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ӥ᫹XML෈໩

ғݩٙဳ
Registration numberғ

ChiCTR1800018218 

๋ᬪๅෛ෭๗ғ
Date of Last Refreshed onғ

2018-09-05 

ဳٙ෸ᳵғ
Date of Registrationғ

2018-09-05 

ᇫாғݩٙဳ ᤑဳٙ  

Registration Statusғ Retrospective registration  

ဳٙ᷌ፓғ ᨶৼျಪڵګᘶݳஙኞாڵګလዌၞݍ௔ᷣᓕᅘ੒ᙍ᭲ឿᗭ୽ߥጱԁଥᎸᑪ 

Public titleғ
A Clinical Study for Effects on the Intestinal Microbiota of Proton Pump Inhibitor and Probiotics in the treatment of Reflux
Esophagitis 

ဳٙ᷌ፓᓌٟғ  

English Acronymғ  

Ꮈᑪ᧞᷌ጱྋୗᑀ਍ݷᑍғ ᨶৼျಪڵګᘶݳஙኞாڵګလዌၞݍ௔ᷣᓕᅘ੒ᙍ᭲ឿᗭ୽ߥጱԁଥᎸᑪ 

Scientific titleғ A Clinical Study: Reflux Esophagitis Treated with Proton Pump Inhibitor and Probiotics has Effects on the Intestinal Microbiota  

Ꮈᑪ᧞᷌դݩ(դᎱ)ғ
Study subject IDғ

 

ԫᕆဳٙ๢຅౲ٌਙ๢຅ጱဳٙࣁ
ғݩ

The registration number of the
Partner Registry or other

registerғ

 

ኩ᧗ဳٙᘶᔮՈғ ਃႴ܏ ᎸᑪᨮᨱՈғ ਃॊӳ 

Applicantғ Sun Qinghua Study leaderғ Sun Shidong 

ኩ᧗ဳٙᘶᔮՈኪᦾғ
Applicant telephoneғ

+86 18801235383 
ᎸᑪᨮᨱՈኪᦾғ

Study leader's telephoneғ
+86 18553376767 

ኩ᧗ဳٙᘶᔮՈփ፥ ғ
Applicant Faxғ

 
ᎸᑪᨮᨱՈփ፥ғ

Study leader's faxғ
 

ኩ᧗ဳٙᘶᔮՈኪৼᮒկғ
Applicant E-mailғ

18801235383@163.com 
ᎸᑪᨮᨱՈኪৼᮒկғ

Study leader's E-mailғ
13964326567@163.com 

ኩ᧗֖ܔᗑ࣎(ᛔౄ൉׀)ғ
Applicant website(voluntary

supply)ғ
 

ᎸᑪᨮᨱՈᗑ࣎(ᛔౄ൉׀)ғ
Study leader's website(voluntary

supply)ғ
 

ኩ᧗ဳٙᘶᔮՈ᭗ᦔ࣎ࣈғ ઊӳ፜ႛܗ૱ԁႛ܄ॡل᪠65ݩ ᎸᑪᨮᨱՈ᭗ᦔ࣎ࣈғ ઊӳ፜ႛܗ૱ԁႛ܄ॡل᪠65ݩ 

Applicant addressғ
65 Taigong Road, Linzi District, Zibo, Shandong,
China 

Study leader's addressғ
65 Taigong Road, Linzi District, Zibo,
Shandong, China 

ኩ᧗ဳٙᘶᔮՈᮒ඲ᖫᎱғ
Applicant postcodeғ

 
ᎸᑪᨮᨱՈᮒ඲ᖫᎱғ

Study leader's postcodeғ
 

ኩ᧗Ոಅ֖ܔࣁғ ۹Ղय़਍ 

Applicant's institutionғ Peking University 

ฎ឴ވևቘ঩ާտಢٵғ ฎ 
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Approved by ethic committeeғ Yes 

