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Introduction to the EMRN:

Slides provided with courtesy of EMA

(27 Member States): HMA

FAMHP has strong EU representation in most EU WP’s & Committees
(> 35 at EMA & HMA)
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Introduction to the EMRN:

Translation of EU Strategies into tangible outcomes

Regulatory Science and 
Innovation Task Force

Slides provided with courtesy of EMA

EMRN strategy to 2025 under revision to 2028
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• EMA (ITF) + HMA + National innovation 
offices/contact points (NCA’s)

• Founded: 2016

• Aim: 
 share information & knowledge 
 undertake common initiatives  related 

to innovative drug development support 
 initiate early dialogue with developers
 create regulatory awareness 

Mission: 
Support the EMA Network strategy in facilitating innovation across EU by 
enhancing the access of SMEs and innovators to the available regulatory 
guidance and support 

EU Innovation Offices network (EU IN): as part of the
EU Regulatory Network (EMRN):

Overall Mission: 
Support the EU Regulatory Network strategy in facilitating the development of innovative 
medicines and technologies for drug development across Europe by addressing gaps in 
early regulatory support to innovation
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EU Innovation Offices network (EU-IN): as part of the
EU Regulatory Network (EMRN):

https://www.hma.eu/about-hma/working-groups/eu-innovation-network-eu-in.html

+ EU Pharma legislation revision !

SNSA WG:

• Founded: Q1 2019

• Co-chairs: FAMHP, PEI, 
AEMPS

• Monthly meetings + annual 
F2F meeting

• Collaborations & 
interactions: 
 Other EU-IN WG’s 
 CTCG (pre-CTA advice)
 SAWP
 ACT-EU Initiative: PA7 on 

Scientific advice (+ PA5, PA2)
 HMA
 Annual INNO meetings: (EU-

IN, CTCG, SAWP, EUnetHTA)
 Industry (eg. EFPIA, 

EUCOPE,..)
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Incentives for establishing a national Innovation Office
At FAMHP in 2017:

• Strategic importance:

Key facilitator / accelerator for: 

• Translation of basic science clinical research 

• Access to innovative drug & healthcare products to
patients (derisking clinical trials)

• Maintaining an attractive Belgian ecosystem for clinical
research & attrackting new (pre)clinical research

1st contact point for local Innovators to access 
FAMHP’s scientific & technical / regulatory expertise 
eg. in early development stage

key interface with EMRN & other EU/national bodies !
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EU Activities:  Need for info/knowledge exchange between 
various groups associated with scientific-regulatory advice 
or guidance

National 
Innovation 

Office

CTCG EU IN 

Medical device
Authorities / 

CAMD

SAWP
ITF

MDCG WG’s 
(B&C, CIE, 
NBs, New 

Technologies)

EMA Scientific 
Committees / WGs

EC (Horizon 
Europe, IHI, 
EU4health

ACT-EU, STAMP 
initiatives

National scientific & technical / regulatory support to innovators
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National Interaction mechanisms:  

University 
hospitals 

Sciensano
vaccines, GMO’s

Patient 
Organisations

national HTA / 
reimbursem. 

bodies

Federal health 
authorities

NCA’s

National Innov 
Office

FANC
Radiopharm.

FOD
Volksgezondheid
GLP, COVID19

RIZIV-INAMI
Joint sci-HTA advice

Research 
institutes ITG, REGA

Anti-infectants, anti-virals

MPA, MEB, MHRA, SwissMedic
vaccines

Funding Bodies 

KCE
Drug repurposing

TTO’s

Academia

FAMHP’s expert Database: 800 experts included
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• Predictive timelines
• “One-stop-shop” solutions

Integrated & diversified advice pathways
• Access to FAMHP’s high-quality multi-disciplinary scientific-

regulatory expertise 
• Flexible services & thinking out-of- the-box
• Proactive & iterative guidance through product lifecycle
• Tailor-made support mechanisms targeting specific needs of 

innovators
• Easily accessible
• Early dialogue & communication towards innovators
• Focus on creating long-term partnerships with stakeholders

      Increased success rate and access of new 
      innovative products & treatments to HCP’s & patients

