
Ethical approvals of all participating hospitals 

 

This trial is to be conducted in 12 hospitals. The ethical review was firstly submitted 

to IRB of the principle organization, Guang’an men Hospital, and then to IRB of other 

participating hospitals. This trial has gained approval from all of the IRBs. 

Ethical approvals are attached in the following sequence. 

1. Guang’an men Hospital, China Academy of Chinese Medical Sciences  

2. Xiyuan Hospital of China Academy of Chinese Medical Sciences 

3. Dongzhimen Hospital affiliated to Beijing University of Chinese Medicine 

4. Yueyang Hospital of Integrated Traditional Chinese and Western Medicine 

affiliated to Shanghai University of Traditional Chinese Medicine 

5. West China Hospital of Sichuan University 

6. First Teaching Hospital of Tianjin University of TCM 

7. First Hospital of Hunan University of Chinese Medicine 

8. Hengyang Hospital affiliated to Hunan University of Chinese Medicine 

9. Hubei Provincial Hospital of TCM 

10. Jiangsu Province Hospital of TCM 

11. Shanxi Province Hospital of TCM 

12. Shanxi Hospital of Integrated Traditional and Western Medicine 



Attachment 1: Ethical approval of Guang’an men Hospital, China Academy of Chinese Medical Sciences



Institutional Review Board Documentation of Guang’anmen Hospital of China Academy of 

Chinese Medical Sciences (EC_AF_022) 

 

Ethics Approval of Guang’anmen Hospital of China Academy of Chinese 

Medical Sciences 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Approval No. 2012EC007 Project Sponsor the 12th Five-year Plan of the National Key 

Technology Support Program by the 

Ministry of Science and Technology of the 

People’s Republic of China 

Leading Organization Guang’anmen Hospital of China Academy of Chinese Medical Sciences 

Applicant (if any) / 

Site PI Zhishun Liu 

Review Attribute Initial Review Review Methods Review Conference  

Review Date Sep 14, 2012 Review Place Conference Room, the 4th Floor of the 

Administrative Building of Guang’anmen 

Hospital 

Review Committee  Haibo Yin, Bingkui Piao, Lan Lin, Limin Xie, Wei Cao, Ling Feng, Jun Zhao, Jingqing Hu, 

Ping Wu, Lizhen Gu, Ruiying Shen 

Approved Files Study Protocol (VERSION 1.0_20121105), Informed Consent (V1.0) 

Review Comments According to “ethical review methods for biomedical study involving human subjects” 

issued by the Ministry of Health, “Good Clinical Practice”, “Provisions for Clinical Trials of 

Medical Device” and “Guidelines for Ethical Review Work of Drug Clinical Trials” issued 

by State Food and Drug Administration (SFDA) of the People’s Republic of China, 

“management specifications for ethical review of TCM clinical studies” issued by State 

Administration of Traditional Chinese Medicine, “Declaration of Helsinki”, and 

“International ethical guidelines for biomedical research involving human subjects” issued 

by Council for International Organizations of Medical Sciences, this clinical research was 

reviewed by the institutional review board (IRB) of Guang’anmen Hospital of China 

Academy of Chinese Medical Sciences. And the study protocol, informed consent, and the 



Institutional Review Board Documentation of Guang’anmen Hospital of China Academy of 

Chinese Medical Sciences (EC_AF_022) 

 

recruitment files of this research were approved. 

Please conduct this clinical study following the GCP principles and the study protocol 

approved by the IRB. The health and rights of the subjects should be protected throughout 

the whole study. 

An application should be submitted if a change of the principle investigator (PI), or any 

modification of the study protocol, informed consent, or the recruitment files are made. 

A report of the severe adverse events (SAE) should be submitted in time if any SAE or any 

other un-anticipated AE, which will affect the risk-reward ratio of this study, occurs. 

Researchers should submit report of the study progress one month before the deadline 

according to ethical review frequency. A summary report of the study progress of each site 

should be submitted by the site PI to the IRB of the leading site. In any condition which will 

greatly affect the progress of the study or increase the potential risk of the subjects, a written 

report should be submitted by the site PI to the IRB. 

A protocol deviation report should be submitted by the site PI/monitor/researcher if any of 

the following occurs: 1) conditions that violate the study protocol: subjects who did not meet 

the inclusion criteria, or should be excluded according to the exclusion criteria, were 

wrongly included in the study; subjects do not withdraw from the study when he/she meet 

the rules of withdrawal; incorrect treatment or dose was given; prohibited combined 

medicine was used; 2) conditions that violate GCP principle: subjects’ rights and health are 

badly affected; the science of study was badly affected. 

A final report should be submitted when the study is finished completely or terminated 

prematurely. 

Validity Period From Dec 20, 2012 to Dec 19, 2013 

Contact Jie Qiao, +86 010 88001552 

Director Signature Haibo Yin 

IRB of Guang’anmen Hospital of China Academy of Chinese Medical Sciences (Seal) 

Data: Dec 21, 2012 

Version No. 1.00 / Version Date Nov 06, 2012 



Attachment 2: Ethical approval of Xiyuan Hospital of China Academy of Chinese Medical Sciences



Ethics Approval of Xiyuan Hospital of China Academy of Chinese Medical Sciences 
Approval Number: Institutional Review Board of Xiyuan Hospital of China Academy of Chinese Medical 

Sciences 2013XL001-2 

Review Date Jan 25, 2013 

Review Place Institutional Review Board of Xuyuan Hospital of China Academy of Chinese 

Medical Sciences, 1 Xiyuan Playground, Haidian, Beijing 

Project No. 2012BAI24B01 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Approval Files Application Form of Ethical Review, Researchers’ Handbook, Researchers’ CV, 

CRF, Patients’ Diary, etc. 

