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Introduction to the SUPPLY Project - 1

Background:

The need for plasma to produce PDMPs is still increasing, and we have faced shortages in PDMPs.
» Europe is increasingly dependent on plasma collected in the USA.
» Availability of PDMPs is driven by a world-wide competitive market.

« COVID-19 pandemic and global political and economic developments have highlighted urgency in building resilience
for crisis situations.

« Sufficient collection of plasma by a country does not automatically mean sufficient supply of PDMPs for its
inhabitants.

o In some European jurisdictions, commercialising public plasma is not leading to an enhanced and evidence-
based usage of the products involved in the countries where plasma is collected

« SUPPLY is an 18-month project co-funded by the European Union’s EU4Health Programme.

» €1.9Million Project - EC grant of €1.1Million and €756.000 coming from the project consortium members.

This report is part of the project “101056988/SUPPLY” which has received funding from the European Union’s EU4Health Programme (2021-2027). The
Co-funded by content of this report represents the views of the author only and is his/her sole responsibility; it can not be considered to reflect the views of the
the European Union European Commission and/or the European Health and Digital Executive Agency (HaDEA) or any other body of the European Union.

The European Commission and the Agency do not accept any responsibility for use that may be made of the information it contains.
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Introduction to the SUPPLY Project - 2

Project goals:

Increase and strengthen the volume and resilience of plasma collection in the EU
» Focus on how BEs can improve and build up voluntary unpaid plasma collection programs
* Maintain donor safety in a way that benefits donor health and plasma quality

« Evaluate current legal frameworks and policies in the EU on plasma collection and tender models to ensure safe
and adequate access for EU patients to essential PDMPs

Main project outcomes:

« Set of recommendations and guidance for all stakeholders

« Contribute to the EU becoming more strategically independent in its need for plasma medicines

This report is part of the project “101056988/SUPPLY” which has received funding from the European Union’s EU4Health Programme (2021-2027). The
Co-funded by content of this report represents the views of the author only and is his/her sole responsibility; it can not be considered to reflect the views of the
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SUPPLY Project — Set-up

™
Plasma value chain
Blood and plasma PDMP supply
A

WP2: Donor WP3: Plasma collection and WP6: Clinical programme on
recruitment and processing best practices appropriate/prioritized use of PDMPs
retention best
practices

WPS5: Plasma donor

protection best

practices

WP7: Dissemination and Communication
WP1: Project management
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SUPPLY Consortium
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Plasma value chain

Blood and plasma . . . PDMP supply

WP 4 objectives:

* (Qaining insight into the current situation on public plasma collection and its linkage to PDMP access
models

« formulate recommendations for the development of common EU policies or legal frameworks aimed
to support efforts to achieve a higher degree of strategic independence, also in times of crisis.

Main tasks:

e Survey

» Position paper

« Development of a tool

« Assessment report on Plasma and PDMPs economics and tenders
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Plasma value chain

Blood and plasma . . . PDMP supply

Results of the “Survey on plasma collection and PDMPs production from national plasma in EU”

 In 1/3 of Member States plasma is sold to different companies
 In 1/3 of Member States plasma is sold to one company on exclusive basis
* In 1/3 of Member States plasma is fractionated through toll manufacturing agreements

» There is a governance gap given that we do not have a full description of the European situation.

» In many cases CAs do not have a clear overview of the situation in their Country.
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Plasma value chain

Blood and plasma . . . PDMP supply

Main recommendations where common EU legal provisions can favour plasma collection and
fractionation in a common EU framework

Legal provisions:
» To consider / define plasma as a strategic resource

» To favour cooperation among different systems and models
« To favour cooperation among MS
» For the priority use of products coming from fractionation of domestic plasma.

For EU plans supporting the increase and improvement of plasma collection.
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Objectives & Recommendations

— Objectives
Deliverable 2.1 Deliverable 2.2 Transfer plan
Overview of plasma donor Assessing identified practices Developing a
recruitment and retention regarding efficiency and recommendation and
strategies identifying novel practices transfer plan

Recommendations

» Snacks are provided in all countries and should remain in BE’s incentive portfolio.

« Additional health checks are ranked well among all donor groups and across all
countries.

* In non-remunerated countries, plasma donors are used to receiving no incentives and
therefore prefer to receive no incentives, recognition, or health checks.

