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Topics covered – from clinic to regulation

Indication: fecal microbiota transplantation (FMT)

The organization: Netherlands Donor Feces Bank (NDFB)

The donor: selection & screening

The product: fecal suspension

The patient: success, safety & biovigilance

The regulation: from national framework to SoHO-Regulation
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Disrupted microbial ecosystem
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Recurrent Clostridioides difficile infection



Fecal microbiota transplantation for rCDI
   

Highly effective in preventing further recurrences of Clostridioides difficile infectie (rCDI)

          

Van Nood, NEJM 2013 & Young Lee, J of Microbiol 2024



FMT in Europe
   

 Also promising, and applied in other microbiota-related illnesses

          

Baunwall et al., Lancet Regional Health, 2021



Netherlands Donor Feces Bank (NDFB)

• Non-profit

• Provide ready-to-use donor fecal suspensions

• Widely available, treatment in local hospital

• Guarantee safety and quality of FMT

• Central donor pool of well screened donors

• Uniform and standardized procedures

• Storage of feces quality controls in case of adverse event

• Research & innovation

 Feces        Production process                   Ready-to-use fecal suspension



The donor: fecal donor screening
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Purpose: Minimize the risk of transmission of infections OR microbiome-associated 

conditions through FMT (enhance effectivity?)

Assess recent exposures and health changes before donation



The product: Fecal suspension

• 60 gram donor feces < 2h after defecation

• Homogenized: Physiological saline + bagmixer

• + bag with integrated filter, pore ≤ 250 µm

• 10% glycerol (cryoprotectant)

• 200 cc fecal suspension

• Stored at -80⁰C

• Quality Control: suspension 2cc & donor feces

• Quarantined until re-screening

• Double-encapsulated capsules in testing phase



Evaluation 241 FMT requests:
• 177 (73%) suitable for FMT

• 64 (27%) not suitable

• Mostly due underlying bowel disease + 

            C. difficile carriership

→ Limit unnecessary use

→ Appropriate use of unstandardized therapy

The patient: multidisciplinary assessment FMT-request

Terveer et al., UEG journal 2020



NDFB results: Who receives an FMT?

May 2016 – Dec 2024: 

• 376 FMTs in 336 patients with rCDI

• + >250 FMTs for FMT trials & expanded access

• 66 different hospitals

• 22 donors

Patient characteristics:
• 1st episode – 9th recurrence

• median 3 recurrences

• Mean age: 70 years

Terveer et al., UEG Journal, 2020



Monitoring of effectiveness, safety & quality

• Tissue Guide: “Systematic monitoring of serious adverse reactions and events 

from donor selection to follow up of the recipient”

• Sample storage: donor & patient samples (pre- & post-FMT)

• Evaluation of outcomes & (S)AR’s 

• At 3 weeks, 6 months, several years post-FMT

• Patient questionnaire and contact with treating physician 

• Assessment of suspected SARs  

• Working group evaluates infectious and newly developed conditions

• Relation to SAE? Donor placed “on hold” → suspensions not used during investigation

• Any other patients with similar AEs?

• Microbiological analysis of donor and patient samples



NDFB results: Success percentage after FMT

• Cure rate 90% after 2 months (142/158)

    Treatment of 23 relapses
• 14 treated successful with antibiotics

• 7 successful by a second/third FMT

• 2 untreated, died with rCDI of comorbidity

Terveer et al., UEG Journal, 2020



NDFB results: biovigilance pre-SoHO

Terveer et al., UEG Journal, 2020



NDFB results: biovigilance as driver for improvement
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NDFB results: Evaluation imputability SAR

• 38-year-old patient with refractory GvHD 

• Allo-SCT +117 days, FMT via expanded access

• GvHD complicated by HSV-esophagitis, pleural effusion & ascites 

(hypoalbuminemia)

• Treatment included ruxolitinib (+ 4 weeks), ketamine infusion

• Neutrophil normal

• + 6 days post-FMT: E. coli bacteremia

• No evidence of biliary, pulmonary or urinary tract infection

• Treating physician: “Not related to FMT” but is it?

