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Independent pan-European NFP organisation 
dedicated to protecting patient safety by 
ensuring access to safe medicines - falsified 
medicines awareness & legislation/safer use 
of off label medicines/medication 
errors/nanomedicine regulatory clarity

Multisectoral, coalition of organisations 
dedicated to making the internet a safer place
to buy medicines where it is legal to do so

Charity whose Queen’s Award for Innovation 
2011 recognises the work sourcing quality 
donated medicines from the pharma industry 
and delivery via secure supply chains to 
disaster-struck areas in close liaison with 
NGOs 
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The Issue - one

• Nanomedicines and follow-on nanosimilars have complex 
manufacturing processes and heteromolecular structures

• The question is being raised in ever increasing frequency, 
whether the current European regulation of medicines for 
human use is robust enough to authorise these medicines 
and their nanosimilar follow-ons

• Until this can be achieved then there is the potential for 
patient safety to be compromised
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The Issue - two

• Currently nanomedicines can be assessed under four different types 
of procedures: 
H National, decentralised, mutual recognition, centralised procedure 

• A survey published in 2018 reported “…strong regional differences 
in the regulation of nanomedicines and confirmed the need for a 
harmonisation of information requirements on nano-specific 
properties”.

Bremer-Hoffmann S, Halamoda-Kenzaoui B, Borgos SE, Journal of Interdisciplinary Nanomedicine vol 
3,issue 1 March 2018

• This gives rise to major safety monitoring issues as the same 
nanosimilar can be registered under different brand names in different 
countries making adverse event monitoring linkage difficult.

Klein et al., European Journal of Pharmaceutical Science Volume 133, 15 May 2019, pages 228-235
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Objective of EAASM and the 
Nanomedicine Coalition Patient 
Safety Project

1.To raise awareness amongst policymakers, 
prescribers, payers, patient organisations and 
patients of the need for scientific consensus on 
definitions for nanomedicines across Europe  

2.To develop a robust fit-for-purpose centralised
regulatory procedure for both new innovative 
nanomedicines as well as nanosimilars follow-on 
products. 



www.eaasm.eu

Methodology

1. Through an extensive advocacy programme comprising:
H A scientific report 
H A summary briefing document 
H A coalition of influential like-minded organisations
H A coalition website
H Scientific paper in Frontiers in Pharmacology
H EU Parliament round table discussions that aim to bring to the 

attention key influencers and especially MEPs, EMA and DG SANTE
H Inclusion into the European Parliament INI report on the 

Pharmaceutical Strategy for Europe
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Scientific report & summary 
briefing document
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Sign the Petition and join the 
Coalition



www.eaasm.eu

The Nanomedicines 
Regulatory Coalition 
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The Coalition Website
https://eunanomedicinescoalition.eu
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MEP Endorsement
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MEP Endorsement
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MEP Endorsement
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Letter to the EU Commissioner for Health 
and Food Safety

5 MEPS
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So where are we in the process?
The Own-Initiative Procedure 
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So where are we in the process?
The Own-Initiative Procedure 

16. Highlights that…nanomedicines, 

nanotechnology…urges the 

Commission to develop appropriate 

regulatory frameworks…



www.eaasm.eu

So where are we in the process?
The Own-Initiative Procedure 

20. Calls on the Commission…to 

ensure the most complex products, 

such as nanomedicines, are 

approved with EMA oversight
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The Coalition is pursuing two objectives in 
ongoing revision of EU Pharmaceutical 
Legislation

1a) Develop a new stand-alone application for non-biologic complex 
drugs/nanomedicines similar to what exists for biosimilars by changing Article 
10 of Directive 2001/83/EC

Or 

1b) Introduce additional requirements for abbreviated (“hybrid”) applications for 
follow-on nanomedicines/NBCDs by Changing Part II of Annex I of Directive 
2001/83/EC (new section similar complex non-biological medicinal products)

And

2) Mandatory centralised procedure for NBCDs (including follow-on NBCDs) by 
adding NBCDs/nanomedicine to Annex of Regulation 726/2004
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Parliament meeting 

• Tuesday 30th November 2021
• Virtual event entitled 

“Nanomedicines and nanosimilars: 
the medical need for a centralised 
EMA regulatory process”

• Via Teams, 1000 – 1130 CET
• Hosted by MEP Petar Vitanov (S&D, 

Bulgaria), with the participation of the 
Dr Rys Director for Health systems 
and products at DG SANTE, Prof. 
Scott McNeil and influential health 
stakeholders
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Parliament meeting 
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The revision of the general pharmaceuticals 
legislation is the perfect opportunity: 
• Regulatory clarity in this area would allow the full benefits of 

nano-medicinal products to be realised. 
Solutions:

Amend Annex I, 2001/83Introduce a centralised 
approval procedure

Introduce a nano-medicinal 
products definition Amend Annex I, 726/2004

Introduce new Article 10.5 of 2001/83 OR amend existing Article 10.3Introduce a regulatory 
framework
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The revision will aim to:

• ensure access to affordable medicines
• foster innovation, including in areas of unmet medical need
• improve security of supply
• adapt to new scientific and technological developments
• reduce red tape

As part of the EU pharmaceuticals strategy, and drawing lessons from the 
COVID-19 pandemic, the Commission plans to evaluate and revise the 
EU’s general legislation on medicines for human use to ensure a future-
proof and crisis-resistant medicines regulatory system.
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However, academics and civil society 

organisations noted that in certain 

areas, such as nanomedicines and 

medical devices, the legislation has not 

responded as well.
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Next steps - Pharmaceutical Legislation due 
to be published on 29th March 2023

• Question to EU Parliament by MEP regarding inclusion of 
the amendments 

• Advocacy to EU Council – Permanent Health Attaches
• Re-connect with DG Sante asking pertinent questions
• Re-connect with MEPs who are supporting the 

amedments
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EAASM Survey Results

We submitted a survey to the National Competent Authorities 
(NCAs) of the Member States responsible for human 
medicines to gather their knowledge and views on 
nanomedicines and nanosimilars (off patent follow-on 
medicines).



www.eaasm.eu



www.eaasm.eu

Proposed definition of nanomedicines:

“Nano-medicinal product shall mean medicinal products that are 
purposely designed, engineered or manufactured to contain 
nanoparticles of at least one external dimension, or an internal or 
surface structure, in the nanoscale range (approximately 1 nm to 
100 nm), which are presumed to affect the physiological or 
pharmacological effect as a result of the size;    OR Particles with at 
least one external dimension, or an internal or surface structure, up 
to one micrometer (1,000 nm), where such medicinal products are 
designed, engineered or manufactured to exhibit physical or 
chemical properties or biological effects, that are attributable to 
their dimensions.”
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Challenges during the assessment

• According to some National Competent Authorities, among the 
most challenging aspects, is the complex manufacturing process 
and the lack of harmonised criteria for their assessment, together 
with the lack of experience and expertise within the National 
Competent Authorities. 

• It should be noted that one of the authorities did not participate in 
the survey, reporting a lack of expertise and limited resources to be 
able to devote to collecting the information needed to answer the 
questionnaire. 
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National Competent Authorities’ considerations

• According to one National Competent Authority, the 
product and type of nanoformulation have to be 
considered in selecting the most appropriate process 
pathway. 

• One of the respondents envisaged the need to develop a 
specific validated pathway for nanomedicines
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23 preferences in total
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Initiatives selected by the Member States

• Three National Competent Authorities did not choose three initiatives but only one. They 
preferences were:
- Additional EMA guidance
- Mandatory centralised procedure for all nanomedicines
- Regular educational workshops on the topic 

• The remaining National Competent Authorities selected three preferences. Their answers 
are: 

6 Additional EMA guidance with harmonised criteria for assessing such products 
4 Clear definition of nanomedicines  
4 Regular educational workshops on the topic
2 Mandatory centralised procedure for all nanomedicines
2 Revision of the EU Pharmaceutical Legislation (which may 

include an extended scope of mandatory centralised procedure   for defined 
nanomedicines)

2 Follow-up to Joint Research Centre work on nanomedicines
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If you would like to take part in this short survey
Please complete your email contact details here……………………………

Investigational Survey on Clinical Interchangeability between 
Nanomedicines and Nanosimilars

Currently, there is no curriculum integrated into many hospitals regarding 
the use and interchangeability of nanomedicines. As a result, there is a lack of 
uniformity and areas to improve patient care. The purpose of this survey is to 
determine clinical knowledge and experience of using nanomedicines and 
nanosimilars in practice. This will enable a better understanding of the 
current clinical situation and identify areas for quality standardisation and 
improvement.
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Thank you
Mike Isles

Executive Director, 
European Alliance for Access to Safe Medicines

Mike.isles@eaasm.eu

Nano2Clinic – Synergies for Clinical 
Translation of Nanotechnology in Cancer 
Therapies 
Zagreb 3 March 2023