Study Protocol: Version No. VERSION 1.0_20121106; Version Date Nov 6, 2012 

Revised Informed Consent: Version No. VERSION 1.0 20120220; Version Date Feb 

20, 2013 

Project Sponsor the 12th Five-year Plan of the National Key Technology Support Program by the 

Ministry of Science and Technology of the People’s Republic of China 

Clinical Sites Guang’anmen Hospital of China Academy of Chinese Medical Sciences, 

Dongzhimen Hospital of Beijing University of Chinese Medicine, West China 

Hospital of Sichuan University, Xiyuan Hospital of China Academy of Chinese 

Medical Sciences, Hengyang Hospital of Hunan University of Chinese Medicine, the 

Second Affiliated Hospital of Hunan University of Chinese Medicine, Yueyang 

Hospital of Integrated Traditional Chinese and Western Medicine of Shanghai 

University of Traditional Chinese Medicine, the First Affiliated Hospital of Tianjin 

University of Chinese Medicine, Shaanxi Province Hospital of TCM, Jiangsu 

Province Hospital of TCM, Shanxi Hospital of Integrated Chinese and Western 

Medicine, Hubei Province Hospital of TCM 

Site PI Yonghui Lu (our center) 

Review Committee  Yun Cao, Jingbo Zhong, Xiaohong Shang, Xiuyun Yin, Guangsheng Zhang, Zhixu 

Yang, Zhenxuan Yu, Mei Han, Tao Li, Dingya Fang, Xiaoping Yan 

Review Comments According to the “Good Clinical Practice” issued by the State Food and Drug 

Administration of the People’s Republic of China in 2003, the “Guidelines for 

Ethical Review Work of Drug Clinical Trials” issued in Nov, 2010, and the 

“Declaration of Helsinki”, though our Review Conference, the results of this review 

was “agreed after revision”, detailed comments are as following: 

(1) the site PI selected meets the correlated national regulation; 

(2) the design of this study protocol was scientific and ethical; For doing the residual 

urine volume, patients should not be required to drink water generously; 

(3) the revised informed consent was straightaway and informative; 



(4) the documentations were approved by the IRB, if any revision of the study 

protocol, or a change of the main researcher was made, a new ethics review will be 

needed. 

Please inform the IRB in time if the study was paused/stopped 

prematurely/completed. 

This approval stands good for 1 year, please submit an application of continuing 

review 1 month before Feb 21, 2014. 

Please report in time if the condition that violate the study protocol occurs. 

Contact Phone Secretary of the IRB: Mingjie Zi +86 010 62835646 

Committee Director Yun Cao 

Seal Institutional Review Board of Xiyuan Hospital of China Academy of Chinese 

Medical Sciences 

Date Feb 22, 2013 

	



Attachment 3: Ethical approval of Xiyuan Hospital of China Academy of Chinese Medical Sciences





Institutional Review Board of Dongzhimen Hospital Affiliated to Beijing University of Chinese 

Medicine 

Approval Notice Template 
Accepted No. ECSL-BDY-2013-04 Approval No. ECPJ-BDY-2013-04 

Project Title: The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Application Center: Dongzhimen Hospital Site PI: Jiping Zhao 

Project Attribute: the National Key Technology Support Program Project No. 2012BAI24B01 

Protocol Version No. 1.0_20121105 Protocol Approval Date: Nov 5, 2012 

Informed Consent No. V1.0 Informed Consent Approval Date: Nov 5, 2012 

Review Method:               �√  Review Conference                  �    Quick Review 

Member:  Anticipated   15  persons, participated  9  persons, avoided  0  persons, absented  6  persons. 

According to the “Guidelines for Ethical Review Work of Drug 

Clinical Trials” (2010), the “Good Clinical Practice” (2003), the 

“Guiding Principle of Herb	Variety Protection” (2009) issued by 

State Food and Drug Administration (SFDA) of the People’s 

Republic of China, “Declaration of Helsinki” (2008), the “ethical 

review methods for biomedical study involving human subjects” 

(2007) issued by the Ministry of Health, the “Management 

specifications for ethical review of TCM clinical studies” (2010) 

issued by State Administration of Traditional Chinese Medicine, 

and the “International ethical guidelines for biomedical research 

involving human subjects” (2002) issued by Council for 

International Organizations of Medical Sciences, our IRB agreed 

that: 

 

 

�√ approved 

 

�   not approved 

 

�   terminated 

 

�   paused 

Review Comments: 

 

APPROVED 

 
Note: The validity of this approval is 1 year. Site PI must abide by the approved documents. If the trial could not 

accomplish before the validity (including the statistical analysis), please submit for continuing review 1 month before the 

deadline. If the trial accomplished in the validity, please submit the final report. If there is any adverse event related to the 

trial occurred, please reported to the committee. If there is any change about the protocol, informed consent, or 

investigators, modification application must be submitted to the committee and get approved. 