ևቘ঩ާտಢկ෈ݩғ
Approved No. of ethic

committeeғ
2015-KY-003 

ևቘ঩ާտಢկᴫկғ
Approved file of Ethical

Committeeғ
ັ፡ᴫկView

ಢٵ๜Ꮈᑪጱևቘ঩ާտݷᑍғ ἶṼᎪ۸܅ᴺᵞࢫӾஞ܅ᴺ܅਍ևቘ঩ާտ 

Name of the ethic committeeғ Medical Ethics Committee of Central Hospital of Qilu Petrochemical Group  

ևቘ঩ާտಢٵ෭๗ғ
Date of approved by ethic

committeeғ
2013-08-26 

ևቘ঩ާտᘶᔮՈғ எᷢ 

Contact Name of the ethic
committeeғ

Xu Fei 

ևቘ঩ާտᘶᔮ࣎ࣈғ ઊӳ፜ႛܗ૱ԁႛ܄ॡل᪠65ݩ 

Contact Address of the ethic
committeeғ

65 Taigong Road, Linzi District, Zibo, Shandong, China 

ևቘ঩ާտᘶᔮՈኪᦾғ
Contact phone of the ethic

committeeғ
+86 18553377189 

ևቘ঩ާտᘶᔮՈᮒᓟғ
Contact email of the ethic

committeeғ
 

Ꮈᑪਫෞᨮᨱҁᕟᳩ҂֖ܔғ ۹य़܅ዌṼӾ܅ᴺ 

Primary sponsorғ PKU Care Luzhong Hospital 

Ꮈᑪਫෞᨮᨱҁᕟᳩ҂࣎ࣈ֖ܔғ ઊӳ፜ႛܗ૱ԁႛ܄ॡل᪠65ݩ 

Primary sponsor's addressғ 65 Taigong Road, Linzi District, Zibo, Shandong, China 

ᦶḵԆ֖ܔې(ᶱፓಢٵ౲ኩې
ᘏ)ғ

Secondary sponsorғ

ਹғࢵ Ӿࢵ
፜(ፗᬏ
૱)ғ

ઊӳ፜ ғ(݅܄)૱ ႛܗ૱

Countryғ China Provinceғ Shangdong Cityғ Zibo

܅)֖ܔ
ᴺ)ғ

۹य़܅ዌṼӾ܅ᴺ ғ࣎ࣈٍ֛ ઊӳ፜ႛܗ૱ԁႛ܄ॡل᪠65ݩ

Institution
hospitalғ

PKUCare Luzhong Hospital Addressғ
65 Taigong Road, Linzi District, Zibo,
Shandong, China

ᕪᩇ౲ᇔᩒ๶რғ ઊӳ፜܅យܣኞᑀದݎ઀ᦇښᶱፓ 

Source(s) of fundingғ Shandong medical science and technology development project 

Ꮈᑪዤየғ  ௔ᷣᓕᅘၞݍ

Target diseaseғ reflux esophagitis 

ᎸᑪዤየդᎱғ K21.0 

Target disease codeғ K21.0 

Ꮈᑪᔄࣳғ ଗᶼ௔Ꮈᑪ 

Study typeғ Interventional study 

Ꮈᑪಅ॒ᴤྦྷғ Ӥ૱ݸយᇔ 

Study phaseғ Post-market 

Ꮈᑪፓጱғ
ᥡ੊ᨶৼျಪڵګလዌၞݍ௔ᷣᓕᅘ੒ᙍ᭲ឿᗭ୽̵ߥᘶአஙኞாڵګလዌݸ੒ᙍ᭲ឿᗭጱ୽ၞݍ݊҅ߥ௔ᷣᓕᅘጱݎኞӨੜᙍᕡឿᬦीᳩํ෫ፘى
௔Ҕ૶๕᭗ᬦᧆᶱᎸᑪ҅ԅᙤᷣᓕၞݍየఋᘏ൉׀ๅےᤈԏํපጱလዌොໜ҅෬ᚆᬡکๅ֯ጱလዌපຎٺ੝݈॔҅ݎᚆٺ੝ᳩ๗๐አយᇔଃ๶ӧᜉݍ
ଫ҅ԅᙤᷣᓕၞݍየఋᘏଃ๶ᐰᶪ̶ 

Objectives of Studyғ

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. 

