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Agenda

• Introduction to the Department of Clinical Immunology

• 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
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Department of Clinical Immunology

European Tissues and 

Cells Directive

European Blood Directive European Organs 

Directive

National competent authorities are responsible for the implementation of EU legislation 

Current EU SoHO legislation on safety and quality

Stem cells

Bone tissue

Mononuclear cells for ATMP

Donor lymphocytes

Testing of infectious markers

Blood
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Department of Clinical Immunology

THE DANISH ACCREDITATION FUND

DS/EN ISO 15189

• Medical laboratories - Requirements for quality and competence

• Areas of accreditation: Immunology, Microbiology, Biochemistry

WMDA

European Federation for 

Immunogenetics

The Tissue Typing 

Laboratory

World Marrow Donor 

Association International 

Standard

Joint Accreditation 

Committee – international 

standards for cellular therapy

Legislations and standards Several national regulations 

The Danish Tissue Act
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Quality Management System (QMS)

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 

• To obtain and maintain authority license and accreditations
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Quality Management System (QMS)

The quality manual describes the quality 

management system of the organisation. 

The quality manual

• clearly communicate information 

• serve as a framework for meeting quality 
system requirements

• describe how all the related quality 
processes occur with references to the SOPs 

Structural and 

governance requirements

Resource 

requirements
Resource 

requirements

Process 

requirements
Management system 

requirements

Organization Lab. activities

Risk management

Personnel Facilities

Equipment

Examination Data control

Continuity and emergency 

preparedness planning

Documentation Control

Improvement Evaluation

DS/EN ISO 15189

Key elements 



AARHUS
UNIVERSITY

Organization Documentation of roles, responsibilities of personnel and organization.

Aarhus University 

Hospital management

Heads of department

Quality management
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Juridisk/akkrediteringsansvar BJMOEL CHERIK JEMJEN PERKOE RANBER STIWIL TRIKOR

§§ 4- og 5-ansvarlig, Vævsloven x

§ 6-ansvarlig, Blodforsyningsloven x

§ 39-ansvarlig, GMP x

Responsible Person x

Qualified Person x

Director, EFI x

Co-Director, EFI x x

Laboratoriechef, ISO 15189 x

Bemyndiget person, DANAK x x x x x

Director, JACIE (jf. funktionsbeskrivelse) x x

Sikrings- og strålingsansvarlig, SST x

WMDA CEO x

WMDA Medical Director 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 kvartalsopgørelse x x

GMP-frigivelse, ATMP x

Superbruger, StruxureWare x x x x

e-Dok Dokumentkoordinator x x x x x

Stikprøvekvalitetskontrol x x x x x

Auditor x x x x x

Responsibilities

Fæceslaboratorie CHERIK LNILSE OLEBJR SANSCH SUSAH1

Overbioanalytiker x

Teamleder x x

Ansvarlig læge x

Afdelingslæge x

Specialist x x

Organization Documentation of roles, responsibilities of personnel and organization.



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

Processing, 

screening, storage

Dept. of Immunology

Lead: Christian Erikstrup 

Chief physician

• Laboratory

Ole B Kirk

• Secretariat

Sabina Christensen

• Screening

Susan Mikkelsen

Donor recruitment 

and screening

Dept. of Immunology

Lead: Christian Erikstrup 

Chief physician

• Recruitment

Sanne Breinholt

• Secretariat

Sabina Christensen

• Screening and approval

Susan Mikkelsen

Safety 

Patients

Dept. of Hep/Gas

Lead: Christian L Hvas

Chief physician

Clinical application 

and follow-up 

Dept. of Hep/Gas

Lead: Christian L Hvas

Chief physician

• Laboratory

Mette M Hansen

• Clinical application

Christian L Hvas

• Patient care

Charlotte B Olsen

Network

National Network

Dept. of Hep/Gas, 

Dept. of Immunology,

Dept. of Microbiology

Nordic Trial Alliance

Dept. of Hep/Gas, 

Dept. of Immunology,

Dept. of Microbiology

European FMT 

Network

Christian L Hvas

Christian Erikstrup

Simon MD Baunwall

Academic Advisory

Board

Safety

Donors

Dept. of Immunology

Lead: Christian Erikstrup 

Chief physician

Surveillance

Christian Erikstrup

Donor and

processing

Dept. of Immunology

Lead: Christian 

Erikstrup 

Chief physician

Clinical trials &

processing

protocols

Dept. of Hep/Gas

Lead: Christian L Hvas

Chief physician

• Laboratory

Mette M Hansen

Standard operations

Regulation

EU / SANTE-SoHO

Christian L Hvas

EDQM

Christian L Hvas

Intestinal Microbiota:

Simon MD Baunwall

Susan Mikkelsen

Danish Patient 

Safety Authority

Christian L Hvas

Christian Erikstrup

Quality improvement and research

Research board

Christian L Hvas

Christian Erikstrup

Susan Mikkelsen

Simon MD Baunwall

Version 5, 13-08-2024

Organisation

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

CEFTA

Collaborator

Faeces donor screening

Dept. of Microbiology

Faeces and blood tests

Lise T Erikstrup, chief physician and 

Lars Lemming, chief physician

Clinical conferences

Dept. of Hep/Gas

Lead: Christian L Hvas

Chief physician

- National conferences

- Compassionate use

conferences

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

Safety board

Christian L Hvas 

Christian Erikstrup

Susan Mikkelsen

Mette M Hansen

Simon MD Baunwall

Sara E Paaske

External (currently no member)

Aarhus University Hospital management

Institute of Clinical Medicine, 

Aarhus University
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Quality Management System (QMS)

• 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. 

