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[Abstract] Objective To evaluate the efficacy and safety of fecal microbiota transplantation
(FMT) for intestinal disorders. Methods A retrospectively descriptive cohort study was carried out.
Clinical data of 2010 patients who underwent FMT and received follow-up for more than 3 months from
May 2014 to November 2018 were collected, including 1,206 cases from Tongji University Shanghai Tenth
People’ s Hospital and 804 cases from Nanjing Eastern Military General Hospital. Of the 2,010 patients,
797 were male and 1,213 were female, with a mean age of (49.4+16.5) years old. Inclusion criteria were
those with indications for FMT and voluntary treatment of FMT. Pregnant or lactating women, patients with
end-stage disease, cases who were participating or participated in other clinical trials within 3 months, and
patients with previous bowel history of pathogen infection, oral antibiotics or proton pump inhibitors (PPI)
for the recent2 weeks, and those at immunosuppressive state were excluded. Informed consent was obtained
from the enrolled patients and their families. There were 1,356 cases of constipation, 175 cases of
inflammatory bowel disease, 148 cases of chronic diarrhea, 127 cases of radiation enteritis, 119 cases of
irritable bowel syndrome, and 85 cases of autism (complicating with intestinal disorders). FMT donor
requirements: (1) 18 to 30 years old non-relatives, non-pregnant healthy adults with healthy lifestyle and
good eating habits as volunteers to participate in fecal donation; (2) no administration of antibiotics within
3 months; (3) no chronic diseases such as constipation, irritable bowel syndrome, inflammatory bowel
disease, etc., no autoimmune disease, not in immunosuppressive state, no history of malignant disease; (4)
negative pathogen examination of infectious diseases (hepatitis B virus, hepatitis C virus, syphilis, HIV,
ete.); (5) negative fecal examination (C. difficile, dysentery bacillus, Shigella, Campylobacter, parasites,
etc.). The donor requirements after enrollment: (1) physical examination was reviewed once every two
months, and the result still met the above requirements; (2) 16S rRNA sequencing was performed for every
fecal donation in order to ensure that the composition and diversity of the fecal flora was stable and reliable.
The preparation of the stool suspension referred to the Amsterdam criteria and the preparation process was
less than 1 hour. The preparation of the FMT capsule was processed by pre-freezing the stool suspension
after the preparation of the above suspension, and the frozen sample was transferred into a freeze dryer for
freezing. The dried and lyophilized powder was encapsulated in capsules, and the capsule shell was made
of acid-resistant hypromellose capsule (No.0) and pediatric-specific capsule (No.3), sealed and packaged in
a —20°C refrigerator. Three ways of accepting FMT treatment pathways included 6-day transplantation after
the placement of the nasointestinal tube, 6 - day oral FMT capsule transplantation and one - time

transplantation through colonoscopy. Intestinal preparation (nasointestinal tube feeding of polyethylene
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glycol until watery stool) was carried out before transplantation. Other treatments were stopped during
treatment and follow-up, and any medication was not recommended when necessary. Results Of the
2010 patients, 1,497 cases received nasointestinal tube transplantation (nasointestinal tube group), 452
cases oral capsule transplantation (oral capsule group) and 61 cases colonoscopy (colonoscopy group). At 3
time points of 3, 12, and 36 months after FMT, the clinical cure rates and the clinical improvement rates
were 41.3% (560/1 356), 35.2% (320/909), 31.4% (69/220), and 29.0% (393/1 356), 27.8% (253/909),
29.1% (64/220), respectively in constipation patients; 33.1% (58/175), 29.9% (35/117), 24.5% (12/49), and
31.4% (55/175), 27.4% (32/117), 57.1% (28/49), respectively in inflammatory bowel disease patients;
87.8% (130/148), 81.8% (81/99), 78.3% (36/46), and 8.1% (12/148), 7.1% (7/99), 4.3% (2/46),
respectively in chronic diarrhea patients; 61.4% (78/127), 56.5% (48/85), 47.6% (20/42), and 21.2% (27/
127), 15.3% (13/85), 14.3% (6/42), respectively in radiation enteritis patients; 53.8% (64/119), 45.0% (36/
80), 6/15, and 21.0% (25/119), 26.2% (21/80), 4/15, respectively in irritable bowel syndrome patients;
23.5% (20/85), 22.8% (13/57), 20.0%(5/25), and 55.3% (47/85), 49.1% (28/57), 40.0% (10/25),
respectively in autism patients. Meanwhile the clinical cure rates and the clinical improvement rates at 3,
12, and 36 months were 47.7% (714/1 497), 42.8% (425/994), 39.1% (128/327), and 29.1% (436/1 497),
27.0% (268/994), 28.1% (92/327), respectively in the nasointestinal tube group; 38.7% (175/452), 30.2%
(91/301), 33.3% (16/48), and 24.3% (110/452), 26.2% (79/301), 25.0% (12/48), respectively in the oral
capsule group; 34.4% (21/61), 32.7% (17/52), 18.2% (4/22), and 21.3% (13/61), 13.5% (7/52), 45.5% (10/
22), respectively in colonoscopy group. No serious adverse events occurred during treatment and follow-up
period. The adverse event of nasointestinal tube group presented higher ratio of discomfort in
respiratorytract accounting for 13.1% (196/1497); the oral capsule group had a higher proportion of nausea
and vomiting when swallowing capsules accounting for 7.1% (32/452); the colonoscopy group was mainly
diarrhea, accounting for 37.7% (23/61). The above symptoms disappeared after the nasointestinal tube was
removed, or after treatment ended, or within 1 to 3 days after hospitalization. Conclusion FMT is a safe
and effective method for the treatment of intestinal dysfunction.
[Key words] Fecal microbiota transplantation; Gastrointestinal —disorders; Intestinal
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