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» Guide, ed. 22 (2025)

> Konference EDQM — novinky v transfuzni mediciné



Konflikt zajmu

- zastupce CR v pracovni skupiné GTS EDQM — MZ CR (OLZP)
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» Europead Directorate for the Quality of Medicines and
HealthCare

Strasburk

» Aktivity a publikace (Pharmacopoeia, Guide pro tkané
a bunky, pro transplantace...)

A\

» Guide to the preparation, use and quality assurance of
blood components



Guide 22. vydani

»> Priprava od 3/2023 do 10/2024 (dvouleté cykly, priprava
znéni — pripominkovani — vyporadani pripominek —
schvaleni CD-P-TS)

vydani - duben 2025 (tisk)

»> ke stazeni na www strankach EU véetné podkladi pro
zmeénu
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. Guide 22. vydani

» GPG for BE, odst. 1.2.4.
The blood establishment should develop appropriate contingency and emergency plans to

maintain adequate supplies of blood and blood components.
Transfuzni zarizeni by mélo vypracovat vhodné pohotovostni a nouzové plany, aby

udrzelo dostatecné zasoby krve a krevnich slozZek.

» CH 13, Pohotovostni zasobovani krvi a nouzové planovani — nova kapitola
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» CH1, 1.0 Overview

The 22nd edition of the Guide refers to Directives 2002/98/EC and 2004/33/EC, which
remain in force until 7 August 2027, in accordance with the transitional provisions of
Regulation (EU) 2024/1938 of the European Parliament and of the Council of 13 June
2024, concerning quality and safety standards for substances of human origin (SoHO).

22. vydani Guide odkazuje na smérnice 2002/98/ES a 2004/33/ES, které¢ zistavaji v
platnosti do 7. srpna 2027 v souladu s prechodnymi ustanovenimi narizeni
Evropského parlamentu a Rady (EU) 2024/1938 ze dne 13. ¢ervna 2024 o normach

kvality a bezpecnosti latek lidského pivodu (SoHO).
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» CH2,2.2.2.4 - Vék darce

Donation by donors over 65 years is with permission of the physician in the blood
establishment, given annually (Directive 2004/33/EC, Annex III). This can be given
either individually to each donor, or based on a medical risk assessment for a given donor
population.

Existuji dikazy, ze darcovstvi mladsim 18 let by nemélo byt doporu¢ovano kviili obavam
o bezpecnost darct. Existuji ditkazy, které podporuji zvysSeni obecné horni vékové
hranice na 70 let a u prvodarcli na 65 let. Vyjimky z poZadavki na vyssi v€k pro povoleni
individualniho darce 1ze zvazit, pokud posouzeni rizik prokaze, Ze predpokladany vyskyt
nezadoucich ptihod u darce pro danou starsi kohortu darctli je povaZovan za piijatelny.
Tam, kde je darcovstvi povoleno pro zdravé jedince nad dany horni vék 70 let nebo pro
prvodarce po dosazeni véku 65 let, mély by byt pouzity narodni udaje o nezadoucich
ptihodach darct, ocekavané délce Zivota a udaje o vefejném zdravi pro stanoveni narodni
politiky horni vékové hranice. Horni vékové hranice pro prvodarce nebo opakovane darce
mohou byt snizeny, pokud narodni tidaje a dalSi informace o vefejném zdravi naznacuyi,

Ze je vhodnéjsi nizsi vékova hranice.
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» CH 2, odst. 2.3.2 — vySetieni darce

Measurement of blood pressure or pulse is not required for determination of donor
eligibility.

Pro stanoveni zplisobilosti darce neni nutne systematické méfeni krevniho tlaku nebo
pulzu. V souladu s narodni politikou a definici akceptovanych hodnot mohou byt
tato méfeni uZitecna pro konkrétni ptipady (napt. darci na antihypertenzni lé¢bé,
novi darci, darci starsi 60 let).

» CH 2 -2.3.3.21-24 — nov¢ formulovana kapitola malarie (vC. cestovani), testy na
malarii zminény v CH 10

» CH2-vCJD

2.3.3.7. There 1s no requirement to defer donors because of travel to or residency in
geographical areas where cases of BSE or vCJD were identified.

