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Summary
STUDY AIMS: Clostridioides difficile infection (CDI) is associated with high recurrence and mortali‐
ty. Faecal microbiota transplantation (FMT) is recognised as the most effective treatment for recur‐
rent CDI. However, implementation varies internationally, and real-world data from Switzerland –
where FMT is now regulated as a medicinal product – are scarce. Centre Hospitalier Universitaire 
Vaudois (CHUV), Lausanne, established a standardised FMT programme in 2019, yet its outcomes 
have not previously been reported.
PATIENTS AND METHODS: This retrospective cohort study evaluated all adult patients treated with 
FMT for recurrent Clostridioides difficile (CDI) infection at CHUV between January 2021 and Febru‐
ary 2025. Standardised procedures included strict donor screening, frozen preparation of stool 
suspensions or capsules, and administration by colonoscopy, jejunostomy, enema or oral capsules. 
The primary efficacy endpoint was clinical cure, defined as no CDI recurrence at 8 weeks. Adverse 
events and serious adverse events were recorded prospectively, with causality assessed accord‐
ing to international criteria.
RESULTS: Among the 88 patients who received 100 FMTs, a clinical cure was achieved in 93% of 
cases after a single treatment, 98% after two and 100% after three. Only three new episodes were 
reported beyond the 8-week time point. Efficacy was consistent across subgroups, including im‐
munosuppressed individuals. Early gastrointestinal adverse events were mild and transient. Of 24 
serious adverse events recorded during follow-up, most were infections or complications related to 
underlying conditions. Eight deaths occurred during follow-up. Importantly, no serious adverse 
events or deaths were attributed to FMT.
CONCLUSION: FMT demonstrated a high efficacy and a favourable safety profile for recurrent 
Clostridioides difficile infection in a real-world Swiss cohort, consistent with international evidence. 
Standardised donor selection, treatment production and pharmacovigilance were key to maintain‐
ing safety. These findings support FMT as a reliable therapeutic option for recurrent Clostridioides 
difficile infection, including high-risk populations. Further trials are warranted to evaluate earlier 
use of FMT in the CDI disease course.

Introduction
The treatment of Clostridioides difficile infection (CDI) remains a significant challenge due to its 
high recurrence rate and high 30-day and 1-year mortality [1]. In Switzerland, CDI remains a rele‐
vant issue, with a prevalence ranging from approximately 5.7 to 11.4 cases per 10,000 hospital 
days, depending on the diagnostic method used [2]. Since 2014, faecal microbiota transplantation 
(FMT) has been recommended for the treatment of CDI recurring on multiple occasions [3, 4]. Cur‐
rently, no therapeutic alternative has demonstrated comparable efficacy, with FMT achieving a
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cure rate of nearly 90% for this indication [5, 6]. The fundamental principle of FMT involves trans‐
ferring minimally processed human faeces from a healthy donor to a recipient, with the goal of
modulating the recipient’s microbiome for therapeutic purposes.

Multiple guidelines exist regarding the methodological aspects of FMT, including donor se‐
lection, FMT production and recipient management. However, there is considerable heterogeneity
in these recommendations. Despite these variations, FMT efficacy remains broadly comparable
across different centres worldwide [5–13].

FMT safety is mainly dependent on donor selection and rigorous biological screening [6–8].
Due to the stringent eligibility criteria, only 3–10% of screened candidates qualify as microbiota do‐
nors, which poses a challenge to accessibility of treatment, despite its demonstrated therapeutic
benefits [14].

FMT is classified as a medicinal product in Switzerland, and recent changes in national reg‐
ulations have made marketing authorisation mandatory for its clinical use. This regulatory shift has
important implications for production and implementation in clinical settings. Notably, the produc‐
tion of a medication of this kind represents a first for an academic institution in Switzerland [15]. At
the Centre Hospitalier Universitaire Vaudois (CHUV) FMT Centre, donor selection and screening
adhere to European regulatory frameworks. The European Directorate for the Quality of Medicines
and HealthCare (EDQM) provides and regularly updates guidelines on substances of human origin
(SoHO) in its Guide to the Quality and Safety of Tissues and Cells for Human Application [16]. Giv‐
en its classification as a medicinal product, FMT requires standardisation of processes from dona‐
tion to recipient administration, along with implementation of a pharmacovigilance system. The
CHUV FMT Centre was granted marketing authorisation for both semi-liquid and capsule formula‐
tions of FMT in December 2024. Currently, the centre is in discussion with the Swiss Federal Office
of Public Health (FOPH) to establish an official reimbursement tariff for FMT through inclusion in
the national specialty list.