Director�√ Assistant Director�  Signature: Date: Feb 5, 2013 

Institutional Review Board of Dongzhimen Hospital Affiliated to 

Beijing University of Chinese Medicine 

Place: the 1st meeting room 

Continuing Review Frequency: � 3 mon � 6 mon �√12 mon   Contact: Jianwei Shang +86 010 84013229 

 

  



Institutional Review Board of Dongzhimen Hospital Affiliated to Beijing University of Chinese 

Medicine 

Meeting Attendance Sheet 
Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Meeting Date Feb 1, 2013 Meeting Place the 1st meeting room of Dongzhimen Hospital 

 
Member Gender Position Major Signature 

Pengtao Li Male Director Cerebropathy  

Ying Gao Female Assistant Director  Cerebropathy  

Yong’an Ye Male Assistant Director  Gastroenterology  

Hongfang Liu Female Assistant Director  Nephropathy Endocrine  

Yongtao Zhang Male Committee Member Respirology  

Xinyue Wang Female Committee Member Gastroenterology  

Bohua Yang Male Committee Member Surrounding blood-vessel  

Weixing Lu Male Committee Member Angiocardiopathy  

Pengwen Wang Female Committee Member Pharmacology  

Junling Cao Male Committee Member Pharmacy  

Kai Liu Male Committee Member Legal Representative  

Haidong He Male Committee Member Medical Equipment  

Shengli Zhang Male Committee Member People’s Representative  

Xinyi Chen Male Committee Member Hemooncology  

Shulian Peng Female Committee Member Breast Surgery  

 



Attachment 4: Ethical approval of Yueyang Hospital of Integrated

 University of Traditional Chinese Medicine

 Traditional Chinese

 and Western Medicine affiliated to Shanghai





Institutional Review Board of Yueyang Hospital of Integrated Traditional 

Chinese and Western Medicine, Shanghai University of TCM 

Approval Notice Template  

Approval No. IRB of Yueyang Hospital of Integrated Traditional Chinese and Western Medicine, 

Shanghai University of TCM 2013 Ethics Approval No. 003 (2013-033) 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress 

Urinary Incontinence: A Multicenter, Randomized Controlled Trial 

Research Attribute Clinical Trial Research Period 2 years 

Site and Site PI Yueyang Hospital of Integrated Traditional Chinese and Western Medicine, 

Shanghai University of TCM      Yuelai Chen 

Review Committee Liguo Jin, Xuewen Wang, Lingling Xu, Xiao Shi, Shixin Chang, Yunfei Chen, 

Minsheng Fan, Zheng Zhou, Li Ren 

IRB Address 110 Ganhe Road, Hongkou, Shanghai 

Review Date Apr 27, 2013 

Review Comments 

According to the “Good Clinical Practice” issued by State Food and Drug 
Administration (SFDA) of the People’s Republic of China in 2003, 
“Declaration of Helsinki”, and the “International ethical guidelines for 
biomedical research involving human subjects” issued by Council for 
International Organizations of Medical Sciences, all the members of our IRB 
reviewed and discussed the files as following: 
1. Ethics Approval Application Form of Clinical Trial  
2. Study Protocol (1.0 2012.11.06) 
3. Informed Consent (2.0 2013.05.10) 
4. Main Researchers’ CV 
5. Recruiting Advertisement 
6. CRF (1.0 2.12.11.09) 
7. All Researchers’ List 
8. Other Files: Case Screening Form, Recording Sheet of the Urinal Pad Using,  
Urination Diary 
 

The IRB approved your study “The Effect and Safety of Electro-acupuncture 

for Women with Pure Stress Urinary Incontinence: A Multicenter, Randomized 

Controlled Trial” through voting; The files listed above are not allowed to 

modify unless a permission was obtained from our IRB; Any severe adverse 

event occurred during the study should be reported to the IRB within 24 hours; 

If there is any change about the protocol, informed consent, or investigators, 

modification application must be submitted to the committee and get approved. 

Director Signature  

Note The validity of this approval is one year, if the trial could not accomplish 

before the validity, please submit for continuing review before the deadline. 

Contact: Xiayi Xiao           Phone: +86 021 65161782-2419  

 

  



Institutional Review Board of Yueyang Hospital of Integrated Traditional 

Chinese and Western Medicine, Shanghai University of TCM 

Sign-in Sheet of Full Board Meeting 

Meeting Date: Apr 27, 2013 

Project Title: The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: A Multicenter, Randomized Controlled Trial 

Committee Signature:  

Name Gender Major Signature 

Liguo Jin Male Medicine, Management  

Yunfei Chen Male Medicine  

Shixin Chang Male Madicine  

Lingling Xu Female Pharmacy  

Xiao Shi Female Traditional Chinese Medicine  

Xuewen Wang Female Nursing  

Minsheng Fan Male Social Sciences, Ethics  

Zheng Zhou Male Law  

Li Ren Male Law  

 



Attachment 5: Ethical approval of West China Hospital of Sichuan UniversityAttachment 5: Ethical approval of West China Hospital of Sichuan UniversityAttachment 5: Ethical approval of West China Hospital of Sichuan UniversityggAttachment 5: Ethical approval of West China Hospital of Sichuan UniversityAttachment 5: Ethical approval of West China Hospital of Sichuan UniversityAttachment 5: Ethical approval of West China Hospital of Sichuan University

Attachment 5: Ethical approval of West China Hospital of Sichuan University



Institutional Review Board of West China Hospital of Sichuan University 

Ethics Review Approval  

Approval No. 2013-7 

Department:  Integrated Traditional Chinese 

and Western Medicine 

Site PI:  Ning Li 

Associate Chief Physician 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress 

