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Donor recruitment,
assessment, and screening

Susan Mikkelsen, specialist physician, Department of Clinical Immunoloqy, Aarhus University Hospital
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Agenda

* Introduction to the Department of Clinical Immunology
e Current authorisations: tissues and cells, blood and plasma, and organs.

* The quality management system
* Traceability, coding and IT systems
* Vigilance and reporting

* Implementing faeces donor recruitment, faeces donor screening, and faeces
processing in the blood centre facilities.

* Donor recruitment, registration, history review and medical examination
* Donor protection. Voluntary and unpaid donation
* Questionnaire, blood, and faeces screening
* Donor approval

« Supply continuity Some of the illustrations in
the slideshow are in Danish.

They are screenshots from
our systems.
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Department of Clinical Immunology

The Department of Clinical Immunology specializes in:

» diseases of the Immune system
* transplantation immunology
* transfusion medicine

* blood banking

* X
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Department of Clinical Immunology

Current EU SoHO leqgislation on safety and quality

/v

Bone marrow MAR Tz

transplant :
Transfusion Medicines . transplantation
BLOOD & PLASMA TISSUES & CELLS ORGANS
EU legislation since 2002 EU legislation since 2004 -
(4 Directives) (4 Directives) EU legislation
since 2010
(2 Directives)
European Blood Directive European Tissues and European Organs
Cells Directive Directive

National competent authorities are responsible for the implementation of EU legislation

* X
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UNIVERSITY ***5; rHarmonize SR ihe European Union
*

1\ENT
QP

&2

Sape™

-?
&
?‘HOR]T\I

Sagsnr. 35-3512-39
Dato: 8/5-25

Tilladelse til blodcentervirksomhed

Styrelsen for Patientsikkerhed godkender hermed, at

1.

2

Blodcenter

Pa adressen
N \VENT
< &

Blodcenter Midt

Blodbank & Immunologi

Aarhus Universitetshospital
Palle Juul-Jensens Boulevard 99
8200 Aarhus N

Stem cells
Bone tissue
Mononuclear cells for ATMP

Donor lymphocytes
Testing of infectious markers

Tilladelse til vaevscenter til handtering af humane vav og celler

Authorisation of tissue establishmant for the handling of human tissues and cells

Styrelsen for Patientsikkerhed godkender hermed, at:
The Danish Patient Safely Autharity heraby authorises:

1.

Veaavscentrets navn
Establishment Name

Blodbank & Immunologi, veevscenter

Vaevscentrets registrerede hovedadresse Aarhus Universitetshospital

Legally registerad address

Palle Juul-Jensens Boulevard 99
DK-8200 Aarhus N
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Leqislations and standards

/v

European Federation for
Immunogenetics

The Tissue Typing
Laboratory

STPS-
blood/GP

DS/EN ISO 15189

st2 DANAK

THE DANISH ACCREDITATION FUND

WMDA

World Marrow Donor
Association International
Standard

w2

LACEMIDDELSTYRELSEN
DANISH MEDICINES AGENCY

Jeiri Acedieien » Medical laboratories - Requirements for quality and competence

e Sintemationdl  Areas of accreditation: Immunology, Microbiology, Biochemistry

standards for cellular therapy
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Quality Management System (QMS) { % }
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A formalised system that documents processes, procedures, and responsibilities

Why do we need a QMS?

 To support achieving defined quality standards in a consistent manner

 To focus on risks and opportunities for improvement e
TISSUES AND CELLS

for human application

 To obtain and maintain authority license and accreditations

Donor History
Review &
Medical examination

‘. Testing of donors or ‘

autologous
Donor ‘I recipients
Registration ‘{ V

| | Distribution Clinical
| Esport{ LDistrtution § Giiichida

\4 \! Registration
' 2
@ —




The quality manual describes the quality
management system of the organisation.