Since 2019, the CHUV FMT Centre has been actively working to standardise procedures at
every stage of the donor-to-recipient pathway.

This cohort study set out to evaluate the efficacy and safety outcomes of FMT for the treat‐
ment of recurrent CDI at the CHUV FMT Centre.

Patients and methods

Study design and setting
This monocentric observational cohort study uses data from the Centre Hospitalier Universitaire
Vaudois (CHUV) FMT Centre in Lausanne, Switzerland. Study data were prospectively collected
from January 2021 to February 2025. The centre follows a stool bank model as defined by interna‐
tional consensus guidelines, ensuring standardised procedures for donor selection, treatment pro‐
duction and recipient management.

Study population and eligibility criteria
All consecutive adult patients (≥18 years) who received FMT for recurrent Clostridioides difficile
infection (CDI) at CHUV during the study period were eligible for inclusion. This represents a com‐
plete enumeration (total enumerative sampling) of all eligible patients. Patients were required to
have completed at least 8 weeks of follow-up to be included in the primary efficacy analysis. No
patients were excluded for missing 8-week data, as systematic follow-up was part of routine clini‐
cal care at our centre.

All patients underwent a pre-treatment consultation to assess eligibility and indication for
FMT. This consultation systematically verified: bowel transit prior to CDI onset, results of gastroin‐
testinal endoscopy performed within the past 10 years (when available), microbiological confirma‐
tion of C. difficile, the number and dates of Clostridioides difficile infection episodes, specific anti‐
biotic treatments administered for CDI and clinical response to anti-CDI therapy (defined as resolu‐
tion of diarrhoea or return to baseline bowel habits when pre-existing gastrointestinal disorders
were present).
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Figure 1: 

Criteria for severe and for recurrent Clostridioides difficile infection followed ESCMID guide‐
lines [3]. Severe immunosuppression was defined as current or foreseeable neutropenia (<500
neutrophils/µl) within the next 14 days; scheduled or recent (<100 days) allogeneic stem cell trans‐
plantation; active graft-versus-host disease (GvHD) requiring immunosuppressive treatment; or
ongoing chemotherapy.

FMT procedures

Donor selection and FMT preparation
Donor selection and screening adhered to European regulatory frameworks as defined in Guide to
the Quality and Safety of Tissues and Cells for Human Application by the EDQM [16]. FMT prepara‐
tion followed a standardised procedure [17] with treatments frozen at –80 °C until use. Prepara‐
tions were available as semi-liquid suspensions or oral capsules, produced by the CHUV Pharmacy
Service under Good Manufacturing Practice conditions.

Pre-treatment protocol
All patients received at least 10 days of pre-treatment with fidaxomicin or vancomycin prior to FMT
administration. Clinical improvement during the antibiotic pre-treatment phase was confirmed be‐
fore proceeding with FMT.

FMT administration
FMT was administered to inpatients via one of the following routes: (1) colonoscopy following bow‐
el lavage with 2 litres of macrogol solution the previous day; (2) jejunostomy following bowel lav‐
age; (3) enema following bowel lavage; or (4) oral ingestion of 20 capsules per day over two con‐
secutive days (40 capsules total), without macrogol bowel preparation. In severe recurrent CDI, the
capsule dosage was increased to a maximum of 40 capsules per day (60 to 80 total) in accord‐
ance with recent recommendations for severe recurrent Clostridioides difficile infection [6, 18–20].
The overall patient pathway from initial consultation to follow-up is summarised in figure 1.

Overview of FMT patient pathway and follow-up.

Data collection and sources
Clinical data and stool samples were systematically collected from FMT recipients at standardised
time points: before treatment and at 2- and 8-weeks post-treatment. Subsequent follow-ups were
conducted by telephone assessments at 6 months and annually for up to 5 years post-FMT. All
clinical data were prospectively collected by trained physicians (KM, AB, DB, TG) during systemat‐
ic follow-up consultations. Study data were collected and managed using REDCap electronic data
capture tools (version 13.1.0), hosted at CHUV [21].

Collected clinical data included: patient demographics (age and sex), immunosuppression
status (categorised as severe or non-severe), characteristics of CDI episodes (including total num‐
ber of episodes; classification as severe or non-severe; and treatments received) and FMT-specif‐
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ic parameters (such as storage duration, administration route, dosage and thawing method). All da‐
ta were sourced from standardised internal patient files and the institutional electronic medical re‐
cord system. All stool samples were aliquoted and biobanked at –80 °C (BIOSTOOL, BB_041).