Urinary Incontinence: a Multicenter, Randomized Controlled Trial 

Study Protocol  Version No.  / Version Date: Jan 07, 2013 

Informed Consent Version No. the Edited Version Version Date: Jan 29, 2013 

Review Comments: 

  1. The Site PI selected met the requirements of ethics. 

  2. The study protocol and informed consent met the requirements of ethics. 

 

Review Result: ▇ approved  □ approved after revision □ reviewed again after revision 

              □ not approved □terminated or suspended 

 

Researchers must obey the related laws and regulations such as SFDA “Good Clinical Practice (2003)”, 

“Provisions for Clinical Trials of Medical Device (2004)”, WMA “Declaration of Helsinki”, CIOMS 

“International ethical guidelines for biomedical research involving human subjects (2007)”. The study 

should perform according to the protocol and informed consent approved by this IRB. The health and 

right of the subjects should be protected. 

If a change of the Site PI, or any modification of the protocol/informed consent was made, a new ethics 

approval application of the modified files must be submitted. 

Researchers should report the severe adverse event (SAE) in time if any SAE occurred during the 

study. After the report, a detailed follow-up report of the SAE should also be submitted in time. 

Please submit the annual or regular follow-up review report in time. In any condition which will greatly 

affect the progress of the study or increase the risk of the subjects, a written report should be submitted 

to the IRB. 

The applicant/monitor/researcher should submit a protocol deviation report if any of the following 



condition occurs: 1) subjects who did not meet the inclusion criteria, or should be excluded according 

to the exclusion criteria were wrongly included in the study; 2) subjects do not withdraw from the study 

when he/she meet the rules of withdrawal; 3) incorrect treatment or dose was given; 4) prohibited 

combined medicine was used; 5) subjects’ rights and health are badly affected; 6) the science of study 

was badly affected. 

A concluding report should be submitted when the study is completely done or stopped prematurely. 

 

                  IRB of West China Hospital of Sichuan University 

                              Director Signature: 

                              Date: Feb 22, 2013 

 

 



Attachment 6: Ethical approval of First Teaching Hospital of Tianjin University of TCM



Project Title: Acupuncture for Female Urinary Incontinence                    Accepted No. SLK2013001 

Contact: Jingyun Jia                                                     Phone: +86 022 27432276 

IEC of The First Affiliated Hospital of Tianjin University of Traditional Chinese 

Medicine 

Approval Notice 

 Approval No. TYLL2013[E] 001 

According to the “ethical review methods for biomedical study involving human subjects” (2007) 

issued by the Ministry of Health, “Good Clinical Practice” (2003) and “Guidelines for Ethical Review 

Work of Drug Clinical Trials” (2010) issued by the State Food and Drug Administration (SFDA) of the 

People’s Republic of China, “management specifications for ethical review of TCM clinical studies” 

issued by State Administration of Traditional Chinese Medicine, WMA “Declaration of Helsinki” 

(2008), “International ethical guidelines for biomedical research involving human subjects” (2002) 

issued by Council for International Organizations of Medical Sciences, through the fast review from 

the IEC of the First Affiliated Hospital of Tianjin University of Traditional Chinese Medicine, the 

research of “The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial” applied by the First Affiliated Hospital of 

Tianjin University of Traditional Chinese Medicine and Lixin Fu was approved to perform. 

The applicant and researchers should strictly abide by the GCP, the approved protocol (VERSION 

1.0_20121106, Version Date: Nov 6, 2012), and the approved informed consent (VERSION 

1.0_20121106, Version Date: Nov 6, 2012). The applicant/researcher should register this clinical trial 

before the performance of the study. Written report should submit to our IEC if any of the following 

occurs: 1) any modification of the study protocol, or the informed consent; 2) change of the site PI; 3) 

sever adverse event occurs; 4) subjects’ rights and health are badly affected; 5) protocol deviation; 6) 

research paused or terminated prematurely. 

Our IEC will continue reviewing the research. 

The report of the study progress should be submitted 1 month before Mar 8, 2014. 

Final report should be submitted after the research completion. 

The validity of this approval ranges from Mar 8, 2013 to Mar 8, 2016.  

 

IEC of The First Affiliated Hospital of Tianjin University of Traditional Chinese Medicine 

Director Signature: Jinzhong Zhang 

Date: Mar 08, 2013 



Attachment 7: Ethical approval of First Hospital of Hunan University of Chinese Medicine







Institutional Review Board of the First Affiliated Hospital of Hunan University of Chinese Medicine	

No. AF/SC-08/01.0 

 

Ethics Review Approval 

Accepted No. Institutional Review Board of the First Affiliated Hospital of Hunan University of 

Chinese Medicine HN-LL-KY-2013-001-01 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Project Sponsor the 12th Five-year Plan of the National Key Technology Support Program by the 

Ministry of Science and Technology of the People’s Republic of China 

2012BAI24B01 

Research Site Guang’anmen Hospital of China Academy of Chinese Medical Sciences, the First 

Affiliated Hospital of Hunan University of Chinese Medicine 

Site PI Wei Zhang 

Review Attribute Initial Review Review Methods Review Conference 

Review Date Jan 23, 2013 Review Place Meeting Room of the Hospital 

Review Committee Zhihua Guo, Juqiao He, Yanling Zhao, Qihua Chen, Mengjun Huang, Zhiguo Zhang, 

Yuejuan Zhang, Jin Tan, Haibo Xie, Xiao Zhong, Xiaoping Guan 

Approved Files Study Protocol (Version No. VERSION 1.0-20121106) 

Informed Consent (Version No. VERSION 1.0-201201109) 

Review Comments 

According to the “ethical review methods for biomedical study involving human subjects” (2007) issued by 

the Ministry of Health, “Good Clinical Practice” (2003) and “Provisions for Clinical Trials of Medical 

Device” (2004) issued by SFDA, WMA “Declaration of Helsinki”, and the COIMS “International ethical 

guidelines for biomedical research involving human subjects”, through the review of our IRB, the study 

protocol, informed consent, and related recruitment files were approved. 

