Rémunération / compensation du don de plasma en Europe
Remuneration / compensation of plasma donation in Europe

Rémunération des donneurs de plasma humain

FORUM  ° o

DE BIOVIGILANCE 2023

Rémunération des donneurs de plasma humain

Le 8% forum de biovigilance a pour théme la rémunération des donneurs de plasma humain.
L'événement est organisé par le Comité de biovigilance en collaboration avec le ministére de la Santé
et des Services sociaux et Héma-Québec.
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European Union - Blood directives

Directive 2002/98/EC — quality and safety standards for the collection,

https.//eur-lex.europa.eu/legal-

testing, processing, storage and distribution of human blood and

content/EN/TXT/?uri=LEGISSUM:c11565

blood components
WHAT DOES THE DIRECTIVE DO?

*It lays down quality and safety standards for human blood and its
components to ensure a high level of health protection.

*It covers blood collection and testing and its processing, storage and
distribution when used in transfusions.

KEY POINTS

EU countries must ensure that:

*blood is collected and tested only by designated, authorized,
accredited or licensed establishments with suitably qualified personn

* the necessary measures are taken to encourage voluntary and

Voluntary and unpaid blood donations are a
factor which can contribute to high safety
standards for blood and blood components and
therefore to the protection of human health. The
efforts of the Council of Europe in this area should
be supported and all necessary measures should
be taken to encourage voluntary and unpaid
donations through appropriate measures and
initiatives and through ensuring that donors gain
greater public recognition, thereby also increasing

unpaid blood donations.

WHEN DID THE DIRECTIVE APPLY?

self-sufficiency. The definition of voluntary and
unpaid donation of the Council of Europe should

be taken Into account.

It entered into force on 8 February 2003. EU countries had
incorporate it in their national law by 8 February 2005.

U
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COUNCIL OF ELRCPE

Council of Europe / Conseil de I'Europe

Le Conseil de I'Europe (CdE ; en anglais | Council of Europe, CoE) est une organisation
CONSEIL DE L'EUROPE intergouvernementale instituée le 5 mai 1949 par le traité de L9nd|'es. Il constitue une
organisation internationale qui rassemble environ 675 millions™ de ressortissants de

46 Etats membres, par le biais des normes juridiques dans les domaines de la protection

: '&‘?;_"T i des droits de I'homme, du renforcement de la démocratie et de la prééminence du droit en

Logoiype du Conseil de FEurope.

Europe. Le Conseil de I'Europe est doté d'une personnalité juridique reconnue en droit
- international public.

Conseil de 'Europe / Council of Europe: organisation
intergouvernementale indépendant de I'Union Européenne

Institutions de I’'Union Européenne (UE):

* Conseil Européen / European Council: institution de I'UE qui réunit
les chefs d’Etats ou chefs de de gouvernement des 27 Etats
membres pour définir les orientations et priorités stratégiques de
I"UE

* Conseil de 'Union Européenne / Council of the European Union:
institution qui réunit les ministres des Etats membres pour adopter
les législations (conjointement avec le Parlement Européen,
organisation bicamérale) et coordonner les politiques de I'UE

* Parlement Européen / European Parlement: représente les
citoyens de I'UE

e Commission Européenne: / European Commission: organe
exécutif de I'UE

810z ‘@doin3 jo [1ounon
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Council of Europe / Conseil de I'Europe

Le don de sang, de plasma ou de composants cellulaires est considéré comme
volontaire et non rémunéré lorsqu’il est fait par une personne de son plein gré et qu’il
ne donne lieu a aucun paiement en espece ou toute autre forme équivalente. Il en
serait ainsi de l'octroi d’'un congé compensatoire qui dépasserait le temps
raisonnablement nécessaire pour le don et le déplacement. De modestes marques de
reconnaissance, des rafraichissements et le remboursement des frais liés au don sont
compatibles avec le don volontaire et non rémunéré