យᇔ౮ղ౲လዌොໜᧇᬿғ  

Description for medicine or
protocol of treatment in

detailғ
 

Ꮈᑪᦡᦇғ ᵋ๢ଘᤈ੒ᆙᦶḵ 

Study designғ Randomized parallel controlled trial 

ᕑفຽٵғ
ࣁٖ᳒ܖလዌ҅Ӭ๚้๐አPPI౲ᘏ؊አPPIလዌᛗ੝6ӻ์զӤጱREఋᘏ̶ଙἻ20~ 65઎̶RE᦬ෙׁഝғ2015 ASGE೰ࠉॿᗦ೉ݪ఺ଫአᜑݶ.1
GERDᓕቘӾጱ֢አ݊၎๩ᎫࣳړຽٵA-Dᕆ̶2.ᬪ4ޮٖ๚ֵአಯኞᔰ̵ፅኞឿ̵ԥຎᔥ̵ٌ՜ګᯢយ౲׏ᬰᙤᙍۖێយᇔ҅๚ᤈᬦݱᐿᅆᙍ๞̶
3.ᙋ݊ۑᙟۑྋଉ̶4.LHBT༄ັSIBOᴢ௔̶ 

http://www.chictr.org.cn/uploads/file/7bc46b33ba3e49efb8f7eff0db20ea98.pdf
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Inclusion criteria

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. 

ഭᴻຽٵғ
෬ஃํᙋᏝ۸̵ᙟۑᚆӧ̵قᙠጒ̵ከᇫᚴዤየ̵ᔥੳየ̵ظᗔ௮የ̵მዒ௔ᕮᙍᅘᒵየݥҔݳଚᙋ̵ᙦ̵ᙽᚴዤየಅᛘጱᚳ၀̵ޕතӧᜉ݊׎ᑃ
ᒵҔ෬ஃᙤᙍ᭲౲ᚳ᮱क़ᑀಋ๞ݥҔೲᆙᗔḘIIIຽ҅ٵᒧݳᙍฃᄶᖓݳ஄᦬ෙᘏҔ๚ᬡک᦬ෙຽํ֕҅ٵᚳᙡ̵ᚳ၀౲ᘏ׎ᑃዩᇫ೮ᖅ3์զӤ
ᘏ̶ 

Exclusion criteriaғ

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
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. 

