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Ethical Review Approval Letter

Approval Letter No. | 2014NL-074-02
Title of Protocol Qing-C.hang—fl}Ja-Shi granules for Patients with rfloderately active
ulcerative colitis: a multicenter randomized controlled trial
Supported by the Special Scientific Research for Traditional Chinese
Source of Funds Medicine of State Administration of Traditional Chinese Medicine of
China
Research Unit Jiangsu Province Hospital of Chinese Medicine
Principal Investigator | Hong Shen, Lei Zhu
Review Category Re-review Review Process | Expedited review
Date of Review 2014-09-23 Site of Review
Reviewer Jing Wu
Recruitment Advertisement (1st version, 2014-08-15)
Approved Documents | Revised Protocol (2nd version, 2014-09-20)
Revised Informed Consent Form (2nd version, 2014-09-20)

Review Opinions

According to the ethical principles of MOH: Measures for Guidelines on Ethical Review of
Biomedical Research Involving Human Subjects (2007), SFDA: Chinese Good Clinical Practice
(2003), Provisions for Clinical Trials of Medical Devices (2004), WMA: Declaration of Helsinki
and CIOMS: International Ethical Guidelines for Biomedical Research Involving Human Subjects,
after review of IRB, the research is approved to be carried out in accordance with the approved
protocol and informed consent form. Please follow the principles of GCP, follow the protocol
approved by IRB to conduct the clinical research, protect the rights and well-being of subjects.
Please complete the clinical trial registration before starting the research. Please submit
amendment’s review application, if there is any change of principal investigator, or any modification
to the protocol, informed consent form, recruitment documents, etc., in the course of research.
Please submit SAE report timely if SAE occurs. Please submit research progress report one month
before the expiration date according to the frequency of annual/regular continuing review stipulated
by IRB; please submit written report to IRB timely if there is any situation that may significantly
affect the research, or increase risks to subjects. The investigator should submit
non-compliance/violation/deviation report, if there is any violation of the protocol and the principles
of GCP, such as the subject who does not meet the inclusion criteria or meets the exclusion criteria is
enrolled; subject is not withdrew from the study when criteria for termination are met; wrong
therapy or dose is given; combination therapy which is prohibited by the protocol is given; or other
conditions that may adversely affect subjects’ rights and interests/well-being, as well as the integrity
of the research. Please submit suspension/termination report timely, if applicant suspend or
prematurely terminate the clinical research. Please submit final report of research, if clinical
research is complete.
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Valid Period 12 months
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IRB of Affiliated Hospital &f_ﬁNanjing}igniversity of Chinese Medicine
(Jiangsu Province Hospital of Chinese Medicine)
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