Please conform to the principle of GCP, and conform to the protocol approved by our IRB, and protect the 

health and rights of the subjects. 

The applicant or PI should register this clinical trial online before the start of the study. 

An application should be submitted if a change of the site PI, or any modification of the study protocol, 

informed consent, or the recruitment files are made. 

The report of the severe adverse event (SEA) should be submitted in time if any SAE occurs. 

Please do the follow-up review annually or termly according to the stipulation of our IRB. The report of the 

study progress should be submitted one month before the deadline. A summary report of the study progress 

should be submitted to the IRB of the leading site. In any condition which will greatly affect the study 

progress or increase the potential risk of the subjects, a written report should be submitted by the 

applicant/researcher to IRB. 

A protocol violation report should be submitted by the applicant/monitor/researcher in the following 

conditions: 1) conditions that violate the study protocol: subjects who did not meet the inclusion criteria, or 

should be excluded according to the exclusion criteria were wrongly included in the study; subjects do not 



Institutional Review Board of the First Affiliated Hospital of Hunan University of Chinese Medicine	

withdraw from the study when he/she meet the rules of withdrawal; incorrect treatment or dose was given; 

prohibited combined medicine was used; 2) conditions that violate GCP principle: subjects’ rights and health 

are badly affected; the science of study was badly affected. 

A final report should be submitted when the study is completely done or stopped prematurely. 

Review Frequency 12 months 

Validity 1 year 

Contact Hong Zhao / Hua Wang   +86 0731 85369233 

Director  

IRB Institutional Review Board of the First Affiliated Hospital of Hunan University of 

Chinese Medicine 

Date Jan 24, 2013 

 

  



Institutional Review Board of the First Affiliated Hospital of Hunan University of Chinese Medicine	

Sign-in Sheet of the Review Conference 

Date: Jan 23, 2013 

Review Committee Signature: 

Name Gender Major Signature 

Zhihua Guo Male Chief Physician, Professor, Cardiovascular medicine, the first 

affiliated hospital of Hunan University of Chinese Medicine 

 

Juqiao He Male Chief Surgeon, Professor, Traditional Chinese Surgery, the first 

affiliated hospital of Hunan University of Chinese Medicine 

 

Yanling Zhao Female Chief Physician, Professor, the first affiliated hospital of Hunan 

University of Chinese Medicine 

 

Qihua Chen Male Chief Surgeon, Professor, Traditional Chinese Surgery, the first 

affiliated hospital of Hunan University of Chinese Medicine 

 

Mengjun 

Huang 

Male Chief Physician, Professor, Gastrointestinal Medicine, the first 

affiliated hospital of Hunan University of Chinese Medicine 

 

Yuejuan Zhang Female Chief Nurse, Professor, Nursing, the first affiliated hospital of 

Hunan University of Chinese Medicine 

 

Zhiguo Zhang Male Chief Pharmacist, Professor, Pharmacy, the first affiliated hospital 

of Hunan University of Chinese Medicine 

 

Jin Tan Male Chief Dentist, Professor, Integrated Chinese and Western Oral 

Medicine, the first affiliated hospital of Hunan University of 

Chinese Medicine 

 

Haibo Xie Male Assistant Chief Physician, Assistant Professor, Traditional 

Chinese Medicine, the first affiliated hospital of Hunan University 

of Chinese Medicine 

 

Xiaoping Guan Male Lawyer, Rongyuan Law Office  

Xiao Zhong Female Business Manager, Insurance, Tai Ping Life Hunan Branch Office  

Hong Zhao 

(secretary) 

Female Assistant Chief Nurse, Assistant Professor, Nursing, the first 

affiliated hospital of Hunan University of Chinese Medicine 

 

 



Attachment 8: Ethical approval of Hengyang Hospital affiliated to Hunan University of Chinese Medicine



Institutional Review Board Documentation of Hengyang Hospital affiliated toHunan University of 

Chinese Medicine (EC_AF_2013001) 

Ethics Review Approval 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary Incontinence: a 

Multicenter, Randomized Controlled Trial 

Approval No. 2013EC001 Project Sponsor the 12
th
 Five-year Plan of the National Key 

Technology Support Program by the Ministry of 

Science and Technology of the People’s 

Republic of China 

Clinical Site Hengyang Hospital Affiliated to Hunan University of Chinese Medicine 

Applicant (if any) / 

Site PI Zenghui Yue 

ReviewAttribute Initial Review ReviewMethods Meeting Review  

Review Date Feb 17, 2013 Review Place Meeting Room, the 11
th

 Floor of the Clinic 

Building of Yueyang Hospital 

Review Committee  Chengxi Wang, Shuangcai Long, Yueping Zou, Jiping Xu, Xinlin Zhong, Zhao Kuang, Qiuping 