Gastrointestinal adverse events and serious adverse events were systematically recorded in
REDCap using structured case report forms and were independently reviewed by three investiga‐
tors (KM, AB, TG). Gastrointestinal adverse events included constipation, diarrhoea, nausea, ab‐
dominal pain, bloating, abdominal discomfort, altered bowel habits and any other reported gastro‐
intestinal symptoms.

Outcome definitions

Primary efficacy endpoint
The primary efficacy endpoint was clinical cure, defined as the absence of Clostridioides difficile
infection recurrence within 8 weeks following FMT, as defined in the 2021 ESCMID guidelines [3].

Safety endpoints
Serious adverse events were evaluated in accordance with ICH E2A guidelines [22], which define
an SAE as any untoward medical occurrence that: results in death, is life-threatening, requires in‐
patient hospitalisation or prolongation of existing hospitalisation, or results in persistent or signifi‐
cant disability/incapacity. The causal relationship between FMT and serious adverse events was
systematically evaluated using the causality framework defined by the American Gastroenterologi‐
cal Association (AGA) [23] FMT National Registry. This assessment considers: (1) temporal rela‐
tionship (onset within a plausible biological timeframe post-FMT, typically <8 weeks); (2) biological
plausibility (mechanistic link to microbiota transfer or the FMT procedure itself); (3) consistency
with known FMT-related risks reported in the literature; (4) alternative explanations (underlying
medical conditions, concurrent medications, procedures); and (5) dechallenge/rechallenge evi‐
dence when available. Events were classified as: “related”, “probably related”, “possibly related”,
“unlikely related” or “not related” to FMT. Three investigators (KM, AB, TG) independently as‐
sessed causality for all serious adverse events, with any discrepancies resolved by consensus dis‐
cussion. For deaths occurring during follow-up, causality was assessed using the same frame‐
work, with particular attention to temporal proximity to FMT administration and the presence of al‐
ternative explanations.

Statistical analysis
Given the descriptive nature of this cohort study and the absence of formal hypothesis testing, a
target sample size of 100 FMTs was chosen based on feasibility and representativeness of our
centre’s experience. The sample was representative of the studied population with respect to sex
and gender. All donors and recipients were of European ethnic origin. To reduce selection bias, all
eligible patients treated within the study period were included (total enumerative sampling).

Continuous variables were summarised using medians and interquartile ranges (IQR) as ap‐
propriate, given the skewed distribution of some variables (e.g. age, duration of pre-treatment).
Categorical variables were expressed as counts and percentages. Descriptive statistics were used
for baseline characteristics. CDI-free survival (time from FMT to CDI recurrence or last follow-up)
was analysed using Kaplan-Meier methods. Prespecified subgroup analyses of the primary effica‐
cy endpoint (clinical cure at 8 weeks) were performed comparing: (1) severe vs non-severe CDI;
and (2) immunosuppressed vs immunocompetent patients. Subgroup comparisons were per‐
formed using Fisher’s exact test. A two-sided p-value <0.05 was considered statistically signifi‐
cant.

All statistical analyses were performed using R version 4.3.1 (R Foundation for Statistical
Computing, Vienna, Austria). The following R packages were used: survival (version 3.5-5) for Ka‐
plan-Meier analysis and log-rank tests; ggplot2 (version 3.4.2) for data visualisation; and dplyr
(version 1.1.2) for data manipulation. Data management was conducted using REDcap version
13.1.0. Given the straightforward nature of the descriptive and survival analyses performed, no cus‐
tom analytical code beyond standard R package functions was developed.

Missing data were not imputed. Patients without complete 8-week follow-up data were ex‐
cluded from the primary efficacy analysis; however, as noted above, no patients met this exclusion
criterion. Missing follow-up data at 6 months and 1 year were reported descriptively but did not
lead to exclusion from the study, as the primary endpoint was assessed at 8 weeks. Recall and in‐
formation biases were minimised by using structured data collection via REDCap.
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Table 1: 

Protocol registration and open science
No formal study protocol was published prior to data collection, as this represents a real-world
clinical practice evaluation using routinely collected data from our standardised FMT programme.
All procedures followed established institutional protocols that had been in place since programme
inception.

Ethical considerations
Ethical approval for this study was obtained from the Canton of Vaud Ethics Committee (ID: CER-
VD 2025-00075). Written informed consent was obtained for anonymised patient information to be
published in this article. The STROBE cohort checklist was used to guide the reporting of this study
[24].