• Personnel records 

• Job descriptions should reflect all skills needed and accurately describe tasks, roles, and 

authorities. 

Personnel Trained personnel with documented and periodically assessed competence to perform the tasks allocated 

to them.
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Quality Management System (QMS)

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

• 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? 
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Quality Management System (QMS)

• Suitable for the activities and designed 

and maintained in a manner that prevent 

contamination and loss of traceability.

• A plan for access, cleaning, maintenance 

and quality monitoring

• Emergency plans

• Disposal of waste

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

traceability.
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Quality Management System (QMS)

Equipment 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.g., 

standards.

• Description

• Manual for operating

• Procedures for testing and approval before use

• Procedure for service, control and maintenance

• Back-up

• Log-book
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Quality Management System (QMS)

Critical materials
(purchasing and inventory)

Process for selection, procurement, reception, storage, acceptance testing of raw materials and supplies. 

A good inventory management system ensures uninterrupted service as supplies are available when 

required.

• All materials must be tested, clearly identified and 

traceable

• Control during all steps 
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Quality Management System (QMS)

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
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Quality Management System (QMS)

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. 

• Immediate action to control and correct the 

nonconformity

• Determine the course and risk for recurrence

• Review opportunities for improvement and make 

changes, if needed

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

Level 1

Policies

Level 2

Processes

Level 3

Standard Operating Procedures (SOPs)

and Supplementary documents

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

Translate the policies into overall practical 
procedures – What we do

Step-by-step instructions – How we do it
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System for secure storage of data and records in accordance 

with the requirements

Documents and 

records 

A system to manage documents including Standard Operating Procedures (SOPs). Good record keeping is 

essential to track and demonstrate traceability.

Quality Management System (QMS)
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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 uniquely 

identified and version controlled

Documents are approved by 

authorized persons before use

Documents are 

periodically reviewed 

and updated as 

necessary

Changes are clearly 

stated and 

communicated

Documents are 

protected from 

unauthorized changes, 

deletions or removal

Documents are 

available to relevant 

personnel

Quality Management System (QMS)
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Quality Management System (QMS)

Audit and 

evaluation 

Plans for monitoring and maintenance of the QMS by internal audits and ongoing evaluations. 

• Regular self-inspections

• Evaluation of suppliers

• Audit-plan 

• Audit checklist

• Audit-team

• System to report and manage audit-deviation 
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Traceability, coding, and IT systems

For end-to-end blood, cell, and tissue management, with full traceability 

from the donor, through production, analysis, and delivery to the 

recipient. ProSang tracks every step with barcode labelling in 

accordance with the ISBT 128 standard.

The global standard for the terminology, identification, coding and 

labeling of medical products of human origin (including blood, cell, tissue, 

and organs).

Facility

Unique Donation Identification 

Providing an option to add process control into the collection process

Product Description Code Database
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Vigilance and reporting

Registration of adverse events.
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Implementing faeces donor recruitment, screening, 
and faeces processing in the blood centre facilities

Donor test

Dep. of Immunology

Dep. of Microbiology

Dep. of Biochemistry
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Faeces donor recruitment and screening

Pre-screening
Blood donor screening
Age, BMI, Medication

Questionnaire screening 
information, and consent

Donor interview Blood donation Blood and faeces screening

244
Approved donors

Donor approval

The Danish Tissue Act 

Donor protection: 

• Minimize risks related to 

donation

• Voluntary and unpaid 

donation

• Documentation of the 

donor health evaluation
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Faeces donation and screening

Blood and 
faecal samples Screening results

Donor interview and 
questionnaire screeningFaeces donation

Processing, quality 
control, and storage

Release

Donation of faeces takes place in donation rounds, which can last up to 30 days.

Every donation In the beginning and end
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0

500

1000

1500

2000

2019 2020 2021 2022 2023 2024 2025

FMTs

Processed: faeces components

Released: faeces components

Supply continuity

212

canceled 

appointments

175

canceled 

appointments

A high number of positive or 

inconclusive microbiological tests

177

canceled 

appointments
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SoHO regulation

Responsible physician (in each SoHO entity)

Quality management system

Releasing officer

Vigilance and reporting

A system for recording 

adverse reactions and 

adverse events

Critical SoHO 

definition and 

shortage 

management.

Emergency 

plans 

SoHO 

establishment 

registration

Registration on 

the EU Platform

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

Technical guidelines

SoHO activitiesSoHO activities

External storage

(no processing)
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