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Housekeeping rules g

- Please don't forget to mute yourself.
- This meeting will be recorded.
- All participants have access to the chat.

- It is possible to send separate messages by clicking on the
Image of the person you want to talk to, and so you will be
able to start a private conversation with him/her.

- We will have a Q&A session at the end of the meeting, but
feel free to write your questions down in the chat. We will
share with them with our speakers in due time.
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Welcoming remarks

e Mike Isles, European Alliance for Access to Safe Medicines

Setting the scene
e MEP Petar Vitanov, S&D (Bulgaria)

Why do nanomedicines and nanosimilars require a
centralised regulatory pathway

e Prof. Scott McNeil, University of Basel (Switzerland)
e Jon De Vlieger, Working Group on non-bioclogical complex drugs, Lygature
e FIP representative, credentials

DG SANTE: next steps

e Andrzej Rys, DG SANTE Director for health systems, medical products and innovation

Open debate and concluding remarks

e MEP Petar Vitanov, S&D (Bulgaria)
e Mike Isles, European Alliance for Access to Safe Medicines
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Ann. N.Y. Acad. Sci. ISSN 0077-8923

ANNALS OF THE NEW YORK ACADEMY OF SCIENCES

Issue: Equivalence of Complex Drug Products
CONCISE ORIGINAL REPORT

How to select a nanosimilar

Alain Astier,’* Amy Barton Pai,?* Marco Bissig,®* Daan J.A. Crommelin,** Beat Fliihmann,5-
Jean-Daniel Hecq,%“ Josefien Knoeff,5 7@ Hans-Peter Lipp,%:* Alberto Morell-Baladrén,®:?
and Stefan Mihlebach®10:¢

'Department of Pharmacy, Henri Mondor University Hospitals, Créteil, France. 2Department of Clinical Pharmacy, University
of Michigan, Ann Arbor, Michigan. 3H{)spital Pharmacy, Ospedale Regionale di Lugano, Lugano, Switzerland. ADeptartment
of Pharmaceutical Sciences, Utrecht University, the Netherlands. ®Vifor Pharma Ltd., Glattbrugg, Switzerland. SHospital
Pharmacy, University Hospital of Mont-Godinne, Yvoir, Belgium. "Faculty of Sciences, Vrije Universiteit Amsterdam, the
Netherlands. 8Hospital Pharmacy, Universitatsklinikum Tibingen, Germany. *Hospital Pharmacy, La Princesa Hospital,
Madrid, Spain. "°Department of Pharmaceutical Sciences, University of Basel, Basel, Switzerland

Address for correspondence: Beat Fluhmann, Vifor Pharma Ltd., Flughofstrasse 61, 8152 Glattbrugg, Switzerland.
beat.fluehmann@viforpharma.com

Nanomedicines in the class of nonbiological complex drugs (NBCDs) are becoming increasingly available. Up to
23 nanomedicines have been approved, and approximately 50 are in clinical development. Meanwhile, the first
nanosimilars have entered the market through the generic approval pathway, but clinical differences have been
observed. Many healthcare professionals may be unaware of this issue and must be informed of these clinically
relevant variances. This article provides a tool for rational decision making for the inclusion of nanomedicines into
the hospital formulary, including defined criteria for evaluation of substitutability or interchangeability. The tool was
generated by conducting a roundtable with an international panel of experts and follows the same thought process
that was developed and published earlier for the selection of biologicals/biosimilars. In addition to the existing
criteria for biosimilars, a set of seven criteria was identified that specifically apply to nanosimilars. These include (1)
particle size and size distribution, (2) particle surface characteristics, (3) fraction of uncaptured bioactive moiety, (4)
stability on storage, (5) bioactive moiety uptake and (6) distribution, and (7) stability for ready-to-use preparation.
Pharmacists should utilize their pharmaceutical expertise to use the appropriate criteria to evaluate the comparability
of the drug to decide on interchangeability or substitutability.
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Statement on the “Interchangeability of drugs with a
complex active substance composition”