2.3.3.8. There 1s no requirement to impose any additional restrictions for donors who
received transfusions in geographical areas where cases of BSE or vCJD were
identified.
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» CH 2, odst. 2.4.2 — plazmaferézy

2.4.2. Publikovane¢ udaje o dlouhodobych tGcincich u darcti aferéz jsou primarné
odvozeny z programil nizkofrekvenénich aferéz. Udaje o dlouhodobych téincich
programil vysokofrekvencni aferézy jsou velmi omezené. Proto je zapotiebi peclive
sledovani a dlouhodobé nasledné studie, aby se prokazalo, Ze programy s vySSim poctem
roc¢nich aferéz jsou bezpecné.

2.4.2.10. Hladina celkové¢ bilkoviny musi byt zmétena pii prvnim odbéru.
2.4.2.11. Hladina IgG musi byt zméfena pii prvnim odbéru.

2.4.2.12. Minimalni interval se doporu¢uje minimaln¢ 2 tydny.
2.4.2.13. Pokud pftisluSny organ schvali plazmovy program, kde je interval odbéru kratsi
nez 2 tydny, existuji dalsi pozadavky.
2.4.2.14. - zvySen¢ sledovani darce
- méteni IgG nejméné kazdy 6. odbér
- existuji diikazy, Ze k vyznamnému sniZeni hladin IgG dochazi u
podstatné ¢asti darcti darujicich v tydennich intervalech.
2.4.2.15. Interval darovani by nem¢l byt kratsi nez jeden tyden.
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» CH4

4.1.6. Deleukotizace pted skladovanim je povazovana za lepsi nez alternativni ptistupy,

jako je post-skladovani nebo filtrace u lizka, a je mezinarodnim standardem.
V CH 5u TP stanoveno, ze deleukotizace TP by méla byt provedena do 48

hodin po odbéru krve/krevni slozky.

4.2."7. Doporuceni pro transport TP a pro transportni systémy.
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» CH 7, Blood components for topical use or injection
A-1. SEROVE OCNI KAPKY

Definice — ptiprava — kontrola kvality — skladovani — transport — znaceni - upozornéni

Poznamka

Ptipravky desti¢ek pro lokalni pouZiti, v€etné€ plazmy bohaté na desticky (PRP),
destickového gelu, fibrinu bohatého na destiCky (PRF) a o¢nich kapek s lyzatem desticek,
jsou novymi produkty, ale jejich klinicka u€innost zlistava nejista ..... nebyly do tohoto
vydani Guide zahrnuty specifické monografie tykajici se preparatii krevnich desticek.
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» CH 10, Screening for markers of transfusion-transmissible infection

10.2. Molecular tests may initially be performed as a pooled test and subsequently
confirmed on individual testing.

10.5. Classification of TTI testing — nové znéni

» CH 12, Hemovigilance

Kompletné prepracovane znéni kapitoly
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> 14.-15. ledna 2025 Strasburk

»Téma: Novinky v transfuziologii

EDQM Blood Conference programme

EDQM Blood Conference programme

Tuesday 14 January 2025

Wednesday 15 January 2025
800-9.00 Registration

900-9.15 Welcome address
9.15-10.15  Session A1: Challenges for blood supply, donar recruitment & retention (part 1)

8.30-10.00 Session A3: Donor protection

Room 1
Hans Van Remoortel: How would we decide on a good plasmapheresis frequency?
Results and recornmendations from the SUPPLY project

Katja van den Hurk: Whole blood doner iron management across Europe - experiences

Room 1
Hans Vrielink: Challenges for the bloed supply in Europe
Betina Samuelsen Serensen: Donor vigilance and challenges for blocd supply

