

o Providing inclusive and transparent consultative platform to the EC 
o Focusing on critical medicines that face greatest vulnerabilities, 

on the basis of the ongoing Commission vulnerability analysis
(substances listed on the Union list of critical medicines)

o Identifying vulnerabilities in critical medicines supply chains.
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.

https://www.ema.europa.eu/en/news/first-version-union-list-critical-medicines-agreed-help-avoid-potential-shortages-eu
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Leveraging Data and AI in a growing eHealth

ecosystem: 

Update on digitization strategy in Germany 

AI projects at BfArM

Connection to the European Health Data 

Space (EHDS) and other EU (regulatory

network) data & AI initiatives
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Focus „Data 
usage and 

connection“ –
EHDS,…

Linkage to
digital 

ecosystem

Continuous further development through current digitization- and data usage-

strategies (at national and European level)

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

Patients receive access to and control 
over electronic health data

Establishment of a cross-border data 
infrastructure (MyHealth@EU)

Secondary use

Establishment of a European data 
platform (HealthData@EU), 

accessible via data access bodies

Processors use data for research, 
innovation, regulatory purposes, 

policy-making and statistical purposes

Primary use

Publication date: 3 May 2022

Source: Adapted from Federal Ministry of Health
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Current and previous EU projects
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Focus currently: Health Data Access Bodies

Adapted from EU Commission
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AI (projects) for regulatory purposes
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• Challenge: Ever increasing numbers of incidence reports need 
to be processed
• Currently more than 40,000 reports p. a.
• Yearly increase of around 15%

• Automation of the underlying processes is required to be able 
to keep up with this increase.

• 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

Applications of Artificial Intelligence (AI) at BfArM –
in Medical Device Vigilance

Free 
text

Large 
Language 
Model

Summary
Classification
Metadata Coding 
(IMDRF, …)

Conclusions
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Research and Development Projects:
Artificial Intelligence (AI) in Medical Device Vigilance

AI-assisted Certification of Medical 
Device Software

BfArM investigates how an ontology-
based system for the approval of 
software-based medical technology 
can support regulatory processes 
(esp. vigilance) and vice versa.

Secure medical microsystems and 
communications

BfArM contributes to the 
development of AI-assisted 
regulatory processes and 
cybersecurity.

Reinforced market surveillance of 
medical devices and in-vitro 
(diagnostic medical) devices

BfArM will contribute to establishing 
EU-wide best practice for machine 
learning-based automatic coding and 
signal detection.

JAMS 2.0
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AI 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, 

o identify risk potentials prospectively 

o find adequate solutions

• Analysis of critical points with regard to

o supply relevance of the active ingredient

o risk potentials 

o of the production sites

o of the trade routes

o Simulation of failure scenarios

• Coordination point for increasing the security of supply of identified critical active ingredients, 

starting materials and intermediates

FMD data

MP 
database

MP 
production

Trade routes

Further 
sources, if 
applicable

Market data

EU-wide
shortage

information
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Early warning system for supply-relevant supply shortages
Provisional target structure 

FMD data*

MP 
database

(BfArM)

MP 
production

Trade-
number

(IFA)

Market data

German & 
EU-wide
shortage

information

Dataware-
house

(BfArM)

PZN integration

Admission data
- Manufacturer etc.
- Trade number
- SPOR

Forecast

Information 
on shortages

Current 
Developments

Demand analysis, etc.

Trade 
routes

Availabilities/dependencies

• Crosslinking of already existing 
data

• Targeted request for additional 
information

• Option of integrating additional 
data sources, such as EDQM

• Current status:
➢ Cooperation agreements 

have been signed
➢ Data warehouse in 

development
➢ Integration of trading 

numbers has started

Prices / 
Reference 
amounts

*FMD data: only in context with the reimbursement of costs

Critical price structures
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AI activities for regulatory decision making – EU level
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Real World Data, Real World Evidence, 
Digitalisation and AI 

• Digital health
• Forecast shortages
• Development Health data lab (FDZ) and Data 

access bodies
• Integration EHDS
• RWD and AI-usage in regulatory affairs
• Harmonised European approach

Monitoring trends and 
directing proactively

• Horizon scanning
• Targeted stakeholder communication
• Innovation – advice and network for

successful clinical trials/ lifecycle-
management

Enhancing cooperations 
in a digital health environment

Our strategic answer to current and upcoming trends and challenges –

BfArM, together with EMNRN, as partner and enabler

• HTA
• Interoperability
• New legislations (MFG; e.g. 

more intensive cooperation
BfArM and PEI)

• Bringing together expertise on 
combinations of medicinal
products and medical devices
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Federal Institute for Drugs and Medical Devices
Prof. Karl Broich
President
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

Thank you very much for your attention!

Contact

mailto:Leitung@bfarm.de
http://www.healthdatalab.de/
http://www.bfarm.de/innovation
http://www.bfarm.de/diga

