Investigational New Drug (IND) Application Quick Guidance

An Investigational New Drug (IND) is a request for authorization from the Food and Drug
q Administration (FDA) to administer an investigational drug or biological product to humans
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* This is for INDs which are exempted from the eCTD Guidance: See Providing Regulatory Submissions in Electronic Format —Certain Human
Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications Guidance for Industry (https://www.fda.gov/ectd)

Sponsor-investigator (an individual who initiate and conducts
a clinical investigation) must include following information in
the IND Application
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https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.federalregister.gov/documents/2016/09/21/2016-22379/nih-policy-on-the-dissemination-of-nih-funded-clinical-trial-information
https://www.fda.gov/about-fda/center-biologics-evaluation-and-research-cber/center-biologics-evaluation-and-research
https://www.fda.gov/about-fda/center-biologics-evaluation-and-research-cber/center-biologics-evaluation-and-research
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