10.15- 1045 Coffee break and challenges in four blood establishments
10.45-12.15 Session Al: Session B2: Risk-based approach Joanne Pink: Minimising iron loss in platgletpheresis is an important component of Lifeblood's
Challenges for blood supply, for implementing process changes denar ircn health strategy
donor recruitment & retention Raom 2 Amber Meulenbeld: Change in hemoglobin to identify a novel threshold for iron deficiency
(part 2) Simonetta Pupella: Toward a common approach - a study in blood denar populations
Room 1 ta autherization of a novel blood compenent:
X GAPP-PRO experience
N e et Dinata Senarkanavs Eperdingthe se of o 10.00- 1030 Coffee break
Rodica Popa: Mapging of Al initiatives blood units for manufacturing platelet derived
and challenges in Europe praducts assecsment of lical urade roducts fiom 10.30-1200  Session A4: Recipient protection Session B3: Novel component
Norbert Niklas: Adding virtual badges Marco Amato: Stepwise pracess change & blood safety development & clinical outcome
to the incentive strategy of bload donation implemeneaton o 2 et ceot socing Precocel Room 1 monitaring
toincrease yields )
Antta Siller: Using a hematolagy analyzer to count Johannes Blimel: Development of high throughput Room 2_
residual cells in biood compenents instead of flow saquencing for detection of viruses in blood Vanessa Agostini: Hypaxic red blood cells:
cytometry Jenny Mohseni Skoglund: Risk factors for camrying an innovative blood product
1215-1330 Lunch break (Restaurant Blew) Trypanosoma cruzi infection in non-endemic

1330-1500 Session B1: Innovative & novel blood
components (part 1)
Room 1
Peter O'Leary: Dried plasma
«current considerations in Europe
Stephen Vardy & Mike Wiltshire: Establishing
spray dried plasma as a bloed component

Session A2: Blood collection
& apheresis

2
Johanna Castrén: Blood collection and apheresis
Jan Hartmann: Hypothesis-generating analysis
of active doners using a new perscnalize
romagram far source plasma collection

in the UK - requlatory and sdientific aspects
Melanie Robbins: Developing universal plasma and
platelets - what challenges do we need to consider?

Torunn Apelseth: Emergency collection of whole
blocd in preparedness — an implernentation guide
and report from the Norwegian Civilian Walking

Luclana Teofill: Fetal haemoglobin-enriched
red blood cell concentrates: an nvestigational
blood product” for pretermn neanate transfusion

Coffee break
Session B1: Innovative & novel blood components (part 2)

Blood Bank Project

15.00- 1530
15.30-1700

Room 1
Torunn Apelseth: iImplementation of 2 whole blood program for treatment of patients
with massive haermerthage - 2 practical guideline for blood providers
Thibaut Bocquet: Implementation and feedback of  new method for cryoprassrved platelets
with post-thaw minimal processing: the French experience

Beatrice Hechler: Caldstorage of amotosalen-UVA pathogen-reduced

buffy-coat platelet concentrates for up to 21 days: biochemical and functional characterization,
and identification of emerging platelet subpopulations
Jens Altrichter: Prolonged storage of purified granulocyte concentrates
from panled buffy coats

17.00- 1830 Welcome reception (Restaurant Bleu)
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countries: a systematic review
Sandra Kurth: Assessment of travel related doner
eligibility in Switzerdand using the cnline digital tocl
“Travelcheck”

Susan Galel: Is antibody testing enough to protect
the bloed supply from transfusion-transmitted malaria?
Jeffrey Linnen: Highly sensitive nucleic acid test
for detection of Plasmodium RNA: a potential tool
toincrease blood safety and availability

Richard Benjamin: Transfusion efficacy
of amustaline/glutathione pathegen-reduced
red blood cells: results of a randomized, controlled
clinical trial
Xavier Delabranche: Free amotosalen does
niot induce non-specific degranulation
of basephils from healthy volunteers in-vitro

12.00-13.30 Lunch break (Foyer)
13.30- 1500 Workshop: Development } Workshop: Workshop:
of innovative blood ~ § Blood Quaﬁty Discussion regarding
components and Management deferrals based on
their authorisation/ haemoglobin/ferritin
implementation : evels
Room 1 Room 2 Room 3
Linda Larsson, Ryan Evans Stephen Vardy & Ina Bjérg Mart Janssen, Katja van den
& Simonetta Pupella Hjdlmarsdéttir Hurk & Amber Meulenbeld
15.00-15.30 Coffee break