Quality Management System (QMS)

Key elements

Structural and
governance requirements

The quality manual Organization s Lab, activites
* clearly communicate information _Risk management_
* serve as a framework for meeting quality
system requirements
* describe how dll the related quality Process
processes occur with references to the SOPs requirements
' n\-/'/boto control
6ontinuity and emerqengy
preparedness planning
A R “ %> Harmonize the European Union

* 5k

Resource
requirements

Personnel_._‘ Facilities
~ Equipment

Management system
~requ irements

Documentation ) ( Control

Improvement ( Evaluation

DS/ENISO 15189
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Organization Documentation of roles, responsibilities of personnel and organization.

Aarhus University
Hospital management

Hospitalsledelsen
chaboe, chajos, mebaer, mischm, thkris

Afdelingsledelsen

bjmoel, cherik, chrhas Heads of department

Quality management Kvalitet T

Akademikere

Specialleeger

Forskning | Uddannelse

Funktionsleder Funktionsleder Funktionsleder Funktionsleder Funktionsleder Funktionsleder Funktionsleder Funktionsleder Funktionsleder Funktionsleder
dorboe anhoan olebjr nickst piatho sabicr sangru metmer tridam marbil
Opbevaring |_ Gen- og Danske |_ Donor- |_ |_ Blodtype- Autoimmun- L
] . =1 Fraktionerin =1 stamcelle- Plasmacenter | = Afereseklinik : - : HIV/Hep, NAT
/udlevering celleterapi 9 donorer administration serologi diagnostik /Hep
| . | || Immunologisk || : Prgvemod-
Donortapning Feeceslab diagnostik Sekretariat tagelse
Transplantations-
immunologi

Immunologisk
genetik
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Organization Documentation of roles, responsibilities of personnel and organization. |

Responsibilities Juridisk/akkrediteringsansvar BIJMOEL | CHERIK | JEMJEN |PERKOE|RANBER | STIWIL | TRIKOR
88 4- og 5-ansvarlig, Veevsloven

§ 6-ansvarlig, Blodforsyningsloven
§ 39-ansvarlig, GMP

Responsible Person

Qualified Person X
Director, EFI X
Co-Director, EFI X X
Laboratoriechef, ISO 15189 X
Bemyndiget person, DANAK
Director, JACIE (jf. funktionsbeskrivelse) X X
Sikrings- og stralingsansvarlig, SST X
WMDA CEO X
WMDA Medical Director X

X X X X

X
X
X
X
X

Kvalitet ANRJER [ ANTCRI | HEITOB |HELEBO |KIBUND | KISPEE | LAUSKE | LISEBI | LOUTIL | MICHIS |[PIMUNK| STIWIL
Kvalitetsansvarlig farmaceut X

Kvalitetsansvarlig bioanalytiker X
Kvalitetskoordinator X
GMP-frigivelse, Plasma X X X
GMP-frigivelse, Plasma kvartalsopggrelse
GMP-frigivelse, ATMP X
Superbruger, StruxureWare X
e-Dok Dokumentkoordinator
Stikprgvekvalitetskontrol X
Auditor

x
x

X |IX |IX X

Faeceslaboratorie CHERIK| LNILSE |OLEBJR [SANSCH|SUSAH1
Overbioanalytiker X
Teamleder X X
Ansvarlig laege X
Afdelingslaege X
Specialist X X




M ONIVERSITETS Organisation
HOSPITAL

Centre for Faecal Microbiota Transplantation at Aarhus University Hospital (CEFTA)

Aarhus University Hospital management

' CEFTA
Heads of departments / CEFTA Board

Department of Hepatology and Gastroenterology (Hep/Gas) and
Department of Clinical Immunology, Aarhus University Hospital

Chief physicians and clinical professors
]
Daily lead
Head of processing: Christian Erikstrup, Chief physician, Department of Clinical Immunology
Head of clinical application: Christian L Hvas, Chief physician, Department of Hepatology and Gastroenterology