The non-biological complex drugs (NBCD) consist of four drug groups: the low-molecular-weight
heparins, the glatiramoids, the iron carbohydrate complexes and the liposomal parenterals (e.g.
containing the active substance doxorubicin). They all share the common feature of being drugs with a
complex composition. As they also include the low-molecular-weight heparins, however, which are
biological in origin, the term “non-biological complex drug” is a legitimate subject for debate. None of the
products is of biotechnological origin (i.e. a biological), however, which is to be conveyed by the
internationally introduced name “NBCD".
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This statement was prepared on the basis of the results of a consultation of experts organized by the
German Pharmaceutical Association [DPhG]) together with the House of Pharma & Healthcare, Frankfurt.
The following members of the expert panel contributed to the preparation of the statement and support

the recommendations formulated therein:

Prof. Dr. Susanne Alban, Kiel Prof. Dr. Stefan Laufer, Tlbingen

Dr. Michael Binger, Wiesbaden Dr. Martin Lorenz, Frankfurt

Prof. Dr. Henning Blume, Oberursel Prof. Dr. Jochen Maas, Frankfurt

Prof. Dr. Wolfgang Briick, Goéttingen Dr. Milan Novakovic, Berlin

Dr. Joachim Burschapers, Frankfurt Prof. Dr. Friedemann Paul, Berlin

Prof. Dr. Theodor Dingermann, Frankfurt Dr. Otto-Quintus Russe, Frankfurt

Dr. Daniel Fendji, Berlin Prof. Dr. Manfred Schubert-Zsilavecz, Frankfurt
Prof. Dr. Sebastian Harder, Frankfurt Prof. Dr. Fritz Sérgel, Heroldsberg

Prof. Dr. Eva Herrmann, Frankfurt Dr. Gerhard Tischler, Berlin

Lothar Jungbluth, Obertreis Dr. Christian Ude, Darmstadt

Prof. Dr. Michael Lammerhofer, Tlibingen Dr. Dagmar Walluf-Blume, Berlin
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products is of biotechnological origin (i.e. a biological), however, which is to be conveyed by the

internationally introduced name “NBCD".
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EU Parllament meetmg ‘Handling Innovation in
nanomedicines: regulatory changes needed to realise
new treatment opportunities and ensure patlent safety’
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Joint Researeh Centre, EU Commission, Jon De Vleiger - Lygature, Mike Isles and Laura
Cigolot - EAASM
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MEP Maria Carvalho (EPP, Portugal)

LED
European Alliance for

Access to Safe Medicines Www.eaasm.eu



The Nanomedicines o
Regulatory Coalition

THE REGULATORY NANOMEDICINES COALITION
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European Parliament
2019-2024

Plenary sitting

08.11.2021

REPORT

A9-0317/2021

on a pharmaceutical strategy for Europe

(2021/2013(INI))

Committee on the Environment, Public Health and Food Safety

Rapporteur: Dolors Montserrat

Rapporteur for the opinion (*):
Marc Botenga, Committee on Industry, Research and Energy
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European Parliament
2019-2024
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Innovative fields of medicine
should be authorised by the
centralised approval framework for

_— nanomedicines; oS
B @ e 0N (o™ S
SRt e

“ -0 PO . A pPYs ~

2

*. 101. ...calls on the Commission to
** establish a regulatory framework
for nanomedicines and nanosimilar
.« medicines, and calls for these
products to be approved through a

compulsory centralised procedure;

. orteur: Dolors Montserrat
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Rapporteur for the opinion (*):
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anomedicines — ensuring patient
safety through regulatory clarity

Mike Isles
Executive Director,
European Alliance for Access to Safe Medicines
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@ Nanomedicines and Nanosimilars: Building a

B Betar Viaho robust legislative framework

Petar Vitanov (BG, S&D) is a member of the
European Parliament's Environment, Public The EU has the chance to lead the world in developing a centralised regulatory

Health and Food Safety Committee procedure for nanomedicines and nanosimilars, argues Petar Vitanov
26 Jul 2021

¥ @PetarVitanovMEP

Read
on PressReader.
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