Council of Europe, Committee of Ministers, Recommendation No. R (95) 14 on the
protection of health of donors and recipients in the area of blood transfusion, 1995

membres pour définir les orientations et priorités stratégiques de

I"UE

* Conseil de 'Union Européenne / Council of the European Union:
institution qui réunit les ministres des Etats membres pour adopter
les législations (conjointement avec le Parlement Européen,
organisation bicamérale) et coordonner les politiques de I'UE

* Parlement Européen / European Parlement: représente les
citoyens de I'UE

e Commission Européenne: / European Commission: organe
exécutif de I'UE
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Council of Europe / Conseil de I'Europe

Le don de sang, de plasma ou de composants cellulaires est considéré comme
volontaire et non rémunéré lorsqu’il est fait par une personne de son plein gré et qu’il
ne donne lieu a aucun paiement en espece ou toute autre forme équivalente. Il en
serait ainsi de l'octroi d’'un congé compensatoire qui dépasserait le temps
raisonnablement nécessaire pour le don et le déplacement. De
reconnaissance, des rafraichissements et le remboursement de Guide for the implementation

) : . (2 of the principle of prohibition
compatibles avec le don volontaire et non rémunéré o
of financial gain with respect

) . . _ to the human body and its parts
Council of Europe, Committee of Ministers, Recommendation N from living or deceased donors

protection of health of donors and recipients in the area of bloo

membres pour définir les orientations et priorités stratégiques de

I"UE

* Conseil de 'Union Européenne / Council of the European Union:
institution qui réunit les ministres des Etats membres pour adopter
les législations (conjointement avec le Parlement Européen,
organisation bicamérale) et coordonner les politiques de I'UE

* Parlement Européen / European Parlement: représente les
citoyens de I'UE

e Commission Européenne: / European Commission: organe
exécutif de I'UE
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Principle of financial neutrality to define an altruist - focused donation
Principe de neutralité financiere pour définir un don guidé par l'altruisme

1 I

financial incentives that leave
4 the donor in a better financial
position as a resull of donating

Human bodies: 5ffEte

donation for medicine BIOETHICS -
and researCh focused

The Nuffield Council on Bioethics is an independent body that e | e —

examines and advises on ethical issues arising from developments imerventions as an extra

. . . E’ampt or encouragement

in bioscience and health. thasa already dispasad to
H donate for aliruistic reasons

It was established by the Trustees of the Nuffield Foundation in 1991, and since 1994 it has been

funded jointly by the Foundation, Wellcome and the Medical Research Council interventions to

barmiars and disincentives to
y donation experienced by thosa
d disposed to donate

nition of, and gratitude
for, istic donation, through
whatever s are appropnate
‘ both to the form of donation and
the donor concemed

information about the
nead for the donation of
bodily material for others’

I treatment or for medical
ressarch

Altruist
focused
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European Union - Blood directives

Brussels, 21.4.2016
SWD(2016) 130 final

COMMISSION STAFF WORKING DOCUMENT

on the implementation of the principle of voluntary and unpaid donation for human
blood and blood components as foreseen in Directive 2002/98/EC on setting standards of
quality and safety for the collection, testing, processing, storage and distribution of
human blood and blood components and amending Directive 2001/83/EC

Aeccompanying the document

Report from the commission to the European Parliament, the Council, the European
Economic and Social Committee and the Committee of the Regions

on the implementation of Directives 2002/98/EC, 2004/33/EC, 2005/61/EC and
2005/62/EC setting standards of quality and safety for human blood and blood
components
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European Union - Blood directives

Brussels, 21.4.2016
SWD(2016) 130 final

on th
blood
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2. IMPLEMENTATION OF THE PRINCIPLE OF VOLUNTARY AND
UNPAID DONATION OF BLOOD AND BLOOD COMPONENTS

2.1. Legislative provisions, guidelines and policies concerning donation
2.1.1. Provisions and guidelines on VUD at national level and their application

The principle of VUD of blood and blood components is recognised in all Member
States, albeit enforced to different degrees. The large majority of Member States (25) and

