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wendy.tate
Sticky Note
Only select this item if your funding agency has explicitly requested that you obtain a letter from the IRB stating that your project does not yet constitute human subjects research or lacks definitive plans for involvement of human subjects.

wendy.tate
Sticky Note
Generally, when UC San Diego is the prime awardee of funding for Human Subjects Research or when individuals exercise UC San Diego-granted authority or responsibility or perform UC San Diego-designated activities for human subjects research or obtain informed consent for human subjects research.

wendy.tate
Sticky Note
Research: means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.  Visit the website below for more information.

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.102

wendy.tate
Sticky Note
This can include drugs, biologics, supplements, vaccines, diagnostics, or devices.  For a broad discussion of what FDA oversees, visit the website below. 

https://www.fda.gov/industry/import-basics/regulated-products

wendy.tate
Sticky Note
Human subject: means a living individual about whom an investigator (whether professional or student) conducting research:

(i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or
(ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.  Visit the website below for more information.

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.102


wendy.tate
Sticky Note
HIPAA Limited Data Set refers to Protected Health Information (PHI) that excludes 16 of the 18 direct identifiers and is not abstracted by any member of the research team.  Visit the following website for more information on a Limited data set, de-identified data set, and when HIPAA applies in research.

https://www.hhs.gov/hipaa/for-professionals/special-topics/research/index.html

wendy.tate
Sticky Note
Clinical investigation: means any experiment that involves a test article and one or more human subjects, and that either must meet the requirements for prior submission to the FDA...or the results of which are intended to be later submitted to, or held for inspection by, the FDA as part of an application for a research or marketing permit. Visit the website below for more information on the definition of a clinical investigation.

https://www.fda.gov/science-research/good-clinical-practice-educational-materials/comparison-fda-and-hhs-human-subject-protection-regulations
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wendy.tate
Sticky Note
Human subjects research is considered exempt if it meets one or more of the categories listed in 45 CFR 46.104 and involves no risk to the subject. Visit the website below for full exempt category definitions.

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/common-rule-subpart-a-46104/index.html

wendy.tate
Sticky Note
An IRB of record is the IRB overseeing the ethical and compliant conduct of a study.  Select this option if that IRB will not be the UCSD IRB.  This could be a commercial IRB (e.g. Advarra), a SMART IRB, or another institutional IRB for an NIH grant.
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Good luck with your project.



wendy.tate
Sticky Note
Expanded Access (sometimes called "compassionate use") is a potential pathway for a patient with an immediately life-threatening condition or serious disease or condition to gain access to an investigational medical product (drug, biologic, or medical device) for treatment outside of clinical trials when no comparable or satisfactory alternative therapy options are available. This is a specific protocol type under the FDA. Visit the website below for more information for information on expanded access.

https://www.fda.gov/news-events/expanded-access/expanded-access-information-physicians


wendy.tate
Sticky Note
Emergency Use is defined as the use of an investigational drug or biological product with a human subject in a life-threatening situation in which no standard acceptable treatment is available and in which there is not sufficient time to obtain IRB approval.  Note that this is a very specific request.  Visit the website below for more information on the requirements for emergency use.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-investigational-drug-or-biologic

wendy.tate
Sticky Note
A humanitarian use device (HUD) is a medical device intended to benefit patients in the treatment or diagnosis of a disease or condition that affects or is manifested in not more than 8,000 individuals in the United States per year.  This is a specific designation granted by the FDA. Visit the website below for more information regarding humanitarian use devices.

https://www.fda.gov/medical-devices/premarket-submissions/humanitarian-device-exemption