Institute of Clinical Medicine,
Aarhus University

Standard operations Quality improvement and research
onor recruitmen rocessing, inical application egulation afe afe etwor inical trials onor an
D tment P g Clinical applicat Regulat Safety Safety Network Clinical trials & D d
and screening screening, storage and follow-up Donors Patients processing processing
protocols
Dept. of Inmunology Dept. of Inmunology Dept. of Hep/Gas EU / SANTE-SoHO Dept. of Inmunology Dept. of Hep/Gas National Network
Lead: Christian Erikstrup | | Lead: Christian Erikstrup Lead: Christian L Hvas | |Christian L Hvas Lead: Christian Erikstrup | |Lead: Christian L Hvas | |[Pept. of Hep/Gas, Dept. of Hep/Gas ||Dept. of Inmunology,
Chief physician Chief physician Chief physician Chief physician Chief physician Dept. of Immunology, . Christi . Chrisf
|Lead: Christian L Hvas Lead: Christian
: EDQM Dept. of Microbiology Chief phvsici Erik
+ Recruitment + Laboratory « Laboratory Christian L Hvas Surveillance ief physician Erikstrup
Sanne Breinholt Ole B Kirk Mette M Hansen . BN |~ ictic Erikstru Nordic Trial Alliance Chief physician
+ Secretariat + Secretariat + Clinical application Intestinal Microbiota: P Dept. of Hep/Gas, * Laboratory
Sabina Christensen Sabina Christensen Christian L Hvas Simon MD Baunwall Dept. of Immunology, Mette M Hansen
+ Screening and approval| |+ Screening « Patient care Susan Mikkelsen Dept. of Microbiology
Susan Mikkelsen Susan Mikkelsen Charlotte B Olsen
Danish Patient European FMT Research board
Safgty Authority Safety board Netyvqu Ch_ris_tian L_Hvas
Collaborator Clinical conferences||Christian L Hvas Christian L Hvas Christian L Hvas Christian Erikstrup
. Christian Erikstrup Christian Erikstrup Christian Erikstrup Susan Mikkelsen
Faeces donor screening Dept. of Hep/Gas Susan Mikkelsen Simon MD Baunwall Simon MD Baunwall
Dept. of Microbiology Lead: Christian L Hvas
F d blood test Chief physician Mette M Hansen Academic Advisory
aeces and blood tests y Simon MD Baunwall Board
Lise T Erikstrup, chief physician and - National conferences Sara E Paaske
Lars Lemming, chief physician - Compassionate use External (currently no member)
conferences Version 5, 13-08-2024
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Trained personnel with documented and periodically assessed competence to perform the tasks allocated
to them.

* Trained personnel with documented and periodically assessed competence to perform the
tasks allocated to them.

* Program for introduction, training and re-training, monitoring of competences and authorization
to perform each function.

e Personnel records

» Job descriptions should reflect all skills needed and accurately describe tasks, roles, and
authorities.

* X
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Quality Management System (QMS) .

Risk management |dentify risks and opportunities for improvement. Develop, document, and implement any necessary actions.

AARHUS g et ]
/v - % r Harmonize

Systematic process to identify and control potential quality issues.
Risk review Is ongoing as a part of deviations, validations, audit, and change control.
Tools to identify, analyze and evaluate risk can be useful
Risk evaluation:
« what might go wrong?
* what is the probability?

 what is the consequences?

* X
Co-funded by
the European Union

UNIVERSITY

* 5 *



Quality Management System (QMS) § K x

Facilities Suitable for the activities and designed and maintained in a manner that prevent contamination and loss of
traceability.

Faciliteter og rengeringsfrekvens

Udgiver Blod- og Vaevscenter Midt - Faglig > Kvalitet og Data
(] S t b | f th t t d d q d Fagligt ansvarlig Kirstine Marie Flaeng Pedersen Version 2
u I G e O r e G C IVI I es G n eS I n e Kvalitetsansvarlig Annette Heegaard Christensen Geeldende fra | 11-01-2025

and maintained in a manner that prevent T T e
contamination and loss of traceability.

Dette supplerende dokument knytter sig til: Faciliteter og miljgforhold.

« A plan for access, cleaning, maintenance —

o o o Der er forskellige krav til, hvor rene faciliteter skal vaere, idet det afhaenger af aktiviterne i de pageeldende
O n d q u G | Ity I I lo n Itorl n g faciliteter. For at sikre, at rengaringen er tilpasset aktiviterne, er der fastsat en raekke krav til rengaringen.