Norway reported that VUD of human blood and blood components was mandatory in
their country. Due to divergent interpretations of the term "mandatory”, 1t has to be noted
that in some of these 25 Member States, the national legal provisions rather "encourage"
VUD. On the other hand, VUD may be the common practice or strongly recommended
also in those Member States (Czech Republic, Lithuania, and United Kingdom) and
Liechtenstein which reported that it was not legally mandated.
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Incentives for blood and plasma donors in Europe

Blood Donor Incentives across 63 Countries " BEST
Collaborative
Caroline Graf Biomedical Excellence for Safer Transfusion

Krystal Oteng-Attakora, Eamonn Ferguson, Ralph Vassallo, Eva-Maria Merz and the
Biomedical Excellence for Safer Transfusion Collaborative

VRIE
= UNIVERSITET
¥ AMSTERDAM

D no blood operators

. some or all blood operators

I “
0° 20°E g

I:I no blood operators

D some blood operators/
some donors

. all blood operators

Financial incentive (> 10€) Time off - work (full day) incentive
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Graf, C et al, Journal of Economic
Behavior & Organization, 2022

i
Blood doners in Eurcpe are generally non-remunerated, but nonetheless donors often receive small
rewards [such as a mug or T-shirt) to motivate them to donate.

Some countries also provide items of quite high value to their blood donors, including:

e Timeincentives, for example allowing donors to take the day off.

We were inte| in incentive policies across Europe, and thus conducted a survey among experts
to find out which high-value incentives are offered in various European countries.

i
I
|
|
|
i

e Financial incentives, such as cash or tax benefits (=10 €) :
I
I
|
I
I
I

Poland:
Tax bensfits Sweden, Belgium
(~29 € per Liter] Time incentives offered and Likembourg:
Time off work
{only if allowed by
) 0N employer; for length
iy of donation)
Cash
[only offered by some é i Latvia, Poland,
hospital- based blood B t Slovakia, é&oqenia and
omania:
operaho{r:s, not by Red v ok |
poss) (1 day)
{~25 € per donation) |
AirH |
Bulgaria: !
Portugal: Time off work |
Tax benefits (2 days) :
{@cernption from | ot Forgeriedll H frelnred |
paying fees for access Cieaas |
to national '
healthcare) Croatia, Czech Time off work |
Czech Republic: Romania: Republic and Cyprus:  (only if allowed by |
Tax benefits Food voucher ltaly and Portugal: Tirne off wark employer;upto2 |
[~18 € per donation) (~13 € per donation) Time off work days) |
[upto 1 day) {only if allowed by |
employer: for length of |
i donation)
erc 9
WRIJE N d
LR V U gl UNIVERSITETT donor-research.org ‘*"’.9 onors
R A% AMSTERDAM
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Public and private plasma collection in Europe

Germany, Austria, Hungary and
Czech Republic:

- Financial compensation

- Mostly high frequency plasma

donation
* Germany: 60 donations /
, year
Leaehas * Austria: 50 donations / year
= ki * Hungary : 33 donations /
Publique, sans year
B b it - Czech Republic: 24
B Pas de fractionnement donations / year

Elsewhere in Europe: 12 to 24
donations / year
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Public and private plasma collection in Europe

Four EU countries with public
and private collection networks
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Germany, Austria, Hungary and
Czech Republic:
- Financial compensation
- Mostly high frequency plasma
donation
* Germany: 60 donations /
year
e Austria: 50 donations / year
* Hungary : 33 donations /
year
* Czech Republic: 24
donations / year
Elsewhere in Europe: 12 to 24
donations / year
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Public and private plasma collection in Europe
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Private plasma co"eCtion in Germany ntres Gewinnung von Plasma zur Fraktionigrung
15 to 20 € per donation

Bonus : 20 euros / 5 dons (Octapharma)

Publicizing that plasma donation is compensated is forbidden | 11111}

* Haema (now Grifols): over 40 collection centers 1. 200

* Octapharma Plasma : 13 collections centers E” ' 1 1yl

* CSL Plasma Germany : 8 collections centers e

* Biotest : 9 collections centers - _ :

