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PRISMAP on track

= 32 projects from 4 calls

= Find out what they are all about on our website!
https://www.prismap.eu/access/user-projects/

= >60 deliveries of 15 different radionuclides for 28 projects

= 5 projects completed

= 2 projects published already

= Holzleitner, N. et al.,; Preclinical Evaluation of Gastrin-Releasing Peptide Receptor
Antagonists Labeled with ' Tb and '7/Lu: A Comparative Study; Journal of Nuclear
Medicine jnumed.123.266233 (2023). doi: 10.2967/jnumed.123.266233

= Sevenois, M. B. et al.,; Optimised solid-phase extraction of 21At: Activity balance of 211At,
210At and 2'9Po after wet chemistry target dissolution; Radiation Physics and
Chemistry 225, 112146 (2024). doi: 10.1016/j.radphyschem.2024.112146
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PRISMAP behind the scene

= Besides the supply of radionuclides or the access to our biomedical research facilities,
PRISMAP keeps developing our infrastructures and building knowledge to support the
community.

= All our outcomes can be found our website: https://www.prismap.eu/about/outcomes/
and much information is shared through our newsletter: sign up to the PRISMAP
Community to stay tuned! https://www.prismap.eu/radionuclides/user-forum/
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NCBJ has received its new Cyclone 30XP
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EMA Innovation Task Force Briefing meeting

Prismap

EUROI’LAN MLD[CINLS AGENCY

TEALTH

EMA/237805/2023
European Medicines Agency

ITF Briefing meeting report
PRISMAP The European Medical Radioisotope Program

Briefing meeting held online with the European Medicines Agency (EMA) on 31/03/2023.

The objective of the ITF briefing meetings is to provide for a preparatory discussion on scientific and
regulatory topics relevant to the development of new medicinal products and technologies
complementing and reinforcing existing formal procedures.

Applicant: PRISMAP The European Medical Radioisotope Program

Product / technology / method  Radionuclide Production
1 methodology description:

Intended use: Preparation of Radiopharmaceuticals for diagnosis and/or therapy

EMA
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Reply to EMA’s Concept papers to revise
guidelines

Contribution ID: 44836283645 471-bf2a-32634d05afa?
Date: 26/10/2023 18:16:56

Inspectors Working Group, EMA

Reply to PRISMAP’s questions Submission of comments on Concept paper on
the revision of the Guideline on
Radiopharmaceuticals Based on Monoclonal
Antibodies

Flelds marked with * are mandatory.

EUROPEAN MEDICINES AGENCY

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH N o crgnsaion o niua
County oforganisaion o ndidual .
3 Conuson 0 eOHS85-3024-4686b00+-cos95467ac0
24 0ctober 03 O 26102023 18043
BN INS/GHP/ 9032412023 =i Submission of comments on Concept paper on
Human edicines Divsion ¢ the revision of the Guideline on

Radiopharmaceuticals
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To: Sason Feldkamp Hayashi
On behalf of the PRISMAP consortium

EUROPEAN MEDICINES AGENCY

+Name of organisation of individual

Statement PRISMAP Radionuclides and Annex 3 - Proposal for Annex 3 PP
amendments

hdlhe22é&h and medical application

~Email

IAEA

Participation in TM Meeting on
Radiopharmaceutical Regulations
March 2023
Position paper in EINMMI RPC in Jan. 2024

(POSITIONPAPER  OpenAccess
»l').

Position paper to facilitate patient access
to radiopharmaceuticals: considerations

for a suitable pharmaceutical regulatory ( &
framework

“Y IAEA

\,J Intermational Atomic Energy Agency

Aruna Korde', Marianne Patt?, Svetlana V. Selivanova®*, Andrew M. Scott*%, Rolf Hesselmann’, Oliver Kiss®,
Natesan Ramamoorthy’, Sergio Todde'®, Setske M. Rubow ", Luther Gwaza'?, Serge Lyashchenko”,
Jan Andersson'*'%, Brian Hockley'®, Ravindra Kaslival'” and Clemens Decristoforo'® g-)

Abstract
Background: Nuclear medicine has made er

ountries, which could be mitigated by improving access to and availability
pharmaceuticaks

WP-4 Regulatory Activities with EMA and regulatory bodies

Proposals for Revision of
EU Pharma regulation

Comments on EU-Commission proposal for
revision of pharmaceutical legislation

released in April 2023

Proposal to revise definitions and regulatory
texts on ,radionuclide precursors”

=
Emails sent to MP’s, alignment with EANM
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= Tb-161: Drafting a Monograph (SCK CEN, PSI, NCBJ) and developed standardised

WP4-Standardisation, exemplified by Tb-161

analytical methods to provide harmonised specifications across different
producers. -