11/11/202516 *Van Lier et al., Sci Transl Med, 2020



Microbiological investigation donor & patient sample

• Donor immediately placed “on hold” 

• Collected: Patient data, isolate, donor & patient feces

• Microbiological investigation:

• Pending further analysis; donor feces: multiplex PCR pathogenic E. coli: neg

• E. coli from blood and donor feces: phenotypical identical + 

• Whole Genome Sequencing (WGS): identical

• No additional virulence factors detected
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Sample Sequence Type Complex Type
E. coli patient (blood culture) ST 357 CT 12084

E. coli donor (faeces) ST 357 CT 12084

Nooij et al., Genome medicine, 2024



Translocation of donor-engrafted strains in GvHD

Diagnosis: translocation of donor-engrafted strains in a patient with a 

vulnerable intestinal barrier due to GvHD 

Clinical improvement: 

• Rising albumin levels, reduced ascites/pleural effusion, markedly less pain

• Diarrhea resolved within weeks, discharged after 2 weeks

• Case reviewed by multisiciplinary team + external experts:

• Conclusion: translocation related to underlying disease

• Decision: FMT-course* continued (2 additional FMTs) with good outcome

• Question: Is this a SAR?

11/11/202518 *Van Lier et al., Sci Transl Med, 2020



Regulatory framework for FMT in Europe pre-SoHO

11/11/202519 Hoffman et al., Gut microbes, 2025



Consensus guidelines

Terveer et al., CMI, 2017 &  International consensus conference Cammarota et al., Gut, 2019 & Standardised model for stool banking Keller et al., 2020, UEG journal



Most important changes
• SoHO introduced as a new overarching term (replacing separate directives)
• Inclusion of donor milk and intestinal microbiota 
• National legislation and inspection, aligned closely with expert organizations

• Reference to the EDQM technical guide
• ECDC involved in quality and sefety monitoring

• Outcome registration → need for an EU registry: EurFMT



EDQM guide – Chapter 32: Intestinal microbiota 
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Quality and safety framework for FMT

Part of the Tissue & Cells Guide of the EDQM (Eu Dir. Q. Med. & Healthcare)

Monographs:

- Cryopreserved donor fecal suspension

- Cryopreserved donor fecal capsules

https://www.edqm.eu/en/

https://www.edqm.eu/en/


Towards a European framework for safe and effective FMT

European Fecal Microbiota Transplantation (EurFMT)

International collaboration of academic FMT centers

Objectives:

• Strengthen collaboration and communication among FMT experts across Europe

• Develop standardized procedures, guidelines and a EurFMT registry

EU Project: Harmonize

• Harmonization of expert groups, activities, and guidelines in line with new SoHO requirements

• Develop technical guidelines for donor screening and FMT-processing (WP NDFB)

• Develop of oversight and quality assurance guidelines (WP NDFB)

• Establishment of training programs and facilities

• Gap-analysis: including audit program and European FMT-registry
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Is the NDFB ready for the SoHO Regulation?

• NDFB = SoHO Establishment

• FMT treating centres (hospitals) = SoHO Entity

• Current status:

• Farmatec application not yet processed – still early in the implementation phase

• Informal and constructive visit form Dutch Inspectorate IGJ already took place

• Further clarification form the Ministry of Health (VWS) on SoHO framework implementation 

forthcoming

• Since this year, we report our SARs and SAEs to TRIP

• Start reporting in EurFMT registry (patients)

• November 2025: Audit by Aarhus

11/11/202524



Wat are your takeaways about FMT?

• From clinic to framework: FMT has evolved from experimental treatment to regulated

medical application

• Solid experience: ± 400 FMTs, high success rates and manageable infection risks

• Safety & transparency: biovigilance performed, no serious adverse events in rCDI, trends 

monitored through the EurFMT registry

• Learn from data: Biovigilance can improve FMT care (e.g. remove Blastocystis hominis as 

donor exclusion criterion)

• Looking ahead: SoHO, EDQM, ECDC, (VWS, TRIP) and EurFMT together provide a clear

European framework for safe and accessible FMT

• Collaboration is key: FMT-experts, clinicians, regulators and researchers work closely

together in this field



 Questions?
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The patient: pretreatment and administration

• Anti-CDI antibioticsn pretreatment ≥ 4 days, stop 1 day before FMT

• 2ltr Klean-prep (half bowel lavage)

• Nasoduodenal tube

• 200cc administered over 20 minutes

• Nasoduodenal tube removed after 30 minutes

• Monitor patient for 2 hours (p/RR/T)
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