Rengaring af faciliteter foretages jf. den nationale retninslinje Statens Seruminstitut, NIR for

rengering i hospitals- og primaersektoren, 2.1 udgave 2023, hvori hygiejne- og kvalitetsprofiler er
fastsat - se Definitioner. | faciliteter, hvori der produceres og opbevares plasma til fraktionering og ATMP

° E m | er der desuden fastsat krav i GMP-reglerne. For visse facilteter skal udfert rengering dokumenteres.
e r e n C O n S Nedenfor er krav til dokumentation angivet.

Rengaringen er pa visse adresser uddelegeret til samarbejdspartnere, og der forefindes aftaler,
rengaringplaner eller lignende, hvori krav til rengering, rengeringsfrekvens og opleaering, traening og
kompetence af personale, der varetager rengeringen, er beskrevet.

o D I S pOSO | Of WO Ste Opbevaringsfaciliteter skal overvages for skadedyr, og kontrol heraf dokumenteres. Derudover er der

indgaet aftaler med skadedyrsbekaempelsesfirmaer, og de ansvarlige i afdelingerne far en rapport fra disse
kontrolbesag, og ved fund af skadedyr iveerksaettes en korrigerende handling - evt. i samarbejde
med skadedyrsbekaempelsesfirmaet.

Der henvises til Faciliteter og miljoforhold samt Anvendelsesomrade

Definitioner
Co-f Tabel 4 side 18 i NIR (se Reference)
* 5 R o-funded by
/v AARHUS . x Har’ ' ,Onlze the European Union Hygiejneprofil 5 Hygiejneprofil 4 Hygiejneprofil 3
UNIVERSITY * Kvalitetsprofil 5 Kvalitetsprofil 4 Kvalitetsprofil 3

* Hojlagre* + Bad og/eller toilet, « Gang pa kliniske afsnit

D T T R PR L Wanal B e rembs o
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Quality Management System (QMS) .

Processes for selection, testing, validation, qualification, use, and maintenance of equipment. This includes
hardware, software and information systems. Examining laboratory performance and comparing it to e.q.,
standards.

'Valideringsprotokol - Laboratoriecentrifuger

Baggrund Kort beskrivelse af centrifugen og dets tilsigtede anvendelse.

C DeSC” ptlon Hvad er form8let med valideringen f.eks. nyt udstyr

Beskrivelse af specifikationer - hvis ikke beskrevet under Laboratorieudstyrsbeskrivelse

® MG n UOI for Operth ng I Anvendelses- I Hvor (omrdde/lokalitet) skal det validerede anvendes

omride

. Acceptkriterier ) - .

o Procedures for test| ng Gnd GpprOVOl before use + Centrifugen skal opfylde krav mht. det lovpligtige centrifuge-eftersyn, herunder
- udfere automatisk stop ved ubalance (slingrekontakt)
- vise at den programmerede hastighed (RPM) er overensstemmende med henholdsvis
den viste og den malte hastighed

O PrOCedU re for SerV|Ce, CO ntr0| Ond mG | nteno nce - sikre at hojest tilladelige omdrejningstal (RPM) for centrifugen ikke overskrides

« Den programmerede centrifugeringstid skal vare overensstemmende med den milte
tid med max 5% afvigelse.

) BGC'(-up + Ved anvendelse af kolefunktion skal den programmerede temperatur sikre, at
temperaturpdvirkning under centrifugeringen overholder de fastlagte temperaturkrav,
der er opsat for prevematerialet - f. eks +4 til +25° C. for blodprever til
blodtypeserologiske analyser

® I—Og'bOOk « For analyser med fastsat G-vaerdi ved centrifugering, skal afpipettering og
provematerialet p3 automatisk analyseudstyr kunne generere analyseresultater,
der opfylder kriterier for den specifikke analyse.