Results

Treatment efficacy
A total of 100 FMTs were administered to 88 distinct patients. Table 1 summarises the demographic
and clinical characteristics of the study population, and the characteristics of the FMT procedures
they underwent.

Characteristics of the study population and faecal microbiota transplantation procedures.

Characteristics n = 100*
Age 69 (53–79)

Sex Male 35 (35%)

Female 65 (65%)

Number of CDI episodes 3 (2–3)

Severe last CDI episode 33 (33%)

Immunosuppression 37 (37%)

Severe immunosuppression 5 (5%)

Treatment of last episode Vancomycin 71 (71%)

Fidaxomicin 29 (29%)

Pre-treatment duration 0 to 15 days 47 (47%)

15 days to 1 month 24 (24%)

1 to 2 months 21 (21%)

>2 months 8 (8%)

FMT storage duration in days 357 (210–658)

Route of administration Capsules 58 (58%)

Colonoscopy 36 (36%)

Enema 3 (3%)

Jejunostomy 3 (3%)

Capsule dosage (number) 40 (40–40)

Liquid dosage (ml) 250 (250–270)

CDI: Clostridioides difficile infection; FMT: faecal microbiota transplantation.
* Median (IQR) or n (%).

The cure rate was 93% (82/88) after a single FMT, 98% (86/88) after 2 FMTs and all patients were
cured after 3 treatments. An overview of patients’ response to treatment is provided in figure 2.
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Figure 2: Overview of patients’ response to treatment.

Only two patients experienced new Clostridioides difficile infection episodes beyond week 8 post-
FMT. CDI-free survival is summarised in figure 3. Prespecified subgroup analyses of clinical cure
at 8 weeks showed consistent efficacy across patient populations. In patients with severe CDI, the
cure rate was 97% (29/30) compared to 88% (51/58) in non-severe CDI (p = 0.26). Among immu‐
nosuppressed patients, the cure rate was 91% (29/32) compared to 91% (51/56) in non-immuno‐
suppressed patients (p = 1.0). Neither comparison reached statistical significance. Follow-up data
were not yet completed for 7 patients (8%) at 6 months and for a total of 20 patients (22%) at 1
year. Missing follow-up data at 6 months and 1 year did not lead to exclusion from the study and
were not replaced by substitute values.
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Figure 3: Kaplan-Meier curve of Clostridioides difficile infection event-free survival in patients post-FMT. CDI-free survival is
defined as survival without a relapse (<8 weeks post-FMT) or new Clostridioides difficile infection (>8 weeks post-FMT) within
1 year after FMT.

Safety
The prevalence and characteristics of adverse events and serious adverse events are detailed in
table 2. Among the 24 recorded serious adverse events, the most frequent were infectious compli‐
cations, including bacteraemia of multiple origins, soft tissue infections and pneumonia. Several of
these occurred in immunosuppressed patients. Other serious adverse events included gastrointes‐
tinal bleeding, acute cardiovascular events, acute renal and urinary disorders, and complications
related to underlying malignancies or chemotherapy. A few isolated neurological, orthopaedic and
psychiatric events were also reported. Importantly, none of the serious adverse events (including
all infectious events) were attributed to FMT or associated procedures. Between 8 weeks and 6
months post-FMT, 7 participants died, and one additional death occurred between 6 months and 1
year. Reported causes of death included respiratory failure secondary to acute heart failure, hae‐
morrhagic shock due to cecal arterial bleeding with recurrent CDI, progression of advanced malig‐
nancies, mixed hypovolaemic and septic shock, gastrointestinal bleeding in the context of acute
graft-versus-host disease (GvHD) flare, and two unexplained deaths occurring at home. Important‐
ly, none of the reported deaths were considered related to FMT, based on the absence of both
temporal proximity and a plausible causal association.
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Table 2: Gastrointestinal adverse events and serious adverse events at 15 days and 8 weeks after faecal microbiota transplan‐
tation. Comparison of recipients based on immunosuppression status.