I. N.C.A.-TERBIUM*'*'TB)-CHLORIDE-SOLUTION-FOR-RADIOLABELLINGY|

ggw:&ig N.c.a.-Terbium-(*%*Tb)-chloridi-solutio-ad-radio-signandum¢
1

3 PSI 161Tb3'1|

. DEFINITIONY
@3 Ner ?""'}'Ef:t’:‘e"":: Baded -":;m‘:z: Solution-containing’Terbium-161-in-the-form-of Terbium(lll)-ion-in-dilute-hydrochloric-acid.q

National Physical Laboratory

" Tb-161 — Nuclear Medicine Equipment study (NMES)

= Measurement Tb-161 in different geometries traceable to
NPL standards

= Comparison of multiple dose calibrators
= Exploration of a calibration workflow for quantitative SPECT |
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From a dream to recommendations for the future

= The European Economic and Social Committee issued an opinion in
Spring 2024 about Europe’s Beating Cancer Plan, the SAMIRA Action
Plan, and in particular the European Radioisotope Valley Initiative

(ERVI)

= The Council of the European Union has taken up that opinion to
recommend the ERVI programme and the consolidation of PRISMAP to

PRISMAP+.
https://www.consilium.europa.eu/en/press/press-
releases/2024/06/17/radioisotopes-for-medical-use-council-approves-conclusions/

e —
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PRISMAP Information Portal

https://www.prismap.eu/radionuclides/information-portal/
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PRISMAP Information Portal

This portal gathers documents providing information on specifications, standard
practices and regulations relevant for the following major fields and topics
addressed by PRISMAP:

* Nuclear decay data

« Production of radionuclides

« Development and Preparation of Radiopharmaceuticals
« Specifications and Quality Control/Metrology

« Radioprotection/Transport Issues

The uploaded information relies on knowledge acquired or produced within the
PRISMAP network, but links to entities with relevant information not available in
PRISMAP documents are also provided. It is in tune with the PRISMAP s goal to
standardize and harmonize research and development activities with novel
radionuclides within and outside PRISMAP network, while providing guidance for
their clinical translation, namely to pharmaceutical authorities and policy makers
at the European and national levels.

" Development and Specifications and
Production of 2 s
Nuclear decay data " £ preparation of quality
radionuclides n A
radiopharmaceuticals control/metrology
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Education and training

Radioprotection/transport
issues

PRISMAP has opened its
information portal, a new
feature on our website.

It collates together all the
data and information that
are relevant for our many
communities under 5 main
themes:

= Nuclear decay data

= Production of radionuclides

= Radiopharmaceuticals

= QC & metrology

= RP & transport

It provides links to
databases and guidelines,
but also to publications and
deliverables with new data
and information generated
by PRISMAP.


https://www.prismap.eu/radionuclides/information-portal/

PRISMAP shipping & logistics

= Transport of radionuclides remains a challenge for PRISMAP and our entire community.

= With >60 deliveries for project + internal deliveries for development, we are gaining a lot
of experience with shipping.

= Qur findings are summarised in a series of 3 deliverables, available online:

= D9.1: First public report from the PRISMAP work package 9 (WP9, transport and
logistics).
https://zenOdOOrg/record/6606494 Activity remaining after transport

= D9.2: Compliant and efficient transportation.
ol I I |
" 10

https://zenodo.org/doi/10.5281/zenodo.1006¢ -~

= D9.3: Database of packages, documents, apt
https://zenodo.org/doi/10.5281/zenodo0.11109 :.
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PRISMAP Community

* Formerly known as the PRISMAP User Forum, the PRISMAP Community is meant to be
more inclusive, and a place where all stakeholders and interested parties can feel they
belong, not just the users.

= https://www.prismap.eu/radionuclides/user-forum/

= Kristoff Muylle (VU Brussel) and Stijn De Schepper (UZ Antwerpen) have agreed to lead
the PRISMAP Community and shape its activities through working groups.

= More information to be expected shortly after the EANM symposium in Hamburg.
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PRISMAP Call 5

= https://www.prismap.eu/access/project-application/

= Deadline 15 Oct 2024
Selection through the autumn and start early 2025

= Same portfolio as before (no new radionuclide at this stage) and full access to our
biomedical facilities

= Limited time to completion: all deliveries and activities should happen before 30 Sept
2025! Make sure to scope your project accordingly.
= Limited number of deliveries
= Emphasis towards SME and to prepare clinical trials in the near future

= Reach out to the PRISMAP Helpdesk for advice in preparing your proposal
https://www.prismap.eu/access/helpdesk/

= Extra info and guidelines on our portal
https://www.prismap.eu/access/application-guidelines/
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o F

Training news & opportunities . o

= MOOC “At the heart of European medical radioactivity”
= Has already attracted 28 participants

= Perfect introduction to anyone new in the field, or for anyone who would like to broaden their
interest in another discipline.

= Continuous expansion of the content, especially thanks to lecturers at our training events.
= https://www.prismap.eu/radionuclides/educational/

= School on medical imaging, Riga (Latvia), 18-21 Feb 2025
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