Referencer
» Laboratoriecentrifuger skal opfylde g=ldende bekendtgorelse for centrifuger BEK nr. 776
af 25. november 1991,
« Centrifugen skal vaere CE-mzerket med fabrikantens/importerens navn og adresse,
fabrikationsdr, nummer og max omdrejningstal. CE-mzerkning er en nogleindikator for et

o . *x Co- produkts overholdelse af EU-lovgivningen og muligger varernes fri bevasgelighed p3 det
A / % - europaeiske marked.
« » Harmonize the | »

Funktionelle Laboratoriecentrifuger udger en mekanisk fare pga deres hoje hastighed, og skal derfor
specifikationer vaere udstyret med en raekke sikkerhedsanordninger:

/ AARHUS
¥ UNIVERSITY
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Quality Management System (QMS) .

Critical materials Process for selection, procurement, reception, storage, acceptance testing of raw materials and supplies.
(purchasing and inventory) | A good inventory management system ensures uninterrupted service as supplies are available when
required.

Kvalitetsledelsessystemet
Bestilling og modtagelse af varer fra ekstern leverandgr, version 6 B'"d'ﬂavsc""t“%

BESTILLING
« All materials must be tested, clearly identified and Ekstern leverandor (se evt. orarelste):
Varenavn {se evt. ardreliste):
traceable Antal (se evt, orarelste)

o Ordreliste vedhaeftet

Dato/regions-ID:

e Control during all steps

VISUEL VURDERING - MODTAGELSE

o Felgeseddel vedheeftet (Lot-nr. fremgar af folgeseddel)
o Lot-nir.:

o Stuetemperatur

o Kel kl.:

1 Frys kl.:

o karantaenelager (karantzne etiket pisat)

Udlabsdato:
o Fremgéar af falgeseddel
o Styres via elektronisk system, lagerstyring, kalender e. lign.

Dato/regions-ID:

VISUEL KONTROL OG KVALIFICERING

1 Visuel kontrol udfart
o Visuel kontrol udfares fer ibrugkagning

* X % Kvalificering:
LTV o Co-funded by o Serclogisk, genomisk, anden (dokumentation og evt. frigiveise pd kvalificeringsdokumentet)
/v AARHUS * \ * Harm onize SN the European Union o Release Certificate (vedhaftet/gemr elektronisk)
UNIVERSITY ** N ** * o Reagens Insert vedhaftet/gemt elektronisk)

Dato/regions-ID:
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Process control Ensuring the quality of the laboratory testing processes: quality control, monitoring of key performance
indicators, and verification and validation of methods.

All processes are described in SOPs

* X
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Quality Management System (QMS) * B

Deviations All deviations from what is expected, which may affect the laboratory operations and/or may pose a risk to
products, patients or staff must be investigated. Corrective and preventive action must be initiated.

Test reporting Ensure accuracy, confidentiality, and accessibility to the laboratory staff and to the health care providers.

* |mmediate action to control and correct the Vzlg rapporttype... e
nonconformity
. . | ]
e Determine the course and risk for recurrence @@
Raolamation U @L:I“"
C ReVieW Opportunities for improvement (]nd mgke Afvigerapport Reklamation/Complaint  Tilbagemeldinger
- (Klager/Ros/Forslag)
changes, if needed
¥ A r.Ta
o/ © e
’ A 3
4 l_ m gl
Overvagning af Auditafvigelse Dokumenteret
indberetninger og stillingtagen
PDI
Ll . Co-funded b -
/ \ ¥ ﬁﬁmgssm * X% rHarmonize the I;I:roiear{ Union

* 5k
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Documents and A system to manage documents including Standard Operating Procedures (SOPs). Good record keeping is
records essential to track and demonstrate traceability.

Describes the organisation, goals, requirements,
obligations, and responsibilities - The roadmap

Level 1
Policies

Level 2 Translate the policies into overall practical
Processes procedures - What we do
Level 3 Step-by-step instructions - How we do it

Standard Operating Procedures (SOPs)
and Supplementary documents

/ AARHUS
N UNIVERSITY
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Quality Management System (QMS)

Samlinger
SRV Regionale samlinger | Blod- og Vaevs
ﬁ Bilag
Documents and A system to manage documents including Standard Operating Prqes -

records essential to track and demonstrate traceability.