* Plasma Vita : 3 collections centers Mostly recovered | ™ e T e
plasma collected 0s W O O W O A R T R R R BT

by the Red Cross

a0

2000 200 2002 2003 2004 2005 006 2007 ZOOE D008 2040 201 2092 2093 2094 2095 AME 2MT O20M8 2019

¥ Rotes Kreuz ® Staatliche, kommunale, andere gom einnutzige BS0, B3D an Krankenhiusern, Bundeswehr ®Private BSD

Private plasma collection in Austria

25€ to 30€ per donation

Bonuses after 5 and then every 10 donations of 15 €, 40€ for the 50 donation (Biolife)
Bonus if you bring a new donor after his/her third donation: 30€ (Biolife)

* Biolife: 12 collection centers

* Europlasma : 7 collection centers

* Plasmavita: 3 collection centers
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Providing blood components and plasma-derived medicinal products to meet the patlents needs in Europe

| establishments

Without financial incentive / remuneration

)
N
N

N

Whole Blood

Plasma

_____

N
Patients

A

Blood components

i High frequency plasma donation (> 12/year, up to 104/year in the U.S.)
: With financial incentive /remuneration :
P Frequent solicitation of a small number of donors; narrow donor base :
I Relying on financial insecurity / vulnerability :
: «  Development of 2 distinct donor bases :
/ﬁ: . Risks on donor health (presently poorly evaluated); with additionally a risk of acute disruption in plasma :
o collection in the presence of unforeseen side effects :
jmmmmmm e mmm——— - 1 /’ H Reduced concentration in protein (among which Ig) levels in collected plasma :
' Plasma aphere5|s '; D Dependency on plasma collected outside of Europe (potential disruption in relation with geopolitical or :
'L . : infectious risks, competition for resource) -
______ 7‘7" TTTTTTTT Y O e e o bbbk = 15%
S i i Low frequency plasma donation (< 12/year ?) P e (Europe)
. / ~ [)
1 Y E Feasible without financial incentive / remuneration . 7 avagabllltg 0 bIO.Od \ +=37%
,’I,’ ‘i ¢« Reduced individual burden, relying on a large donor base / pro UCtSd y erosion (USA)
:'I/ "l * A more protective donation regarding health and ethics : '\ ; an /c?r ‘ l = E
I P One same integrated donor base supported by the blood o ‘\ ragment.atlobn 0 ; ’,/ i =
I,’I/ : establishments : \\:\ Zommunlty | a}cse e P 5
YA Pe One same safety setting and management, one same donor \.:g_r\_(_)_r_[_)_c:f_u-_alr 190~ \1' -g !
i : hemovigilance : Sl : =
IIII |- L Y F I\N\'II' ] : o'
N Higher cost: requires public intervention P = i .
i FereraeseseaeeneeaanaeanaeanEennereesnaeat ettt eAeAeaest e R nenananaennatntesnaeaensananraras s b : @ 1| i Plasma-derived
[’II 1 1 : ) : ..
5 o - medicinal
A + Plasma ; [ : @ #¥ products (PDMP)
! e [ - .
/ (£12/an) s/ 1 D= /| | Increasing needs
[ Platelet apheresis ‘ : L i
Donors \-"#) atelet apheresis N i ! + € !|'{ Continuous supply
NS e i i @ | | requirements
N B bli blood ‘ i LT
. y public sector bloo s i P!
1 I
: 1
1
1
1
1
1
1
1
1
1

RBC

Platelets

Short shelf life
Continuous supply
requirements




Increasing non-remunerated plasma collection by European blood establishments

- To ensure European strategic independence regarding PDMPs

- To reduce plasma donor burden

- To safeguard plasma donor safety

- To prevent a “competition for donor”- related risk on the supply of labile blood products in Europe

- Collection of plasma, a substance of human origin:
* a public service responsibility
* aservice of general interest
Strengthening unpaid plasma collection capacity in Europe will improve overall sustainability and resilience

regarding PDMPs availability and meeting patients’ needs.

The European Blood Alliance is committed to achieving this important public health objective.