National Innovation office: key incentives for industry, 
academia, spin-offs
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FAMHP’s National Innovation office: general activities

• Scientific & technical/regulatory advice (STA & SNSA): 
• Pharma advice procedures (eg. patient involvement; joint scientific-HTA advice)  
• scope expansion to: Medical devices, IVDs (eg. CoDx), borderline & Drug-

Device combination products, Blood, cells & tissues = NEW !
• developing new services eg.: Simultaneous National SA (SNSA) pilots, preCTA

pilots

• Specific support to SME’s, start-ups and academic research centers / 
hospitals: eg. project info meetings (PIMs), 75% STA fee reduction, repurposing
drug products

• General innovation support & knowledge management:
• General regulatory/technical support & guidance (FAQ’s) 
• EU activities (eg. EU Innovation Network, HMA, MDCG, CTCG, ACT-EU,...)
• EU projects («STARS » , « IncresaeNET » EU4Health JA, STAMP, …) 
• Horizon scanning
• Portfolio meetings (Business pipeline)
• Zero fee for clinical-trial related STA and SNSA requests (if CTA < 2 years)  

3 Main pillars of core activities & services:
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Key benefits:
• > 3 NCA’s / SNSA request possible to facilitate multi-national CT’s 
• enhanced convergence in sci opinions 
• seamless transition from national to EU level 
• consider before applying for EU funding grants !

Simultaneous National Scientific Advice (SNSA): 
   

How to submit: SNSA@fagg-afmps.be   

       

FAMHP: https://www.famhp.be/en/human_use/medicines/medicines/scientific_technical_advice/regulation
HMA: https://www.hma.eu/about-hma/working-groups/eu-innovation-network-eu-in.html

(*) on voluntary basis, subject to case-by-case agreement

mailto:SNSA@pei.de
https://www.famhp.be/en/human_use/medicines/medicines/scientific_technical_advice/regulation
https://www.hma.eu/about-hma/working-groups/eu-innovation-network-eu-in.html
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« IncresaeNET » EU4Health Joint Action (WP8)
Developing a platform for interaction with funding bodies, academia & SME 

to provide very early & sustainable regulatory scientific advice

Researchers Funders

NCAs

Research, development & financing

Advice & Authorisations Exchange of research needs / 
initiatives & regulatory updates

Succesful translation of innovative ideas into clinical research

Pre-Grant Regulatory Scientific Advice (PGRSA): 



14

Implementation of CTR in Belgium/Europe: 31 Jan 2022

How did Belgium prepare for CTR? 
Law 7/5/2017: national implementing legislation in EU MS of Regulation (EU) No 536/2014

o Setting rules for the conduct of clinical trials
o Responsibilities of the competent authorities involved in clinical trials
o General provisions on the protection of trial participants
o Description of the authorization procedure of a clinical trial and substantial modifications

Pilot project in Europe in which Belgium participated
o Belgium participated in VHP and VHP+ procedures launched at EU level to prepare for 

CTR

Pilot project in Belgium to prepare for CTR: 500 initials, 2000 SM
o May 2017 - November 2021
o In collaboration with 15 ethics committees / College
o Evaluation template according to CTR
o FAMHP: single point of contact for submission and interaction with sponsor

Clinical Trial support (R&D division): 
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National implementation of CTR in Belgium

• One-stop-approach:

Sponsors submit 1 application dossier in CTIS (Clinical Trials Information System, previously called 
EU portal) to all MSCs, all having established a National Contact Point (NCP) in their country

• Described in law of 7 May 2017 and royal decree of 9 October 2017
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Specificities of CTR in Belgium within Europe
o Adherence to timelines of accelerated mononational phase 1 submissions
o Reflections and self-evaluation of the list of RFIs and conditions (limiting to the 

essentials)
o Collaborative meetings with sponsors, information sessions, accessible via mail
o Intensive contact between College (representing EC) & FAMHP (NCA)
o FAMHP is taking part in many EU initiatives: 

o Active member of CTCG (Clinical trials coordination group)
o Actively involved in SNSA + pre-CTA SNSA 
o Part of CTR Collaborate project (optimize collaboration between national health 

authorities and national ethics bodies)
o Part of Combine project (root causes of the challenges encountered by sponsors in 

conducting combined studies with medical devices)
o Every discussion involving accelerations of multinational trials (e.g CT Cure)

o College participates to MedEthics EU (group of national representatives of ECs in the 
member states)