  Total (n = 100)* Immunosuppres‐
sion (n = 37)*

No immunosup‐
pression (n = 63)*

p-value**

GI AE (Day 15) 68 (68%) 23 (62%) 45 (71%) 0.3

... Constipation 14 (14%) 4 (11%) 10 (16%) 0.5

... Diarrhoea 10 (10%) 6 (16%) 4 (6.3%) 0.2

... Nausea 9 (9%) 4 (11%) 5 (7.9%) 0.7

... Abdominal pain 30 (30%) 10 (27%) 20 (32%) 0.6

... Bloating 14 (14%) 3 (8.1%) 11 (17%) 0.2

... Abdominal discomfort 4 (4%) 0 (0%) 4 (6.3%) 0.3

... Altered bowel habits 15 (15%) 3 (8.1%) 12 (19%) 0.14

... Other 16 (16%) 6 (16%) 10 (16%) >0.9

SAE (Day 15) 8 (8%) 6 (16%) 2 (3.2%) 0.049

GI AE (Week 8) 58 (58%) 22 (63%) 36 (61%) 0.9

... Constipation 7 (7%) 2 (5.4%) 5 (7.9%) >0.9

... Diarrhoea 8 (8%) 4 (11%) 4 (6.3%) 0.5

... Nausea 7 (7%) 1 (2.7%) 6 (9.5%) 0.3

... Abdominal pain 26 (26%) 7 (19%) 19 (30%) 0.2

... Bloating 8 (8%) 3 (8.1%) 5 (7.9%) >0.9

... Abdominal discomfort 2 (2%) 0 (0%) 2 (3.2%) 0.5

... Altered bowel habits 13 (13%) 3 (8.1%) 10 (16%) 0.4

... Other 10 (10%) 3 (8.1%) 7 (11%) 0.7

SAE (Week 8) 16 (16%) 10 (27%) 6 (9.5%) 0.021

AE: adverse event; FMT: faecal microbiota transplantation; GI: gastrointestinal; SAE: serious adverse event.
* n (%)
** Fisher’s exact test

Discussion
This is the first time that the CHUV FMT Centre has published its data on the efficacy and short-
and medium-term safety of FMT. The present findings demonstrate the high efficacy of FMT for
the treatment of recurrent Clostridioides difficile infection, with a cure rate of 93% after the first
treatment. This result is consistent with previously published evidence, where several meta-analy‐
ses reported clinical resolution rates between 85% and 92% [6, 25–28]. Such studies have also
shown higher efficacy when FMT is delivered via colonoscopy or oral capsules and lower efficacy
when administered by enema, mainly due to procedural failures [25–31]. Importantly, enema was
only marginally used as a delivery route in this cohort. Although rare, this approach may remain a
valuable option when oral or endoscopic routes are contraindicated.

Six patients required a second FMT and two a third FMT to reach a cumulative cure rate of
100%. Several studies have reported a survival benefit of FMT in patients with severe CDI. A meta-
analysis by Tixier et al. found a pooled mortality rate of 15.6% (95% CI: 7.8–25.0%) after FMT in
severe or fulminant CDI, suggesting improved outcomes compared to historical cohorts treated
with antibiotics alone (mortality rate ranging between 30% and 60%) [32, 33]. Consistent with
these findings, the American Gastroenterological Association recommends considering FMT in
hospitalised patients with severe or fulminant CDI not responding to standard-of-care antibiotics,
typically within 2–5 days after initiation of CDI therapy.

It should be highlighted that under current Swiss regulatory approval, FMT is limited to the
treatment of CDI recurring on multiple occasions. Use outside this indication requires prior authori‐
sation for insurance coverage and is therefore considered off-label.

Based on a stool bank model [34] and to ensure that the indication for FMT is appropriate,
patients at CHUV undergo a dedicated medical consultation where key clinical data are systemati‐
cally verified. This includes bowel transit prior to CDI, results of gastrointestinal endoscopy per‐
formed within the past 10 years, microbiological confirmation of C. difficile, the number and dates
of CDI episodes, and details of specific antibiotic treatments administered for CDI. It is also critical
to evaluate the patient’s response to anti-CDI therapy (mainly vancomycin and fidaxomicin), de‐
fined as resolution of diarrhoea or return to baseline bowel habits when pre-existing gastrointesti‐
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nal disorders are present. In the present study, all patients exhibited clinical improvement during
the antibiotic pre-treatment phase, suggesting that complete resistance to standard therapy – true
refractory CDI – may be exceedingly rare. These findings emphasise that persistent diarrhoea de‐
spite pre-treatment should prompt clinicians to consider alternative or concomitant diagnoses. It
should be noted that the definition of recurrence timing varies in the literature (range: 4–12 weeks),
and individual centres may adopt different cut-offs depending on local protocols and adherence to
specific guidelines. Our choice of 8 weeks aligns with the most widely cited standard but may not
be universally applicable.

