* * ‘. * . Co-funded by
* \ by Harmonlze the European Union

* 5 *




/v

or o WO DN B

Distribution
0 Organisation
o Documents and records
Contact between the storage facility and the clinical depament
0 Expansion: Components method and distribution to externa
o Distribution external treatment sites and criteria
o Distribution to bring home and criteria
0o Feedback

Making FMT ready for clinical application

0
0

Selection of components & Thawing
Patient consent & Planning follow-up

Troubleshooting

0
0

Cryobag application; Bags and connectors

Capsules; Cracked capsules, Deviations in the ptiotu& Variation in number of capsules and dose

Development of freeze-dry capsules
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Brief introduction, including a visual overview of tequipment used

Co-funded by
the European Union






Precribe FMT
Patient status
Clinical application
Follow-up

Clinical department

- in+out patients
Other departments
To bring home

Other hospitals in Denmark

Storage and release
It-system (Prosang)
Order components
Deviations

Precription database

FMT-application note

Patient consent
Shipping

Processing + deviations

RedCap
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Key elements in QMS

Organization Documentation of roles, responsibilities of personnel and organization.

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

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

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

records track and demonstrate traceability.

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.qg., standards.

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.

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

Contracts Written agreements on outsourced activities.

Deviation 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.
Audit and evaluation Plans for monitoring and maintenance of the QMS by internal audits and ongoing evaluations.
Risk management Identify risks and opportunities for improvement. Develop, document, and implement any necessary actions.
Test reporting Ensure accuracy, confidentiality, and accessibility to the laboratory staff and to the health care providers.
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0043 6136 9603
= S CEFTA-CInIC, 0043 20102683
[« ist for doc the and receipt of FMT components
Place/sender: Aarhus University Hospital, LMT Place/receiver:
Name en Name of recipient:
Date/time: 03-11-2025, 12 pm Date and time of receipt:
Complete when receiving the shipment
The comnonents must still be on drv ice unan receint
Type of Donor ID Packed | Donation ID Unique Number of Store conditions | Expiry date
component in bag D I
“0
02-08-2027
if stored at -20
capsutes |1 | 1 |v0099257600x X50000A0 16 -80 degree degree decrease o
4 weeks
02-08-2027
If stored at -20
Capsules I:l 1 V0099257 60xxx 16 -80 degree deve: decrkease to
weeks
30-08-2027
If stored at -20
capsules ([ ]| 2 |vo099257600cx X50000€0 24 -80 degree degree decrease to
4 weeks
30-08-2027
if stored at -20
Capsules :l 2 V00992576000 XS0000F0 24 -80 degree dege: decr:ase to
weeks

Recipient data is filled in after receipt. The checklist must be returned when all components have been used (or discarded) and sent to
auh.cefta@rm.dk
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Information on faecal microbiota transplantation (FMT)

L
Centre for faecal microbiota transplantation (CEFTA) '.

Consent to the transfer of information to a database

You have agreed with your physician to receive treatment with faecal microbiota transplantation
(FMT). We wish to ensure high guality in your diagnostic workup and for your benefit
and for the benefit of other patients. To register the quality and safety of the treatment, we need
your consent. Therefore, we ask you to sign this form to give your consent for participation in the
FMT database.

The purpose of the database 1s to gain a better understanding of how FMT works and to study its
long-term effects. This purpose 1s fulfilled through quality assurance and research, for which we
may contact you regarding your participation, to the extent that it is relevant.

Safe handling of your health information

Selected staff b hved in your W|]l, upon ym:.r consent, ensure that only mfnr-
mation related to your bowel disease and ferred to the datab v

affiliated with the treatment will have access to the dambase, The data will be stored confidentially
and in accordance with applicable data protection legisl The FMT database is regi d with
and approved by the relevant and legally required authorities.

When health information is shared with public auth Damsh or i istries, your

personal data will not be identifiable. msolep\n'poselsloensnretheqmlnymdsafet) of the
treatment. All research projects are approved by the Regional Scientific Ethical Committee.

The treatment
You will receive separate written information about thz treatment. This inchudes how the treatment
is performed, the expected o and any p | side effects. It also explains how we select

and screen healthy faecal donors for FMT.

We would like permission to access your medical record for up to two years after your treatment
has ended. The purpose of this is to investigate any potential long-term effects of the treatment. If
we become aware that the treatment may pose any risk to you, we will contact you.

Person responsible for the treatment
Clinical Professor, Chief Physician, PhD Christian Lodberg Hvas
Department of Hepatology and Gastroenterology, Aarhus University Hospital.
Phone 7845 3800.
Enml levermavetarm@auh on dk.
Website: www levermavetarm auh dk.

Centre for faecal microbiota transplantation (CEFTA) M .J.
Information and consent for FMT, version 04, 9 December 2024

%

Consent for faecal microbiota transplantation (FMT)
Centre for faecal microbiota transplantation (CEFTA)

Name and cpr

ﬂmmmmn&qumuwﬂanum
FMT database under the Department of Hepatology, G logy and Ii 1 Medi-
cine, Aarhus University Hospital.

I confirm that, after receiving the above written information, I am sufficiently informed about

the purpose, benefits, and p ial drawbacks to give this consent to the disclosure of my
bowel-related health inf ion to the FMT datab

T understand that participation is voluntary, and that I may withdraw my consent at any
time, after which my data will be deleted, without affecting my current or future treatment
s

You are entitled to time for consideration before signing this consent form.
Information about your health is confidential and will only be accessible to doctors and nurses in-
vohredmyumnm[fﬂ:hudm:lned,nmlhlwxysbemymmd.

Storage of your related health i will comply with data protection and
healthcare legislation.
Date Signature (patient)
R s v
Name (responsible physician)
M "n.' T bl rLJ

Centre for faecal microbiota transplantation (CEFTA)
Information and consent for FMT, version 04, 9 December 2024
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