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What is Horizon Scanning?

Systematic examination of information to detect early signs of scientific and technological 
developments with previously unknown regulatory challenges or public health opportunities

Definition

Objectives

Output

• Enable EU Medicines Regulatory Network (EMRN) to proactively prepare for 
forthcoming challenges and opportunities

• Future-proofing the EMRN in next 5 – 10 years

• Fostering high-quality development and ensuring innovation reaches patients

Topic-specific reports that explore challenges and opportunities in the identified areas 
from a regulatory perspective. The reports include recommendations for action aimed at 
the EMRN and stakeholders.

HS activities - Industry stakeholder platform on R&D
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Horizon Scanning workflow
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Information scanning

1. Information 
collection and 
screening 

2. Curation and 
labellingS

te
p 

1

Signal 
identification

1. Assessing 
curated info 
items

2. Signal 
identificationS

te
p 

2

Signal prioritisation

1. Signal filtering

2. Topic selection

3. Resource 
identificationS

te
p 

3

Report drafting

Deep dive:
1. Topic scoping

2. Report drafting

3. ConsultationS
te

p 
4

Dissemination

1. Publication 

2. Dissemination

3. Follow-up 
actions 
(workshops, 
guidance, 
workplans)

S
te

p 
5
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Information scanning
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SOURCES

Information 
screening

News/media

Third-party reports

Conferences, workshops

Scientific literature

EMA internal data
(early stakeholder 

interactions on innovative 
topics)

European Medicines Regulatory 
Network

(EMA committees, working 
parties…)

HS activities - Industry stakeholder platform on R&D
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Output

Genome Editing Faecal microbiota 
transplants

Alzheimer’s 
disease

Nanotechnology-
based MP

New Approach 
Methodologies

EMRN

• EMA
• Committees & working 

parties
• EU-IN
• EC

International

Stakeholders

• National policy makers
• WHO
• ICMRA

• Medicines developers
• Technologies developers
• Healthcare professionals
• Patients
• Funders

Follow-up actions: 
 Stakeholder workshops

 Contribution to EMA 
working parties 
workplans

 Drafting of new guidance

Deep-dive reports

https://www.ema.europa.eu/en/documents/report/genome-editing-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/faecal-microbiota-transplantation-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/faecal-microbiota-transplantation-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/alzheimers-disease-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/alzheimers-disease-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/nanotechnology-based-medicinal-products-human-use-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/nanotechnology-based-medicinal-products-human-use-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/new-approach-methodologies-eu-horizon-scanning-report_en.pdf
https://www.ema.europa.eu/en/documents/report/new-approach-methodologies-eu-horizon-scanning-report_en.pdf
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Webinar on Horizon Scanning methodologies 
(20 May 2025) 

Participants: 

◦ International agencies and non-profit organisations performing Horizon Scanning  
(EMA, JRC/EC, EFSA, WHO, Newcastle University/NIHR IO, EUDA)

Objectives:  

◦ Share best practices on horizon scanning methodologies and outputs

◦ Discuss the impact of horizon scanning activities and how to optimise them

◦ Discuss challenges and opportunities arising from Horizon scanning activities

◦ Explore potential synergies and collaborations among institutions

Main points: 

◦ Different activities (signal detection, trends and technology monitoring, foresight, 
forecast) can fall under the Horizon Scanning umbrella term

◦ Horizon scanning is a continuous process and experts' consultation is needed

◦ Workflows and methodologies can vary according to the target audience for the 
activities

6 HS activities - Industry stakeholder platform on R&D



Classified as internal/staff & contractors by the European Medicines Agency 

7

Business Analysis & Forecasting

Forecast and business intelligence on marketing-authorisation applications with a three 
years time window

Scope

Objectives

Output

• Enables accurate budgeting

• Workload planning & identification of the most appropriate resources and scientific expertise

• Facilitate development

• Support medicines availability 

Reports regularly to EMA, HMA, NCAs and EHTSG

HS activities - Industry stakeholder platform on R&D
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Intel gathering from developers
Portfolio & Technology Meetings (PTMs)1
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PT meetings

Survey

Follow-up

 Identify issues impacting the progress of product 
portfolios and assist successful development

 Capture innovative and disruptive technologies

 Anticipate the scientific and regulatory expertise needed 
to assess future applications

 Facilitate exchange on European Medicines Agencies 
Network strategy e.g., NAMs, AI, RWE

Survey
On pipeline submission plans (e-update)

1. Portfolio and technology meetings

https://www.ema.europa.eu/en/human-regulatory-overview/research-development/portfolio-technology-meetings


Classified as internal/staff & contractors by the European Medicines Agency 

Intel gathering output
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• Methodology of clinical trials
• Novel ways of evidence 
generation / data sources
• Digital technologies
•Medical devices associated with 
medicines and treatments

Top 5 
discussion 

topics

• NAMs
• AI
• WoCBP 
• ODD
• Shortages
• Sandbox 

Current* 
topics of 
special 
interest

* NAMs = New Approach Methodologies; AI = Artificial intelligence; WoCBP = Women of Childbearing Potential; ODD = Orphan Drug Designation



Classified as internal/staff & contractors by the European Medicines Agency 

Points for discussion

10 HS activities - Industry stakeholder platform on R&D

What is the industry view on 
Horizon Scanning? 

How can we increase the 
impact of Horizon Scanning 

activities? 

Is there any 
convergence/room to 

optimise (EU) preparedness?
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Thank you

Follow us

Acknowledgements: Oriane Blanquie and Patrícia Correia

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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