[D13] F VLI L g L

Abonnementer i
Z:ls :”: Blodtypeserologi

Qj Min Side :”: Danske StamCelleDonorer
:”: Donoradministration

.«_Ua Forfatter :”: Donortapning

:”: Fraktionering

:”: Feeces

EB Haring :”: Gen- og Celleterapi

I:_E‘} Redakter

System for secure storage of data and records in accordance
with the requirements . 0 Geromiske anlyser

]E Immunologisk Diagnostik

Valg rapporttype... (%] 484 Admin 0 knoglebank
]E La=gefagligt
ﬁ? Hjzelp :”: Opbevaring/Udlevering

:”: Prevemodtagelsen
@ Driftsinformation

|
® .“f?? 1 ][ Smittetest
& i & (i{d
vy ./ U transpiantationsimmunclogi
» @ Ris{&YR

Roklamation :”: TVEEFFEghgt
Afvigerappcn: Reklamaticn.fc-::mplaint 'I'Jlbagemeld'lnger ~
[Klager.chs.fForslag} r | Blod- og Veevscenter Midt - Faglig — Kvalitet og Data

;”: Audit

:”: Change Control

‘J.r ) f ﬁﬁ. :”: m

\ v/ ) ][ Kvalitetskontrol/ -sikring

! frbeze) -
" L .& __;" ]E Ledelsens Evaluering/Inspektioner
Yo % Tl Ledelsessystem
Overvagning af Auditafvigelse Dokumenterat 0 ) e
indberetninger og stillingtagen everandgrevalueringer
PDI :”: Reagenser

AARHUS : :,\‘://7;_/ :”: Risikovurderinger
/v UNIVERSITY * \‘ & ][ Skriftlige aftaler

][ Validering




Quality Management System (QMS)

Documents and
records

A system to manage documents including Standard Operating Procedures (SOPs). Good record keeping is
essential to track and demonstrate traceability.

Documents are approved by
authorized persons before use

Documents are uniquely
Identified and version controlled

Faciliteter og rengeringsfrekvens

'

Udgiver Blod- og Vaevscenter Midt - Faglig > Kvalitet og Data
4 Fagligt ansvarlig Kirstine Marie Flaang Pedersen Version 2
Kvalitetsansvarlig Annette Heegaard Christensen Geeldende fra | 11-01-2025
DOCU ments are Ledelsesansvarlig | Stine Willemann Nazeste revision | 16-01-2028 4
proteCted from Zndringer ‘ Skema "Faciliteter": Koele-Fryserum - Nej* - indsat * henviser til "Udstyrskontrol”

u nOUthorlzed ChO nqesy Dette supplerende dokument knytter sig til: Faciliteter og miljgforhold.

deletions or removal

Supplerende

Generelt

DOCU ments dare Der er forskellige krav til, hvor rene faciliteter skal vaere, idet det afhaenger af aktiviterne i de pageeldende
faciliteter. For at sikre, at rengeringen er tilpasset aktiviterne, er der fastsat en raekke krav til rengeringen.

OVG I |O ble to relevc‘ nt Rengering af faciliteter foretages jf. den nationale retninslinje Statens Seruminstitut, NIR for
renggring i hospitals- og primaersektoren, 2.1 udgave 2023, hvori hygiejne- og kvalitetsprofiler er

Documents are
periodically reviewed
and updated as
necessary

Changes are clearly
stated and
communicated

person nel fastsat - se Definitioner. | faciliteter. hvori der produceres oa opbevares plasma til fraktionerina oa ATMP
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Audit and Plans for monitoring and maintenance of the QMS by internal audits and ongoing evaluations.
evaluation

* Regqular self-inspections

 Evaluation of suppliers
* Audit-plan
» Audit checklist

 Audit-team

Vazlg rapporttype.... S
« System to report and manage audit-deviation
—_—
Raklamation l". J@'_:.l‘_
Afvigerapport Reklamation/Complaint  Tilbagemeldinger
(Klager/Ros/Forslag)
¥ A T re 7
:‘/ / 0 \
i [ e |
Overvagning af \  Auditafvigelse | Dokumenteret
. mdberetni:'lger og \ / stillingtagen
AARHUS * ;\"/4"’/ * o Co-funded by ) .
/v UNIVERSITY * \ 5 Hal’monlze the European Union -

* 5 *
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Traceability, coding, and IT systems * M *
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‘ ProSang Forend-to-end blood, cell, and tissue management, with full traceability

e from the donor, through production, analysis, and delivery to the
recipient. ProSang tracks every step with barcode Iabelling in
accordance with the ISBT 128 standard.