Tiberghien P. Increasing unpaid plasma collection by blood establishments to ensure availability of plasma-derived medicinal products and blood components in Europe. Transf Clin Biol, 2021
Tiberghien P, Frostin M, Thibert JB, Meyer W, Rodriguez B. Protecting blood donor health to meet the patient’s needs. Blood Transf 2022
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such as breast milk

Moving from the Blood directives to a Substances of human origin (SOHO) regulation

European Health Union
Stronger rules for greater safety and quality of

blood, tissues, and cells

Supporting high safety and
quality standards based on
up-to-date technical rules for
substances of human origin

Extending protective
measures to donors and o
offspring born from
medically assisted

(SoHO)
repraduction
Extending the safety Ln'mrnvir_lg ;
and quality framework Ma““t‘:“;a[:;n acrnss
to other donated SoHO emoer 5,

facilitating cross-border
exchange of SoHO and
improving patient
access to the therapies
they need

WHY THIS
PROPOSAL?

Implementing

digital-ready
policies

Creating conditions for

safe, effective and

) mLx accessible innovation

Improving crisis

preparedness to

safeguard access to

therapies

The proposal by the European Commission

THE KEY
MEASURES

STRENGTHEMNED LEVELS OF HEALTH
PROTECTION

B
B
i=|

A wider scope to cover blood, tissues, and cells,
together with other SoHO (like human breast mitk or
faecal microbiota)

High standards for safety and gquality,
implemented through technical guidelines
deveioped mostly by expert bodies® based on up-to-
date scientific evidence

Renewed commitment to the principle of
voluntary and unpaid denation, protecting donors
from exploitation and from risks to their own health
without discouraging donations

& 4 3 B

m\

&

Improved reporting and follow-up on adverse
reactions

FACILITATION OF INNOVATION

Commeon EU-wide authorisation procedures
for innovative SoHO preparations

Body providing adwvice on requlstony status of 2
subrstance or 3 product

L

HARMONISATION, SIMPLIFICATION &
SUPPORT

Implementation of risk-based owversight, for
more efficient use of resources (for authorising
establishments and activities, carrying owt of
inspections._.)

Application of comman technical guidelines
while safeguanding Member States’ passibility
to hawe mare stringant niles

Collection of information on supply, guality
and safety of SoHD for oversight, pelicy and
research

EU suppart ta Member States through
training for authorites. joint activities and
advisory mechanism

DIGITALISATION

Commean IT Platfarm o facilitate data reporting
and information sharing
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Moving from the Blood directives to a Substances of human origin (SOHO) regulation

The proposal as voted by the European Parlement

On 12 September 2023, the European Parliament adopted the report on new rules governing the

use substances of human origin (SoHO) intended for human application.

* Donation of those substances should always be voluntary and unpaid, with donors able to
receive compensation or reimbursement for quantifiable losses or expenses related to the

donation process
* Compensation should not be used as a way to recruit donors or result in the exploitation of

vulnerable people.

“There is a concern that based on the text adopted by the European Parliament, countries like
Germany, Austria, Hungary and the Czech Republic — which currently allow plasma donors to receive
a fixed-rate allowance — would not be able to do so anymore as amendments proposed by the EU
Parliament permit donor compensation only for ‘quantifiable’ losses”

Politico
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SOHO regulation proposal voted the European Parlement
Focus on voluntary and unpaid donation

Text proposed by the Commission (18)

Voluntary and unpaid SoHO donation is also a factor which can contribute to
high safety standards for SOHOs and therefore to the protection of human
health. It is also recognised, including by the Council of Europe Committee
on Bioethics, that while financial gain should be avoided, it may also be
necessary to ensure that donors are not financially disadvantaged by their
donation. Thus, compensation to remove any such risk is acceptable but
should never constitute an incentive that would cause a donor to be
dishonest when giving their medical or behavioural history or to donate
more frequently than is allowed, posing risks to their own health and to that
of prospective recipients. Such compensation should, therefore, be set by
national authorities, at a level appropriate in their Member State to reach
such objectives

Text voted by the European Parlement (18) “...