Clinical Trial support (R&D division): 
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Clinical trials in 2023 in numbers

* Correctness of data depends on member states’ efforts to keep database of CTD trials up-to-date. 
* CTD trials considered authorised if authorised by the National Competent Authority.
* Trials submitted for transition from CTD to CTR not taken into account as these are not new in the member state.
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1. Communication & reach out to innovators, CT sponsors, etc:   
• eg. dedicated webpage, life science events,  flyer, training webinars,… 

2. Participation to national / EU Guidelines
• eg. Belgian regulatory guidance on the use GMO’s in clinical trials, 

decentralised clinical trials, etc.
• EMA, MDCG guidelines

3. Contribution to Political initiatives: eg.

• R&D Biopharma platform 
• Pharma Future Pacts 1 & 2
• MedTech Future Pacts 1 & 2
• “Belgium, Health & Biotech Valley of tomorrow” Initiative of  

Prime Minister De Croo (Oct 2021)
• EU presidency 2024

Other R&I support activities @ FAMHP level 
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- Proactive follow-up of / input into:

 New EU Regulations: MDR, IVDR, CTR, SoHo, HTA, EU pharma 
legislation revision, AI Act, etc. 

 New concepts & methodologies: 
     eg. Regulatory Sandboxes, Regulatory science

 New Research & Innovation initiatives & policies at EU / 
international level impacting Regulatory Agencies: 

     eg. ACT-EU, EIC, EIT Health, ICMRA, …

 Scientific innovations & emerging technologies
     (eg. 3D/4D printing, gene editing, decentralised CTs , AI/ML, 
    DTx, point-of-care manufacturing, 3R’s,…)

 Regulatory (science) needs / gaps

 Data-driven initiatives

Other Regulatory support activities @ FAMHP 
level 
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Data related needs identification @ FAMHP 
level 

Need to follow-up data initiatives (Data act, 16 EU Ethical principles for 
digital health, AI act, EU Health Data Space) at national, EU and 
international level.

Increasing involvement of  regulatory authorities in 
the data sector!
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Take home messages & challenges  

• Role of Regulators as key enablers for facilitating R&I & early access to
patients has significantly increased in EMRN context

• NIO’s as 1st contact point can help access & navigate academia & industry
through the complex EU regulatory system & refer from national to EU 
level @ appropriate time point !

• engaging early & iteratively during (pre)clin. development lifecycle with 
Regulators is key ! = move to DYNAMIC partnership 

• Globalised product & technology development  >< different regulatory 
requirements across different regions

• Increasing speed & complexity in pharma & medtech product developm., 
integrated technologies / technol. platforms & digitalisation in healthcare
require: eg.
• more proactive, agile & multi-disciplinary way of working
• more data(analytical) driven R&I
• more proactive stakeholder engagement & strategic partnerships (eg. 

with academia, research infrastructures,..)
• enhanced network strategies
• Regulatory science & horizon scanning
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FAMHP webpages: innovation support, STAs, CTAs

Check our website regularly to keep informed ! 

Presenter Notes
Presentation Notes
Het EU IN is historisch gegroeid vanuit de ITF van EMA.
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Contact

Federal Agency for Medicines and Health Products – 
FAMHP

Galileenlaan 5/03 
1012 BRUXELLES

e-mail: innovationoffice@fagg-afmps.be

https://www.famhp.be/en/innovationoffice
https://www.famhp.be/en/human_use/medicines/medicines/research

_development

Follow the FAMHP on Facebook, Twitter and LinkedIn

mailto:sta@fagg.be
https://www.famhp.be/en/innovationoffice
https://www.famhp.be/en/human_use/medicines/medicines/research_development
https://www.famhp.be/en/human_use/medicines/medicines/research_development


Your medicines and health products,
our concern
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