No serious adverse events or deaths were related to FMT in our cohort. FMT is considered
safe for patients with recurrent CDI, with serious adverse events being uncommon and generally
not exceeding rates seen with standard therapies. While we cannot absolutely exclude a contribu‐
tory role of FMT in all adverse events, the weight of evidence strongly supports alternative aetiolo‐
gies for all observed serious adverse events and deaths in our cohort. Randomised controlled trials
and systematic reviews consistently report that FMT does not increase the risk of serious adverse
events compared to antibiotics or placebo and may even result in a slight reduction in such events,
though confidence intervals are wide and the number of events is low [25, 27, 35–38]. In immuno‐
compromised patients, the safety profile of FMT for recurrent CDI is comparable to that of immu‐
nocompetent individuals [10, 38]. The oral capsule and colonoscopy routes demonstrate compara‐
ble safety profiles [15, 27]. The main risks associated with these administration methods are deliv‐
ery-related adverse events (for example, digestive perforation during colonoscopy or aspiration
pneumonia related to anaesthesia) [39], although none were observed in this cohort. Beyond such
delivery-related risks, long-term safety is supported by rigorous pharmacovigilance in both donors
and recipients to identify potential microbiota-related adverse events. Reports of microbiota-rela‐
ted adverse events in the literature are rare and are generally attributable to inadequate donor
screening or insufficient evaluation of pre-existing conditions in recipients [40]. Evidence from oth‐
er long-term cohort studies, in some cases extending up to 20 years, provides strong evidence
that FMT remains safe when rigorous donor screening and careful recipient assessment are ensur‐
ed [41].

Within the present cohort, serious adverse events were more frequently observed among
immunosuppressed participants. However, none of these were attributable to the FMT procedure
itself. This pattern likely reflects the high burden of comorbidities in this population, with over one-
third of participants classified as immunosuppressed. Despite this, no statistically significant differ‐
ence in treatment efficacy was identified in patients with severe Clostridioides difficile infection.

Several limitations should be acknowledged. First, this is a single-centre retrospective co‐
hort study without a comparator group, which limits causal inference regarding treatment effects.
However, given the well-established efficacy of FMT from multiple randomised controlled trials, a
placebo or untreated control group would not be ethical for Clostridioides difficile infection recur‐
ring on multiple occasions. Second, not all patients have completed long-term follow-up beyond 1
year (65% completion rate), although no microbiota-related adverse events have been observed to
date among those with extended follow-up. Third, we did not systematically assess patient-repor‐
ted outcomes such as quality of life or symptom burden. Fourth, microbiome composition was not
analysed, precluding mechanistic insights into treatment response or failure. Fifth, our cohort con‐
sisted entirely of patients of European ethnic origin treated at a single academic centre, which may
limit generalisability to other populations and healthcare settings. Sixth, the relatively small sample
size (88 patients) precluded robust multivariable analyses of factors associated with treatment fail‐
ure, though our cure rate is consistent with larger international cohorts. Finally, as with all observa‐
tional studies, residual confounding from unmeasured variables cannot be entirely excluded.

Despite these limitations, these results contribute to the growing body of evidence support‐
ing both the efficacy and safety of FMT for recurrent Clostridioides difficile infection, including in
complex and high-risk patient populations. An open question that remains is whether FMT could
be used earlier in the disease course, for instance after the first Clostridioides difficile infection epi‐
sode or the first recurrence. Data from an initial clinical trial suggest that this approach may be ef‐
fective [42], although these findings require confirmation. To address this, a multicentre rando‐
mised clinical trial (the FENDER trial [43]) is currently underway in Switzerland.
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Conclusion
In this cohort, FMT demonstrated high efficacy for the treatment of recurrent Clostridioides difficile
infection, with cure rates comparable to those reported in previous studies. No cases of true re‐
fractory Clostridioides difficile infection were observed, highlighting the importance of a thorough
pre-treatment evaluation to confirm the indication for FMT. The CHUV FMT Centre operates within
a recognised stool bank model, ensuring standardised procedures for donor selection, treatment
production and recipient management. This study underscores that careful validation of FMT indi‐
cations, combined with a robust long-term pharmacovigilance system, is essential to maintain the
favourable safety profile of the procedure. Overall, the current consensus in the medical literature
is that FMT is a safe therapeutic option for recurrent Clostridioides difficile infection, with a favour‐
able risk-benefit profile in both immunocompetent and selected immunocompromised populations.
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