Determining the optimal route of faecal
microbiota transplant in patients with ulcerative
colitis: the STOP-Colitis pilot RCT

Mohammed N Quraishi,! Catherine A Moakes,?
Mehmet Yalchin,® Jonathan Segal,® Natalie J lves,?
Laura Magill,? Susan E Manzoor,?

Konstantinos Gerasimidis,* Shrushma Loi,?

Christel McMullan,’ Jonathan Mathers,>
Christopher Quince,® Manjinder Kaur,?

Nicholas J Loman,” Naveen Sharma,! Peter Hawkey,!
Victoria McCune,? Ben Nichols,* Vaios Svolos,*
Caroline Kerbiriou,* Claire McMurray,” Andrew Beggs,?
Richard Hansen,? Ailsa L Hart,® Daniel R Gaya'®

and Tariq H Igbal*

tUniversity of Birmingham Microbiome Treatment Centre, Birmingham, UK

2Birmingham Clinical Trials Unit, Institute of Applied Health Research, University of
Birmingham, Birmingham, UK

3St Mark’s Hospital, London, UK

“Human Nutrition, University of Glasgow, Glasgow, UK

’Institute of Applied Health Research, University of Birmingham, Birmingham, UK

¢Qrganisms and Ecosystems, Earlham Institute, Norwich, UK

’Institute of Microbiology and Infection, University of Birmingham, Birmingham, UK

8South Tees NHS Foundation Trust, Middlesbrough, UK

?School of Medicine, University of Dundee, Dundee, UK

0Gastroenterology Unit, Glasgow Royal Infirmary, Glasgow, UK

"Corresponding author t.h.igbal@bham.ac.uk

Disclaimer: This report contains transcripts of interviews conducted in the course of the research, or
similar, and contains language which may offend some readers.


mailto:t.h.iqbal@bham.ac.uk

Published August 2024
DOI: 10.3310/YCJD4579

Plain language summary

Determining the optimal route of faecal microbiota transplant in
patients with ulcerative colitis: the STOP-Colitis pilot RCT

Efficacy and Mechanism Evaluation 2024; Vol. 11: No. 14
DOI: 10.3310/YCJD4579

NIHR Journals Library www.journalslibrary.nihr.ac.uk



Efficacy and Mechanism Evaluation 2024 Vol. 11 No. 14 (Plain language summary)

Plain language summary

Icerative colitis, a chronic inflammatory condition affecting the colon, results from the body’s

immune response to imbalance in colonic microbes (microbiota). Faecal microbiota transplantation
involves transferring processed donated stool samples from carefully screened healthy donors to
ulcerative colitis patients aiming to correct the imbalance and reduce inflammation.

There have been four trials comparing faecal microbiota transplant with placebo (dummy no treatment)
to treat ulcerative colitis, and one which investigated faecal microbiota transplant with dietary
intervention. Three of these studies showed encouraging benefit for faecal microbiota transplant.
However, these studies varied in the methods used, with faecal microbiota transplant delivered either to
the stomach or colon, or both.

The aim of this study was to identify the best route of faecal microbiota transplant administration before
undertaking a large-scale trial comparing faecal microbiota transplant with placebo. Between March
2018 and 30 April 2019 ulcerative colitis patients from three hospitals were randomly allocated to
receive faecal microbiota transplant via either a tube inserted through the nose into the stomach on 4
consecutive days repeated after a month (nasogastric group; 16 participants) or by colonoscopy followed
by 7 weekly enemas (COLON group; 14 participants).

Faecal microbiota transplant was well accepted, with both patients with ulcerative colitis and healthcare
staff stating a preference for the colonic route. Only 8 of 16 in the nasogastric group completed the
study compared to 12 of 14 in the COLON group. Altogether, 9/12 (75%) in the COLON group
improved compared with 2/8 (25%) in the nasogastric group. The majority of participants [11/14 (79%)
COLON vs. 11/16 (69%) nasogastric] had mild, short-lived side effects following faecal microbiota
transplant. There were three serious adverse events. Faecal calprotectin (indicating colonic
inflammation) fell in responders and stool samples showed an increase in the number of microbial
species after faecal microbiota transplant.

At the end of the study, a recommendation was made by the Independent Oversight Committee to
proceed to a large placebo-controlled randomised trial using the colonic route.
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