Dong, Xinmin He, Jun Xie, Xianming Wan, Chunliang Xie 

Approved Files Study Protocol (VERSION 1.0_20121105), Informed Consent (V1.0) 

Review Comments According to “ethical review methods for biomedical study involving human subjects” issued by 

the Ministry of Health, “Good Clinical Practice”, “Provisions for Clinical Trials of Medical 

Device” and “Guidelines for Ethical Review Work of Drug Clinical Trials” issued by State Food 

and Drug Administration (SFDA) of the People’s Republic of China, “management specifications 

for ethical review of TCM clinical studies” issued by State Administration of Traditional Chinese 

Medicine, Declaration of Helsinki, and “International ethical guidelines for biomedical research 

involving human subjects” made by Council for International Organizations of Medical Sciences, 

this clinical research was reviewed by the institutional review board (IRB) of Guang’anmen 

Hospital of China Academy of Chinese Medical Sciences. And the protocol and informed consent 

of this research were approved. 

Please conduct this clinical study following the GCP principles and the study protocol approved by 

our IRB. The health and rights of the subjects should be protected throughout the whole study. 

An application should be submitted if the change of the site PI, or any modification of the study 

protocol, informed consent, or the recruitment files are made. 

The report of the severe adverse events (SAE) should be submitted in time if any SAE or any other 

un-anticipated adverse event,which will affect the risk-reward ratio of this study, occurs. 

Researchers should submit the report of study progress before one month of the deadline according 

to the frequency of ethical review. A summary report of the study progressshould be submitted to 

the IRB of the leading center. In any condition which will greatly affect the progress of the study 

or increase the potential risk of the subjects, a written report should be submitted by the applicant 

to IRB. 

A protocol violation report should be submitted by the applicant/monitor/researcher in the 

following conditions: 1) conditions that violate the study protocol: subjects who did not meet the 

inclusion criteria, or should be excluded according to the exclusion criteria were wrongly included 



Institutional Review Board Documentation of Hengyang Hospital affiliated toHunan University of 

Chinese Medicine (EC_AF_2013001) 

in the study; subjects do not withdraw from the study when he/she meet the rules of withdrawal; 

incorrect treatment or dose was given; prohibited combined medicine was used; 2) conditions that 

violate GCP principle: subjects’ rights and health are badly affected; the science of study was 

badly affected. 

A final report should be submitted when the study is completely done or stopped prematurely. 

Validity Period From Feb 19, 2013 to Feb 18, 2014 

Contact  Jun Xie, +86 07348137737 

Director Signature  

IRB of Hengyang Hospital Affiliated toHunan University of Chinese Medicine (Seal) 

Date:Feb 19, 2013 

Page 1 

Version No. 1.00 / Version Date: 20130211 



Attachment 9: Ethical approval of Hubei Provincial Hospital of TCM





Ethics Approval Documentation                                           AF/SC-08/04.3 

Ethics Committee of Hubei Province Hospital of Traditional Chinese Medicine 

Ethics Review Approval  

Approval No. HBZY2013-C007-01 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress 

Urinary Incontinence: a Multicenter, Randomized Controlled Trial 

Bidder Guang’anmen Hospital of China Academy of Chinese Medical Sciences 

Clinical Sites Guang’anmen Hospital of China Academy of Chinese Medical Sciences, 

Dongzhimen Hospital of Beijing University of Chinese Medicine, West China 

Hospital of Sichuan University, Xiyuan Hospital of China Academy of Chinese 

Medical Sciences, Hengyang Hospital of Hunan University of Chinese 

Medicine, the Second Affiliated Hospital of Hunan University of Chinese 

Medicine, Yueyang Hospital of Integrated Traditional Chinese and Western 

Medicine of Shanghai University of Traditional Chinese Medicine, the First 

Affiliated Hospital of Tianjin University of Chinese Medicine, Shaanxi 

Province Hospital of TCM, Jiangsu Province Hospital of TCM, Shanxi 

Hospital of Integrated Chinese and Western Medicine, Hubei Province Hospital 

of TCM 

Site PI Zhongyu Zhou, Chief physician 

Review Attribute Initial Review Review Method Review Conference  

Review Date Jan 23, 2013 Review Place IRB Conference Room  

Review Committee Yuanchao Tu, Jianhua Wen, Jianzhong Liu, Yanhong Guo, Lanbo Fei, Yegang 

Cheng, Xiaoqin Wang, Wenxi Gao, Zhongming Zhou, Xiaoxue Hu, Yanhong 

Shi, Shengli Wu 

Approved Files Study Protocol: Version No. VERSION1.0_20121106, Date: Nov 6, 2012 

Informed Consent: Version No. V1.0, Date: Nov 6, 2012 

Review Comments 

According to the “ethical review methods for biomedical study involving human subjects (trial)” 

(2007) issued by the Ministry of Health, the “Good Clinical Practice” (2003), “Provisions for Clinical 

Trials of Medical Device” (2004) issued by SFDA, WMA “Declaration of Helsinki”, and CIOMS 



Ethics Approval Documentation                                           AF/SC-08/04.3 

“International ethical guidelines for biomedical research involving human subjects”, through the 

review of this IRB, the study protocol and informed consent were approved to perform.  

Please conform to the GCP principle, and conform to the study protocol approved by this IRB. The 

health and rights of the subjects should be protected throughout the study. The study should be 

registered online before its start. 

