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[bookmark: _Toc6350][bookmark: _Toc16077]Clinical Subject Recruitment
Recruiters: Patients with diarrhea after cholecystectomy
Project name: Analysis of the effect of Xianglian capsule on patients with diarrhea after cholecystectomy

Am I eligible to participate in this study?
· You underwent cholecystectomy a week ago, and diarrhea occurred within one week after surgery;
What benefits can I gain from participating in this study?

· You will receive protocol-specified visits (including registration fee, basic examination), part of the examination fee and study drug free of charge.
·  You will receive a free transportation subsidy for visiting the study site due to participation in this study. 20 yuan/time * 1 time = 20 yuan.
Special note: The drug you will use is a drug that has been marketed in China and has been used for many years.

If you are a patient with diarrhea after cholecystectomy and are interested in participating in our clinical research, please consult our clinical research doctor, and we will have a dedicated personnel to explain and evaluate you in detail.

[bookmark: _Toc11388][bookmark: _Toc10789]Acknowledgement
The development and progress of medical science cannot be separated from clinical research, and your participation will contribute to the advancement of medical science. As the investigator and sponsor of this study, we will always remember your contribution and express our sincerest thanks to you!
Your health is our mission, and the medical progress of mankind is the result of the joint efforts of you and me!


Contact information:
Guan Songmei Pharmacist: +86 13635485554



[bookmark: _Toc26272][bookmark: _Toc3302]Confidentiality Agreement











Party A:                   .

Party B:                   .

  Date:                       .


[bookmark: _Toc31704][bookmark: _Toc8378]Scope of confidentiality
All clinical trial-related information provided to the aforementioned personnel, including but not limited to:
1. Project-related information: experimental protocol, investigator brochure, informed consent form, sponsor information, research
Researcher information, ethical materials, project annual report, summary report, etc.
2. Relevant information of the subject: personal information of the subject, signed informed consent form, original medical records,
Case report form, etc.
[bookmark: _Toc18358][bookmark: _Toc29093]Period of confidentiality
The confidentiality period is generally 5 years after the end of the research project.
[bookmark: _Toc32310][bookmark: _Toc22433]Commitment content
During the work related to clinical trial projects, I will be exposed to relevant information of the project and subjects and
Information, I undertake to comply with the following:
1. Keep confidential all information within the confidentiality scope of this Agreement, and use it only for the purposes permitted by the project, and
Not to be used for other purposes or disclosed to any third party, especially not to seek for themselves or third parties in any way
Profit.
2. Do not copy, photograph, lend or damage all confidential documents and materials without permission, and do not keep them
All information within the scope of confidentiality of this Agreement.
3. In addition, strictly abide by the hospital's rules and regulations related to confidentiality principles during working in the hospital.

I have read and understood the above confidentiality agreement in detail. If I breach my commitment, I will be responsible for the consequences
Legal liability resulting from.

Signature of the Promisee:
Identity Number:
Contact number:
Date:



[bookmark: _Toc5721][bookmark: _Toc25001]Subject randomization procedure
STEP1  The 90 subjects to be enrolled in the group were numbered as follows in chronological order of outpatient visits:
01、02、03、04、05、06、07、08、09、10、11、12、13、14、15、16、17、18、19、20、21、22、23、24、25、26、27、28、29、30、31、32、33、34、35、36、37、38、39、40、41、42、43、44、45、46、47、48、49、50、51、52、53、54、55、56、57、58、59、60、61、62、63、64、65、66、67、68、69、70、71、72、73、74、75、76、77、78、79、80、81、82、83、84、85、86、87、88、89、90

STEP2  The random number table downloaded from the website is as follows:[image: C:\Users\ADMINI~1\AppData\Local\Temp\1647308996(1).png]

STEP3  Starting from the 6th number in row 6, 45 numbers are randomly taken horizontally continuously (crossed out when repeated numbers are encountered). The specific numbers obtained are as follows:
17、55、31、09、13、17、53、39、05、28、47、82、78、26、16、13、50、20、09、57、59、32、04、60、31、14、74、87、95、36、91、06、85、16、78、01、31、60、58、08、22、13、50、43、36、77、64、71、14、52、67、73、66、30、10、12、46、07、17、99、88、13、47、80

STEP4  Record the random number as follows:
17、55、31、09、13、53、39、05、28、47、82、78、26、16、50、20、57、59、32、04、60、14、74、87、36、06、85、01、58、08、22、43、77、64、71、52、67、73、66、30、10、12、46、07、80