0 g The global standard for the terminology, identification, coding and
BT 128 @) labeling of medical products of human origin (including blood, cell, tissue,
and organs).

Unique Donation Identification Product Description Code Database

Donation Identification Number (DIN) + Flag Characters + Check Character

[ ‘ Component Class: RED BLOOD CELLS
A9999 16 123456 N [Q] s
Core Conditions: Anticoagulant CPDA-1;
‘ ‘ ‘ ‘ ‘ Original volume 450 mL;
Storage conditions refrigerated
FIN YEAR SEQUENCE AAG CHECK Attribute: Irradiated
Facility NUVEER GHARACTER . »
r ,- Is assigned product description code E0206
/ AARHUS Donation Identification Number (DIN)
N UNIVERSITY

Providing an option to add process control into the collection process



Vigilance and reporting

. ProSang Reqistration of adverse events.

LABDRATORY INFORMATION SYSTEM

Indberetning og overvdgning af bivirkninger og utilsigtede handelser

Formal
STPS
alvoriig bivirkiing
BiD
- Blcd EreLalnifg
CSL Behring 1g, hdndtering, opbevaring, distribution
past donation info o
1er og analyser overvages og
STPS
iy Bivirkiing
Donor
WMDA
Veev/celler alvrtig bivirkning
BiD
arstalning
STPS
alvorlig bivirkning
SSI
1. og Meregangs donorer
— i DART
S mltte Pramefusionakans og !e;rf:aursrusfon
CSL Behring
Look-back /lilbagekaidelse
5TPS
) alvarlig bivirkning
Patient EEEEEE
— Veaev/celler
WMDA
alvorkig bivirkning (stamesila)
SST Isokback Mergangsdonar +
S5TP alvorlig Bivirkming og evt
WMDA hvis stamcelledonor
L
AARHUS L Smitte * A
/v UNIVERSI dll the European Union

CSL Behring
Look-back ftilbagekaldelse

2023

DANISH
HEMOVIGILANCE

COMMITTEE
DONORVIGILANCE REPORT

=" MAIN FINDINGS

The adverse reaction rate among
Danish blood donors was 1,853 per
100,000 donations (2022: 1,590 per
100,000 donations).

The overall rate of serious adverse
reactions (SAR) was increased to 5.7
per 100,000 donations compared to
5 per 100,000 donations in 2022.

Of these SARs, 33% were vasovagal
reactions and 34% nerve injuries.

At 838 per 100,000 donations,
vasovagal reactions remained the most
common adverse reaction.

—Tat

p— INFORMATION

Co-funded by

Full 2023 and previous reports and
guidelines

https://dski.dk/guidelines-haemovigilance/

BA info@dski.dk

Number of donations and adverse reactions

340,000 7,000

. 320,000 /v 000

Totz

cNumber of adverse reactions by category

Hematoma 1,396
Arterial puncture 14
Delayed bleeding 237
Thrombophlebitis <5
Deep venous thrombosis <5
Compartment syndrome <5
Pseudoaneurysm a
Arteriovenous fistula 0
Direct nerve injury 29
Nerve injury caused by hematoma 39
Other arm pains 81
Vasovagal reactions

Onsite without LOC 2,358
Onsite with LOC 220
Offsite without LOC 36
Offsite with LOC 19
Citrate reaction 104
Infiltration 1,203
Air embolism a
Hemolysis 8
Allergy (local) 10
Anaphylaxis 0
Rare complication <5
Other <5
Total number 5,825
Overall rate per 100,000 donations 1,853




Implementing faeces donor recruitment, screening,
and faeces processing in the blood centre facilities
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Faeces donation and screening

Donation of faeces takes place in donation rounds, which can last up to 30 days.
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LABORATORY INFORMATION SYSTEM
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SoHO requlation

Supervision of all SoHo activities that directly impact safety, quality or effectiveness
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