An application should be submitted if any change of the site PI, or any modification of the study 

protocol, informed consent, or recruitment files are made. A severe adverse events (SAE) report should 

be submitted in time if any SAE occurs during the study. 

The researcher/applicant should submit the study progress report one month before the deadline in 

reference to the annual/periodical review frequency of our IRB. 

A report of protocol deviation should be submitted by the applicant/monitor/researcher when the 

following conditions occur: 1) conditions that violate the study protocol: subjects, who do not meet the 

inclusion criteria, or should be excluded according to the exclusion criteria, were included in the study; 

subjects do not withdraw from the study when he/she meets the rules of withdrawal; incorrect treatment 

or dose was given; prohibited combine medicine was used; 2) conditions that violate GCP principle: 

subjects’ rights and health are badly affected; the science of study was badly affected. 

A paused/terminated report should be submitted if the study is paused or terminated prematurely. 

A concluding report should be submitted if the study finished completely. 

Review Frequency 12 months 

Validity Period 12 months 

Contact Xin Zhang / Xuejun Chen                     Phone: +86 027 88920956 

Director Signature Yuanchao Tu 

Ethics Committee of Hubei Province Hospital of TCM (Seal) 

Date: Jan 30, 2013 
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Ethics Committee of Hubei Province Hospital of Traditional Chinese Medicine 

Sign-in Sheet of Meeting  

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Meeting Date Jan 23, 2013 

 

Name Gender Major Signature 

Yuanchao Tu Male Cadiovascular Medicine  

Yuanming Ba Male Nephropathy of TCM  

Jianzhong Liu Male Pediatrics of TCM  

Jianhua Wen Male Traditional Chinese Medicine  

Yanhong Guo Female Administration  

Lanbo Fei Female Acupuncture and Moxibustion  

Yegang Cheng Male Nephropathy of Integrated Chinese and Western Medicine  

Xiaoqin Wang Female Traditional Chinese Medicine  

Wenxi Gao Male Surgery of TCM  

Zhongming Zhou Male Gynaecology and Obstetrics  

Xiaoxue Hu Female Pharmacy  

Shengli Wu Male Lawyer  

Yanhong Shi Female Community Policing  

Xin Zhang Female Clinical Integrated Chinese and Western Medicine  

Xuejun Chen Male Scientific Research Management  

 



Attachment 10: Ethical approval of Jiangsu Province Hospital of TCM



Institutional Review Board of Jiangsu Province Hospital of Traditional Chinese Medicine 

Ethics Review Approval 

Approval No. 2013NL-013-04 

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Project Sponsor the 12th Five-year Plan of the National Key Technology Support Program by the 

Ministry of Science and Technology of the People’s Republic of China 

Clinical Site Jiangsu Province Hospital of TCM, Guang’anmen Hospital 

Site PI Jianhua Sun 

Review Attribute Review Application Review Method Fast Review 

Review Date Jun 25, 2013 Review Place  

Review Commissioner Liping Yin 

Approved Files Review Application 

Technological Cooperation Contract 

Review Comments 

According to the principles of the “ethical review methods for biomedical study involving human subjects 

(trial)” (2007) issued by the Ministry of Health, SFDA “Good Clinical Practice” (2003), SFDA “Provisions 

for Clinical Trials of Medical Device” (2004), WMA “Declaration of Helsinki” and CIOMS “international 

ethical guidelines for biomedical research involving human subjects”, through the review of our IRB, the 

study protocol, informed consent, and the recruitment files were approved. 

Please conform to the principle of the GCP, and the study protocol approved by this IRB. Please protect the 

health and rights of the subjects. This clinical trial should be registered online by the applicant/PI before its 

start. A revision review application should be submitted if any modification of the protocol, informed 

consent, or recruitment files, or a change of the site PI were made. A severe adverse event (SAE) report 

should submitted in time if any SAE occurs, and a follow-up SAE report should also be submitted in time 

after that. The report of the study progress should be submitted one month before the deadline according to 

the review frequency. Summary report should be submitted by the applicant/site PI to the IRB of the leading 

site. If any condition that will influence the progress of the study or increase the risk of the subjects occurs, a 

written report should be submitted to the IRB by the applicant/site PI. A protocol deviation report should be 

submitted by the applicant/monitor/researcher in the following conditions: 1) conditions that violate the study 

protocol: subjects who did not meet the inclusion criteria, or should be excluded according to the exclusion 

criteria were wrongly included in the study; subjects do not withdraw from the study when he/she meet the 

rules of withdrawal; incorrect treatment or dose was given; prohibited combined medicine was used; 2) 

conditions that violate GCP principle: subjects’ rights and health are badly affected; the science of study was 

badly affected. The applicant or researcher should submit the paused/terminated report if the study is paused 

or terminated prematurely. A conclusion report should be handed in if the study is finished completely. The 

study should be performed within one year after this approval; otherwise, this approval will be abolished. 

Review Frequency Please submit the study progress report 1 month before Jun 25, 2014 

Validity 12 Months 

Contact Jing Wu                                                                 Phone: +86 025 86617141-31618 



Institutional Review Board of Jiangsu Province Hospital of Traditional Chinese Medicine 

Director Signature  

 

Institutional Review 

Board 

Institutional Review Board of Jiangsu Province Hospital of TCM  

(the Affiliated Hospital of Nanjing University of Chinese Medicine) (SEAL) 

Date Jun 25, 2013 

 



Attachment 11: Ethical approval of Shanxi Province Hospital of TCM



Institutional Review Board of Shaanxi Province of Traditional Chinese Medicine	

Ethics Review Approval  

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary Incontinence: a 

Multicenter, Randomized Controlled Trial 

Applicant Site Acupuncture and Moxibustion Department, Shanxi Province Hospital of TCM 

Project Sponsor National Key Technology R&D Program during the Twelfth 

Five-year Plan Period of China 

Project 

No. 