15.30-17.00

EDQOM session: Blood Guide and blood transfusion programmes

Room 1
Interactive discussion and Q&A
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» Session Al: Challenges for blood supply, donor recruitment & retention

» H. Vrielink (NL): Challenges for the blood supply in Europe
- prehled systémi TS v Evropé,
- velky ,,tlak* na zavadéni pouze bezplatnych/bezprispévkovych
odbéri, prednasejicimu je jakakoliv uhrada poskytnuta darcim
trnem v oku, zvl. ve "vychodnich'" zemich.

> B. Samuelsen Sorensen (DK): Donor vigilance and challenges for
blood supply
- neporovnatelna data o zavaznych reakcich darcia na odbér
(0,7 — 90 na 100 tis. odbérii)
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* Session B2: Risk-based approach for implementing process changes

> S. Pupella: Toward a common approach to authorization of a novel blood
component: GAPP-PRO experience

- popsana cesta, jak schvalit novy pripravek (viz SoHO, Guide)

» D. Samarkanova: Expanding the use of cord blood units for
manufacturing platelet derived products: assessment of clinical-grade
products from small units or after exspiration time

- moznosti zpracovani pupecnikové Krve na plt nebo plt lyzat pro
1écbu viedu €i o¢ni kapky

» A. Siller: Using a hematology analyzer to count residual cells in blood
components instead of flow cytometry
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» Session A2: Blood collection & apheresis

» T. Apelseth: Emergency collection of whole blood in preparedness — an
implementation guide and report from the Norwegian Civilian Walking
Blood Bank Project

- walking BB v ,,izolovanych* lokalitach Norska

» J. Hartmann: Hypothesis-generating analysis of active donors using a new
personalized nomogram for source plasma collection

- individualizovany vypocet objemu odebirané plazmy



A %

g A : EDQM Blood Conference
\\:\ AV e /

L ]
A

» Session B1: Innovative & novel blood components

» T. Apelseth: Implementation of a whole blood program for treatment of
patients with massive haemorrhage — a practical guideline for blood
providers

- vyroba a pouziti PKDU pro 1é¢bu masivniho krvaceni

» Thibaut Bocquet: Implementation and feedback of a new method for
cryopreserved platelets with post-thaw minimal processing: the French
experience

> Beatrice Hechler: Cold-storage of amotosalen-UVA pathogen-reduced
buffy-coat platelet concentrates for up to 21 days: biochemical and
functional characterization, and identification of emerging platelet
subpopulations

- skladovat max. 14 dnu
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» Session A3: Donor protection

» H. van Remoortel: How would we decide on a good plasmapheresis
frequency? Results and recommendations from the SUPPLY project

» 3 prednasky vénované zasobnimu Fe u darci krve (K. van den Hurk, J.
Pink, A. Meulenbeld

- duraz na sledovani zasob Zeleza u opakovanych darcu plné krve
navrZeno opakované/pravidelné vySetrovani ferritinu kazdy paty
odbér pIné krve, vyplachovani plazmaferetickych souprav pri
navratu krvinek darci...
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» Session A4: Patient protection

> S. Kurth: Assessment of travel related donor eligibility in Switzerland
using the online digital tool “Travelcheck”

- on-line webova aplikace pro darce ve Svycarsku — vliv cestovani
(navstivenych zemi) na moznost odbéru

Testovani malarie:

> S. Galel: Is antibody testing enough to protect the blood supply from
transfusion-transmitted malaria?

» J. Linnen: Highly sensitive nucleic acid test for detection of Plasmodium
RNA: a potential tool to increase blood safety and availability



EDQM Blood Conference

> Zavér

- diskuze o podobé a obsahu Guide ed. 23 (publikace jaro 2027)
- doplnéni obsahu (napr. Al, suSena plazma, ...)



Dékuji za pozornost

Q?
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