* Inremunerated countries, plasma donors are used to receive money and they prefer
incentives with monetary value e.g. paid days off

*  *N.B. Awaiting final SOHO Regulation text on Financial neutrality etc
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WP 5 Plasma Donor Protection best practices set up

Collect information on current plasma Evaluate the available scientific evidence Describe requirements for a support
donor protection practices (survey and on plasma donor protection practices tool on standardized donor vigilance
analysis report) (scoping review and systematic review) data to be collected (report)

Formulate (evidence-based) recommendations (report)

Analysis report on the inventory of existing plasma donor protection practices

» All organizations use similar selection criteria e.g., vein suitability, minimum body weight,
and Hb, although sometimes with different acceptance criteria

» Donor protection practices vary considerably between plasma collection centers (e.g.,
difference in special procedures for first-time donors, or mitigation of blood loss)

« Considerable variation in equipment/settings between centers
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Gap analysis and data support tool

Evidence gaps:

« preventive measures including the impact of the technologies used on the safety of donors
« selection criteria including total plasma protein levels, IgG, and Hb

- different donation frequencies and the effect on donor safety

* long-term health effects of plasma donation

Procedural gap:

* registration of adverse events Y v—
Donation ID OO
internal code SR 04
Typ of advers reaction Vasovagale reaction with LOC > 60 sec
. Time of occurence during pd
Data support tool created on standardized medcine sea?
OMR/EMR yes
P Degree of severi 2
donor vigilance data to be collected : = oo
age 45
sex f
Donation type Plasma (SP/FFP?)
First time donor? no
No plasma donation in the op 24
total number of plasma donations 112
body weight 82
body height 178
donation/equipment information
target volume plasma in ml 850
collected volume in ml 340
anticoagulant used in ml 83
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Recommendations on protection of plasma donors

Adhere to the Blood Guide (21st edition 2023) until further evidence is acquired and:

A maximum of two plasma donations per month, pending sufficient evidence confirming the safety of

higher donation frequencies. This recommendation is based on expert opinion and reflects the view of
a majority of WP5 members.*

* Alternative recommendation, supported by two WP5 members: a maximum of two plasma donations

per month, unless a donor health and IgG management system is established by the respective
blood establishment.

* Monitoring IgG levels. Evidence of optimal IgG algorithms and test intervals are lacking.

« Urgent initiation of prospective studies to examine the health consequences of plasma donation at
varying frequencies.

* Implementation of a register for standardized haemovigilance data on a mandatory basis
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Plasma value chain

Blood and plasma . PER— POMP supply [
Donors donation Plasma processing ractionation {focus immunoglobulins) Patients

WP3: Plasma Collection and Processing Best Practices

WP objective:

To develop a set of recommendations that will support increased and improved plasma collection

programmes by BEs throughout Europe and will ultimately strengthen the resilience of plasma collection
during crisis.

“We strive for the most efficient plasma chain with the highest IgG yield and the lowest waste”

Tasks
» Collection center set up and efficiency

* Improving the plasma collection and processing chain, design of the product journey from collection to
transportation and fractionator

« Characterize and explain the waste of recovered plasma in Europe
» Plasma price and cost modelling
» Quality of collected plasma
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content of this report represents the views of the author only and is his/her sole responsibility; it can not be considered to reflect the views of the
European Commission and/or the European Health and Digital Executive Agency (HaDEA) or any other body of the European Union.

The European Commission and the Agency do not accept any responsibility for use that may be made of the information it contains.

Co-funded by
the European Union

¢y SUPPLY |




Plasma value chain

Blood and plasma . PER— POMP supply [
Donors donation Plasma processing ractionation {focus immunoglobulins) Patients

WP3: Plasma Collection and Processing Best Practices

Most important recommendations:

« To meet the demand for plasma a formula (RADIUS) can be used to determine the optimal number of
donor centres and their strategic location.

* Regulatory requirements should be simplified and modified to increase plasma pheresis programs and
avoid waste.

» Focus on retaining donors and increasing donation frequency while building a sustainable donorbase

» Invest in cost reduction programs to make the processes more efficient, for example by automation or
digitalization.

* Use the IgG concentration to determine the value of plasma as “low-frequency” donors have a higher
concentration of 1gG.
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Plasma value chain

Blood and plasma . . . PDMP supply

Results: Data Collection on Ig use

Key Points:
« Member States exhibit uneven data collection capacities for Ig usage.
» Diverse steps needed for systematic data collection.