Voluntary and unpaid SoHO donation is also a factor which contributes to
high safety standards for SOHOs and therefore to the protection of human
health, and increases public trust in donation systems. It is also
recognised, including by the Council of Europe Committee on Bioethics,
that while financial gain should be avoided, it may also be acceptable to
ensure that donors are not financially disadvantaged by their donation.
Thus, financially neutral compensation to remove any such risk is
acceptable but should never produce a financial gain for the donor or
constitute an incentive that would cause a donor to be dishonest when
giving their medical or behavioural history or to donate in any way that
could pose risks, in particular donating more frequently than is allowed,
to their own health and to that of prospective recipients. Compensation
and reimbursement should under no circumstances serve an incentive to
recruit donors, should not expose vulnerable persons in society to
exploitation and should not lead to competition among SoHO entities for
the recruitment of donors. Such compensation should, therefore, be
based on quantifiable criteria, for example. time given for the donation
or proven expenses, and transparent criteria set by national authorities,
at a level justified and appropriate in their Member State to respect the
principle of financial neutrality. Recruitment campaigns and
advertisements should not refer to any compensation, in order to avoid
risks to the health of donors or to that of prospective donors.
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Moving from the Blood directives to a Substances of human origin (SOHO) regulation

Institutions de I’'Union Européenne (UE):

Conseil Européen / European
Council: institution de 'UE qui réunit
les chefs d’Etats ou chefs de de
gouvernement des 27 Etats membres
pour définir les orientations et
priorités stratégiques de I'UE

Conseil de I’'Union Européenne /
Council of the European Union:
institution qui réunit les ministres des
Etats membres pour adopter les
|égislations (conjointement avec le
Parlement Européen, organisation
bicamérale) et coordonner les
politiques de 'UE

Parlement Européen / European
Parlement: représente les citoyens de
I'UE

Commission Européenne: / European
Commission: organe exécutif de I'UE

Emmmmm e e e e e
: Stakeholders
Commission  EP appoints ENVIdraft 000 oo . EPPlenary
proposal rapporteurs report ENVI vote \ Trilogue | vate
| 1
¥ I
European I i
Parliament . . . . I: . |l .
. I
| |
I 1
! I
| |
I I
I i
| 1
! 1
Council of the : :
European Union G .’ O “ ! Q : ‘.
I I
Commission Working COREPER Mandate for | Trilogue | Approval
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Voluntary non-remunerated blood and plasma donation

Position of the European Blood Alliance (EBA) and International Federation of Blood Donor Organisations (IFBDO / FIODS)

EBA and, representing public/not-for-profit blood establishments in Europe, and IFBDA / FIODS, the international organisation representing
voluntary, anonymous, and non-remunerated blood donors, call on the European Parliament, the Council of the European Union, and the
European Commission to adopt a final text of the SoHO regulation that reaffirms the principle of voluntary non remunerated donation and a
strict definition of the term “compensation”.

Safe blood for patients

* Remunerated blood donors have a higher risk of blood-borne infectious diseases than voluntary non-remunerated donors (VNRD).

* Collecting blood for blood components from voluntary non-remunerated donors remains an important safety measure.

* By contrast, for plasma-derived medicinal products (PDMPs), the safety gain from collecting plasma from non-remunerated donors may be
been considered of less importance, given consecutive steps of pathogen reduction implemented during the production process.

* However, financial compensation for plasma donation raises other concerns regarding donor health and supply resilience.

Donor safety and wellbeing

* Compensation should never act as an inducement to donate

* Avague definition of what constitutes “compensation” risks undermining the principle of financial neutrality.

* Incentives that go beyond financial neutrality may encourage some donors to undergo blood or plasma donation in conditions or
frequencies that may put their health at risk.

A resilient blood supply for Europe

* Payment for the donation of blood or plasma erodes community solidarity.

* Asufficient and sustainable supply of available and accessible blood components based on VNRD may be compromised through the
presence of parallel systems of paid donation. https://europeanbloodalliance.eu/resources/vnrd-eba-and-fiods-on-future-soho-regulation/
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