STEP5  The obtained random numbers were assigned to the observation group(XL group), and the remaining numbers were assigned to the control group(SP group). The specific results are as follows:
01（XL group）、02（SP group）、03（SP group）、04（XL group）、05（XL group）、
06（XL group）、07（XL group）、08（XL group）、09（XL group）、10（XL group）、
11（SP group）、12（XL group）、13（XL group）、14（XL group）、15（SP group）、
16（XL group）、17（XL group）、18（SP group）、19（SP group）、20（XL group）、
21（SP group）、22（XL group）、23（SP group）、24（SP group）、25（SP group）、
26（XL group）、27（SP group）、28（XL group）、29（SP group）、30（XL group）、
31（XL group）、32（XL group）、33（SP group）、34（SP group）、35（SP group）、
36（XL group）、37（SP group）、38（SP group）、39（XL group）、40（SP group）、
41（SP group）、42（SP group）、43（XL group）、44（SP group）、45（SP group）、
46（XL group）、47（XL group）、48（SP group）、49（SP group）、50（XL group）、
51（SP group）、52（XL group）、53（XL group）、54（SP group）、55（XL group）、
56（SP group）、57（XL group）、58（XL group）、59（XL group）、60（XL group）、
61（SP group）、62（SP group）、63（SP group）、64（XL group）、65（SP group）、
66（XL group）、67（XL group）、68（SP group）、69（SP group）、70（SP group）、
71（XL group）、72（SP group）、73（XL group）、74（XL group）、75（SP group）、
76（SP group）、77（XL group）、78（XL group）、79（SP group）、80（XL group）、
81（SP group）、82（XL group）、83（SP group）、84（SP group）、85（XL group）、
86（SP group）、87（XL group）、88（SP group）、89（SP group）、90（SP group）



[bookmark: _Toc15673][bookmark: _Toc32011]Subject Information Card
Subject No.:

Basic information
Gender          Age             Years         .  
Height                cm   Weight               kg
Blood pressure                mmHg , Blood glucose                 mmol/L
Operation time              Year               Month              Day          Hour

Diarrhea start time             Year               Month              Day
Number of diarrhea (most severe)             times/day ,Approximately              g
Properties: Shaped  soft stool  paste
Abdominal pain Number of pain      times/day Pain score (0-3 points)                score
Number of diarrhea (day before visit)          times/day, approximately              g
Properties: Shaped  soft stool  paste
Abdominal pain Number of pain         times/day Pain score (0-3 points)          score

Physical examination



Laboratory tests (attached)



[bookmark: _Toc21554][bookmark: _Toc30245]Subject Visit Card
Subject Number:
Number of visits    V1     V2
Number of drugs recovered                              Patient compliance                        .
Basic information
Number of diarrhea (day before visit)             times/day, approximately              g
Properties:  Shaped   soft stool   paste
Abdominal pain Number of pain                  times/day 
Pain score (0-3 points )            score
Physical examination




Laboratory tests (attached)



[bookmark: _Toc8234][bookmark: _Toc515]Subject Telephone Follow-up Sheet
Subject No.:
Follow-up Date              Year               Month              Day
Blood pressure (optional)           mmHg ,Blood glucose (optional)              mmol/L
Number of diarrhea (within 24 hours)             times/day, approximately              g
Properties: Shaped  soft stool  paste
Abdominal pain Number of pain        times/day 
Pain score (0-3 points)                score
Number of bowel sounds              times/min




Stool photos (with photos): 



[bookmark: _Toc11909][bookmark: _Toc11799]Standard Procedure for Specimen Collection
Standard Procedure for Fecal Specimen Collection:
1 Prepare a disposable plastic bag and seal it above the defecation container;
2. Draw the feces into the container (try to avoid urine contaminating the feces, you can urinate in advance, and the feces can be discharged into a clean and dry container as much as possible);
3 After going to the toilet, use the sterile spoon in the sampling tube to dig out the part of the middle section of the feces that does not contact the air and the ground, dig out a full spoon (3-5 g), put the dug feces together with the small spoon into the collection tube, cover the lid tightly, and put it in a paper cryotube box;
4. The sample taken should not be kept at room temperature for a long time. The stool sample should be stored in a-80 ° refrigerator as soon as possible for no more than half a year, and repeated freezing and thawing should be avoided. Note: The label on the sampling tube should be written with a non-fading marker before collecting feces. Try not to use label paper to prevent it from falling off in a-80 degree refrigerator.

Standard procedure for serum sample collection:
1 Professional nursing staff take 2-3ml of the patient's venous whole blood into the non-anticoagulant blood collection tube;
2. Place the whole blood specimen collected in the blood collection tube upright at room temperature for 0.5-2 hours or 4 ℃ overnight;
3 Centrifuge the whole blood sample at 3000 rpm for 15 minutes, take no less than 200ul of supernatant in a 1.5 ml-2ml cryopreservation tube (the label on the cryopreservation tube should be written with a non-fading marker before placing the sample);
4. Put the cryopreservation tube containing the supernatant into a paper cryopreservation tube box, and store it in a refrigerator at-80 ℃ for no more than half a year to avoid repeated freezing and thawing.

Standard operation for specimen mailing:
1 Make an appointment for the door-to-door sampling time of biological sample logistics personnel;
2. Take out the paper cryopreservation tube box in the refrigerator after the logistics personnel come to the door, and check the sampling date and number of the pre-mailed specimens;
3. Put the paper cryopreservation tube box containing the sample into the foam box containing dry ice prepared by logistics, and the outer carton of the foam box is closed and mailed.
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