2012BAI24B01 

Department  Acupuncture and 

Moxibustion Department 

Site PI Tongsheng Su Title Chief Physician 

Meeting Date Feb 1, 2013 Meeting Place Conference 

Room of the 

Hospital 

Review 

Type 

Meeting Revies 

Review Files 1. study protocol (VERSION1.0_20121106); 

2. Case Report Form (VERSION1.0_20121109); 

3. Informed Consent; 

4. Researchers’ CV, Personnel Allocation, Equipment and Facility; 

5. Researchers’ Handbook          Yes �   No ▇ 

6. Decision by Other IRB           Yes▇   No � 

Review Contents Researchers’ Qualification: 

Personnel Allocation: 

Equipment and Facility: 

Informed Consent: 

Informed Consent Obtained: 

Study Protocol 

Subjects’ AE or Accident: 

Meet Requirement ▇  Not Meet Requirement � 

Meet Requirement ▇  Not Meet Requirement � 

Meet Requirement ▇  Not Meet Requirement � 

Meet Requirement ▇  Not Meet Requirement � 

Appropriate       ▇  Not Appropriate      � 

Meet Requirement ▇  Not Meet Requirement � 

With Effective Emergency Measures ▇   

Without Effective Emergency Measures � 

With Compensation ▇     

Without Compensation � 

Review Comments approved approved after revision review after revision not approved Terminated/Paused 

3 5 0 0 0 



Institutional Review Board of Shaanxi Province of Traditional Chinese Medicine	

Attendance People Anticipated: 9 Participated: 9 Avoided: 1 Left: 0 

Approval Comments: The study protocol of this trial conforms to the requirements, but the informed consent need

s to be revised. Subjects should be informed that the control group uses plocebo treatment. The study will be appr

oved after revision. 

Director Signature:  

               Guangyang Wei 

Date: Feb 1, 2013 

Meeting Recorder:  

                      Yifei Zhao 

Date: Feb 1, 2013 

Telephone: +86 029 87251691 

 

 



Attachment 12: Ethical approval of Shanxi Hospital of Integrated Traditional and Western Medicine



Institutional Review Board of Shanxi Hospital of Integrated Traditional and Western Medicine  

Ethics review Approval  

Project Title The Effect and Safety of Electro-acupuncture for Women with Pure Stress Urinary 

Incontinence: a Multicenter, Randomized Controlled Trial 

Approval No. 2012EC007 Project Sponsor the 12th Five-year Plan of the National 

Key Technology Support Program by 

the Ministry of Science and Technology 

of the People’s Republic of China 

Leading Organization Guang’anmen Hospital of China Academy of Chinese Medical Sciences 

Applicant (if any) Shanxi Hospital of Integrated Traditional and Western Medicine 

Site PI Jie Wang, Suyun Gao, Wenbing Zhao 

Review Attribute Initial Review Review Methods Review conference  

Review data Feb 25, 2013 Review Place Conference Room, the 5th Floor of the 

Administrative Building of the Hospital 

Review Committee Dongsheng Fan, Yidong Wang, Jining Gao, Tao Lin, Hongling Liu, Chengying Tian, 

Li Yan 

Approved Files Study Protocol (VERSION 1.0_20121106), Informed Consent (V1.0) 

Review Comments According to “ethical review methods for biomedical study involving human subjects” 

issued by the Ministry of Health, “Good Clinical Practice”, “Provisions for Clinical 

Trials of Medical Device” and “Guidelines for Ethical Review Work of Drug Clinical 

Trials” issued by State Food and Drug Administration (SFDA) of the People’s 

Republic of China, “management specifications for ethical review of TCM clinical 

studies” issued by State Administration of Traditional Chinese Medicine, Declaration 

of Helsinki, and “International ethical guidelines for biomedical research involving 

human subjects” made by Council for International Organizations of Medical 

Sciences, through the review of this IRB, the study protocol, informed consent, and 

recruitment files of this research were approved. 

Please conduct this clinical study following the GCP principles and the study protocol 

approved by IRB. The health and rights of the subjects should be protected throughout 

the whole study. 



Institutional Review Board of Shanxi Hospital of Integrated Traditional and Western Medicine  

An application should be submitted if there are major revisions in principle 

investigator, study protocol, informed consent, or the recruitment files. 

A report of the severe adverse events (SAE) should be submitted in time if any SAE or 

any other un-anticipated adverse event, which will affect the risk-reward ratio of this 

study, occurs. 

Researchers should submit report of the study progress one month before the deadline 

according to the ethical review frequency. A summary report of the study progress 

should be submitted to the IRB of the leading site. 

A final report should be submitted when the study is completely done or stopped 

prematurely. 

Validity period From Mar 1, 2013 to Feb 28, 2014 

Contact and Phone Tao Lin   +86 0351 2621527 

Director Signature Dongsheng Fan 

IRB of Shanxi Hospital of Integrated Traditional and Western Medicine (SEAL) 

Date: Feb 25, 2013 

 

 