Prerequisite:
Establish robust policies and regulations on data jurisdiction, control, and management.
» Determine governance structures and identifying key stakeholders at the national level.

Step 1: Identify and map existing data sources on Ig use within each Member State.
» Utilize registries and databases from existing reference networks and scientific societies.

Step 2: Establish a comprehensive centralized Ig-database and analytics hub.
» At the national or regional level.
» Interconnect aggregated data with the European Health Data Space for optimal analysis.
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Plasma value chain

Blood and plasma . o PDMP supply
— re—— — —

Results: Harmonisation

Objective: Establish crisis management plans, integrate harmonised approaches into existing medical guidelines for
iImproved healthcare delivery.

Recommendations:

1) A harmonised methodology for a prioritisation plan in case of shortages that should include:
» High medical need and unmet medical need.

Added benefit of Ig, considering alternative treatments.

Quiality of evidence.

Quiality of life for patients, with patient involvement.

Utilizing the EMA list of authorised indications.

2) A harmonised management plan that should:

* Include a system of checkpoints (such as: UK's "Commissioning Criteria Policy for the use of therapeutic
immunoglobulin England.)

» Align with treatment recommendations and guidelines from scientific societies.

Finally, a coordinated communication and shortage awareness system should be set in place at the EU level

This report is part of the project “101056988/SUPPLY” which has received funding from the European Union’s EU4Health Programme (2021-2027). The
content of this report represents the views of the author only and is his/her sole responsibility; it can not be considered to reflect the views of the
European Commission and/or the European Health and Digital Executive Agency (HaDEA) or any other body of the European Union.

The European Commission and the Agency do not accept any responsibility for use that may be made of the information it contains.

Co-funded by
the European Union

¢y SUPPLY |




SUPPLY Project Take aways

« Focus on retaining donors while building a sustainable donor base

« Carry out a large prospective study in plasma donors to examine the health consequences
of plasma donation at varying frequencies

« Take consideration of the IgG level to determine the value of plasma
* Invest in the increase and improvement of the plasma collection, MS create action plans!

* Introduce legal provisions at national level which link collected plasma to the usage of
products manufactured from this plasma by the public health sector

« Create national databases on Ig usage at patient level
* Need for an EU wide harmonized management plan on shortages

e Continue to collaborate!
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SUPPLY - Part of a continuum..
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e European Group For

SRS Accreditation And Liaison Of
Blood-Tissues And Cells
Establishments

EURDPEAN UNION CONSEIL DE LEUROPE

EDQM & EU Commission
Plasma Supply Management Symposium
(29-30 January 2019)

Recommendations to Stakeholders

These recommendations were drafted by a working group consisting of members of the TS093
Plasma Supply Management Working Group, a subordinate working group of the European
Committee on Blood Transfusion (CD-P-TS), and stakeholders’ representatives during a . 3 .

meeting held the day after the Plasma Supply Management Symposium (list of participants as \¥ & X L ) .
Appendix). \ ]
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human origin (SoHO) Coordination and Harmonisation of the Existing Systems

against Shortages of Medicines — European Network

m EURDPEAN  'Brissek, 24.10.2023 0 EUROPEAN MEDICINES AGENCY
COMMISSION COM(2023) 672 final

SCIENCE MEDICINES HEALTH

COMMUNICATION FROM THE COMMISSION Medicines v Human regulatory v Veterinary regulatory v Committees v News & events v Partners & networks v
TO THE EUROPEAN PARLIAMENT, THE COUNCIL, THE EUROPEAN
ECONOMIC AND SOCIAL COMMITTEE AND THE COMMITTEE OF THE
REGIONS

EMA takes further steps to address critical shortages of
Addressing medicine shortages in the EU mediCineS in the EU

News 24/10/2023
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OUR PARTNERS

What is SUPPLY?

SUPPLY is a project co-funded by the European

Union’s EU4Health Programme that aims to increase and

strengthen the resilience of plasma collection in the EU to
enable a stable and adequate supply of Plasma-derived
medicinal products (PDMPs). The entire plasma chain is

being assessed - from plasma donor recruitment,

retention, and health, through plasma collection and
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the European Union

Thank You

Questions/Comments? info@supply-project.eu

Website: WWW.supply-project.eu
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