Guidelines for Certified Research Projects

Human Research Ethics Committee, Suan Sunandha Rajabhat University

Research projects that have been certified for human research ethics require the principal investigator to supervise and ensure that all research participants or research assistants adhere to the following:
1.When explaining and seeking consent from volunteers to participate in the research project, researchers are mandated to use solely the most recent version of the volunteer information sheet and volunteer informed consent form. These documents must have received official certificate from the Human Research Ethics Committee. Researchers are obligated to provide volunteers with copies of the signed volunteer information sheet and volunteer informed consent form after obtaining their consent to participate in the project.
2.On the request for voluntary participation in the research project, researchers and research assistants should ensure that no inappropriate coercion, undue influence, or inducement are applied during the recruitment process. Volunteers must be allowed to make an informed and independent decision regarding their participation in the research project.
3.All documents or other tools used for publicizing the research to potential volunteers must undergo official certification by the Human Research Ethics Committee. Posters used for publicizing the research must undergo the official certification stamp from the Human Research Ethics Committee.
4.. The research activities must strictly adhere to the procedures and specifications outlined in the research protocol approved by the Human Research Ethics Committee. In the event of any deviations from the specified procedures, an incident report must be promptly submitted to the Human Research Ethics Committee including reasons and comprehensive measures to prevent the recurrence of such incidents. Intentional or willful deviations may result in the Human Research Ethics Committee terminating the certification for the research project conducted by that principal investigator. 
5. If there is a requirement for any changes to the research protocol (Protocol Amendment) for any reason, it shall be promptly reported to the Human Research Ethics Committee with a detailed explanation of the reasons provided. Certification from the Human Research Ethics Committee must be obtained before proceeding with the research participants, except in cases of specific front-end problem resolution to prevent any harm or danger to research participants. In such cases, the principal investigator is mandated to promptly report to the Human Research Ethics Committee of the incident.

6. The principal investigator is obligated to timely report severe adverse events and unforeseeable events of serious nature, as well as other undesirable events arising during the research execution to the Human Research Ethics Committee on scheduled occasions (In accordance with the details in the operational manual of the Human Research Ethics Committee).
7. If there is any new information related to the research project that may affect the safety and well-being of research participants, the principal investigator must promptly report to the Human Research Ethics Committee for their acknowledgement.
8. The Certificate of Approval for the research project is issued with a validity period of 1 year from the date of certification, with the commencing and expiry dates specified in the certificate, signed by the chairman of the Human Research Ethics Committee. The principal investigator is mandated to contact for renewal of this certificate two months prior to the annual deadline. A progress report of the research must be accompanied with the renewal request along with the renewal request documents. Failure to adhere to the renewal deadline may lead to non-consideration of the renewal by the Human Research Ethics Committee.

9. For research projects carrying high risks, researchers are mandated to submit progress reports as specified in the Certificate of Approval (COA).

10. In case the research involves utilizing patient record files, various diagnostic specimens, or data from any organization or samples from any location, the researcher is obligated to attach a letter of permission from the director or head of that organization to the Human Research Ethics Committee along with the research protocol.

11. Upon completion of the research project, the principal investigator must promptly submit an abstract and a Close-out Report.