Ꮈᑪਫෞ෸ᳵғ
Study execute timeғ

՗From2014-01-01ᛗTo 2015-12-31 

ଗᶼഷෞғ
Interventionsғ

ᕟڦғ ᦶḵᕟ ໏๜ᰁғ
100

Groupғ Group 1 Sample sizeғ

ଗᶼഷෞғ ᜑݪॿᗦ೉ࠉ+ນក๧ឿԫᘶၚឿᙍწᚂࢡ ଗᶼഷෞդᎱғ

Interventionғ esomeprazole+Medilac-S
Intervention
codeғ

ᕟڦғ ਞ౏ڵᕟ ໏๜ᰁғ
100

Groupғ Group 2 Sample sizeғ

ଗᶼഷෞғ ᜑݪॿᗦ೉ࠉ+ਞ౏ڵ ଗᶼഷෞդᎱғ

Interventionғ esomeprazole+placebo
Intervention
codeғ

Ꮈᑪਫෞࣈᅩғ
Countries of recruitment and

research settingsғ

ਹғࢵ Ӿࢵ ፜(ፗᬏ૱)ғ ઊӳ ૱(݅܄)ғ ႛܗ 

Countryғ China Provinceғ Shandong Cityғ Zibo 

܅)֖ܔ
ᴺ)ғ

۹य़܅ዌṼӾ܅ᴺ ֖ܔᕆڦғ ӣᕆከᒵ 

Institution
hospitalғ

PKUCare Luzhong Hospital  
Level of the
institutionғ

Tertiary A Hospital 

ၥᰁ೰ຽғ
Outcomesғ

೰ຽӾ෈ݷғ ԥຎᔥ࿑޷࿈ᦶḵ ೰ຽᔄࣳғ Ԇᥝ೰ຽ 

Outcomeғ lactulose hydrogen breath test Typeғ Primary indicator 

ၥᰁ෸ᳵᅩғ ၥᰁොဩғ

Measure
time point of
outcomeғ

Measure
methodғ

೰ຽӾ෈ݷғ ܫ௔ዤየᳯၞݍ ೰ຽᔄࣳғ Ԇᥝ೰ຽ 

Outcomeғ reflux diagnostic questionnaire Typeғ Primary indicator 

ၥᰁ෸ᳵᅩғ ၥᰁොဩғ

Measure
time point of
outcomeғ

Measure
methodғ

೰ຽӾ෈ݷғ ᙤ᳒༄ັ ೰ຽᔄࣳғ Ԇᥝ೰ຽ 

Outcomeғ gastroscope Typeғ Primary indicator 

ၥᰁ෸ᳵᅩғ ၥᰁොဩғ

Measure
time point of
outcomeғ

Measure
methodғ

᯻ᵞՈ֛ຽ๜ғ
Collecting sample(s)

ຽ๜Ӿ෈ݷғ ᤅ႖ ᕟᕢғ ᶉᚉᤅ

Sample Nameғ Blood Tissueғ venous blood

Ո֛ຽ๜݄ݻ ֵአਂכݸ ᧔ก ႖࿘ਂכ

Fate of sampleғ Preservation after use Noteғ
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from participantsғ ຽ๜Ӿ෈ݷғ ᷣᓕᷣᓕᙤᬳള॒ᔌᛂ ᕟᕢғ ᷣᓕᷣᓕᙤᬳള॒

Sample Nameғ mucosa of esophagus-gastric juction Tissueғ esophagus-gastric juction

Ո֛ຽ๜݄ݻ ֵአਂכݸ ᧔ก ႖࿘ਂכ ݊ Ꭺᢺڔᇆ

Fate of sampleғ Preservation after use Noteғ

஄۩Ꮈᑪ੒᨝ఘ٭ғ
Recruiting statusғ

ྋࣁᬰᤈ
Recruiting

ଙἻ᝜ࢱғ
Participant ageғ

๋ੜ Min age 20 ઎ years

๋य़ Max age 65 ઎ years

௔ڦғ ካঀ࣐ݢ Genderғ Both

ᵋ๢ොဩҁ᧗᧔กኧ֜ՈአՋԍොဩ
Ծኞᵋ๢ଧڜ҂ғ

Ө೗۩ૡ֢෫ىጱૡ֢Ոާ᯻አᵋ๢හᤒဩԾኞᵋ๢ଧ̶ڜ

Randomization Procedure
(please state who generates the

random number sequence and
by what method)ғ

The random sequence was generated from the random number table by staff who are not related to recruitment.

ፖဩғ ᵋ๢҅ܔፖ̶

Blindingғ Random, single-blind trial.

ܻতහഝل୏෸ᳵғ
The time of sharing IPDғ

ᦶḵਠ౮6ݸӻ์ٖل୏/Within six months after the trial complete

فՁܻতහഝጱොୗҁ᧔กғ᧗ऴو
ොୗ҅ই᯻አᗑ޾୏ܻতහഝ෭๗ل
ᕶଘ҅ݣᵱऴᧆᗑᕶଘݷݣᑍ޾ᗑ

࣎҂ғ

᭗ᬦResManوՁහഝ

The way of sharing IPD”(include
metadata and protocol, If use

web-based public database,
please provide the url)ғ

IPD will be accessible via ResMan

හഝ᯻ᵞ޾ᓕቘҁ᧔กғහഝ᯻ᵞ޾
ᓕቘኧӷ᮱ړᕟ౮҅Ӟԅየֺᦕ୯ᤒ
(Case Record Form, CRF)҅ԫԅ
ኪৼ᯻ᵞ޾ᓕቘᔮᕹ(Electronic

Data Capture, EDC)҅ইResMan
ԅӞᐿचԭ԰ᘶᗑጱEDCғܨ

Excel

Data collection and Management
(A standard data collection and
management system include a

CRF and an electronic data
captureғ

Excel

හഝᓕቘ঩ާտғ
Data Managemen Committeeғ

ฮ๚Ꮯਧ/Not yet

ᬬڜࢧᤒ
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Ⴎࣉ૱ႎᑀኪৼࠟํۓᴴݪل
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