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A Clinical Study for Effects on the Intestinal Microbiota of Proton Pump Inhibitor and Probiotics in the treatment of Reflux
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A Clinical Study: Reflux Esophagitis Treated with Proton Pump Inhibitor and Probiotics has Effects on the Intestinal Microbiota
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Institution . . 65 Taigong Road, Linzi District, Zibo,

hospital: PKUCare Luzhong Hospital Address: Shandong, China
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Shandong medical science and technology development project
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reflux esophagitis
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Interventional study
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To observe the effect of proton pump inhibitors on the intestinal flora ,and the effect on the intestinal flora after the combination
of probiotics, and the correlation between the occurrence of reflux esophagitis and the growth of intestinal bacteria. It is hoped

that through this research, patients with gastroesophageal reflux disease will be provided with more effective treatments, which
can achieve better therapeutic effects, reduce recurrence, and reduce adverse reactions caused by long-term use of drugs.
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Randomized parallel controlled trial
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1. Patients who have been treated with Esomeprazole and have not taken PPI or discontinued PPI for at least 6 months. Aged 20
to 65 years old. RE diagnosis based on: 2015 ASGE guidelines for endoscopy in GERD management and the Los Angeles
classification criteria A-D;

2. No antibiotics, probiotics, lactulose, other antacids or gastrointestinal motility drugs have been used in the past 4 weeks.
Various enema procedures have not been performed;

3. Liver function and kidney function are normal;

4. LHBT check for SIBO is negative.

BVERITIEM. SIhEETE. MR, FRBRER. HRR. REBR. RBEERASRE; SHF. B, RERBAEIES. IRKTRRER)
Hirping: % BHEBBENETIMIFARE; RBEZDUNNE, FEBSRGEAIoME, RAFNSMIRE, BHKK. BEREEWERSEIAME
&

Inclusion criteria

Medical history includes: cirrhosis, renal insufficiency, tumor, thyroid disease, diabetes, Crohn's disease, ulcerative colitis, etc.;
combined with diarrhea, malabsorption and constipation caused by liver, gallbladder, pancreatic disease ; previous operation

Exclusion criteria: history of gastrointestinal tract and/or abdominal surgery; according to the Rome III criteria, diagnosises of irritable bowel
syndrome; did not meet the Rome III diagnostic criteria, but have abdominal distension, diarrhea or constipation symptoms
lasting more than 3 months.
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Study execute time:
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Country: China Province: Shandong City: Zibo
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research settings: Bt)

Institution PKUCare Luzhong Hospital Level of th.e Tertiary A Hospital

hospital: institution
BirPxE: IARBESFSIEE ik FEER
Outcome: lactulose hydrogen breath test Type: Primary indicator
BN =N MEFE:
Measure
time point of Measure
. method:
outcome:
BIRPXE: REMEFES FEHREEL: FEER
Outcome: reflux diagnostic questionnaire Type: Primary indicator
NS =y o N L
WEIET: e MR
Outcomes:
Measure
time point of Measure
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Outcome: gastroscope Type: Primary indicator
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from participants: ARAHXHE: BEREBERAMNE AR REREEERL
Sample Name: mucosa of esophagus-gastric juction Tissue:  esophagus-gastric juction
NIBARAZE ERERE 15%8A RERT R AETR
Fate of sample: Preservation after use Note:
ESFRNEIER: EERT mwpm: BV Minage 20 ¥ years
Recruiting status: Recruiting Participant age:

K Max age 65 % years

%50 Bigar Gender: Both

KAGE (FRBBEREARTASE
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Randomization Procedure

(please state who generates the

random number sequence and
by what method):

55 B, 25,
Blinding: Random, single-blind trial.
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The time of sharing IPD:

HEREHIRNSX (5B HEA
’AFF& IR AHM AR, &Dmﬁﬁl—J
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The random sequence was generated from the random number table by staff who are not related to recruitment.

WISERE6 B/AFF/Within six months after the trial complete

EiTResManHZHIE

The way of sharing IPD”(include

metadata and protocol, If use

web-based public database,
please provide the url):
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(Case Record Form, CRF), —J#
B FREMEIE RS (Electronic
Data Capture, EDC), #lResMan
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IPD will be accessible via ResMan

Excel

Data collection and Management
(A standard data collection and
management system include a Excel
CRF and an electronic data
capture:
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