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Following files were reviewed:

Ethical Application Form Yes
Protocol/Research Proposal | Yes
Consent Form Yes

Guangzhou Xinhua University has formally APPROVED this project in accordance with
regulations or guidelines quoted below:

. Quality Management Regulation for Good Clinical Practice By Food and Drug
Administration, PRC 2003

2. Ethical Approval Review Methodology for Biomedical Research, PRC 2007
3¢

Management Regulation for Medical Technology Application By Ministry of Public
Health, PRC 2009

4. The principle for ethical review of clinical trail. By Food and Drug Administration, PRC
2010

5. The Declaration of Helsinki (2008)

Investigators’ Responsibilities:

If you are unable to complete the research activities before the expiration date, it is the
Principal Investigator’s responsibility to submit an application for extension and obtain
approval before the expiration date. The written application for extension should be received
by the Guangzhou Xinhua University at least 30 days before the expiration date.

Any changes to any aspect of this study should be reported to IRB and obtain IRB
approval before they can be implemented. Any unanticipated problem, incompliance to
protocol serious adverse event, should be reported to IRB.
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Wen-Jun Xu, Dean of School of Public Administration, Professor
School of Public Administration
Guangzhou Xinhua University



