HUMAN SUBJECTS

Trainee participation in research involving human subjects is solely as part of other research projects that have received or will receive IRB review and approval. Below, we provide a list of previously approved research projects (grant number, PD/PI, and project title) and their IRB approval dates or exemption designations.

All trainees conducting research involving human subjects will work under approved protocols issued by the UCSD IRB to their chosen mentor. All Key personnel and trainees who will be working with human subjects or human tissues have or will complete the UCSD web-based course entitled “Human Subjects Research Tutorial and Assessment”. This course was developed to instruct research staff in the basic principles and special requirements associated with research involving human subjects. All subjects will be recruited from the San Diego community primarily through UCSD and their affiliated institutions. Each potential subject will be provided a thorough explanation of the project, their participation and their risks and benefits and will sign informed consent forms appropriate to the protocol and approved by the IRB. Consideration of and provision for risk will be clearly described in the consent form. Potential benefits will be discussed with each subject with the clear understanding that the subject may not benefit directly from their participation in the research project, but that results of the study may lead to improved health care for women with polycystic ovary syndrome or after menopause.
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