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Interacting with the FDA on Complex Innovative Trial Designs for Drugs and Biological
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Interacting with the FDA on Complex
Innovative Trial Designs for Drugs
and Biological Products

Guidance for Industry

Additional copies of this guidance are available from the Office of Communication. Cutreach
and Development (OCOD). 10903 New Hampshire Ave , Bldg 71. Rm. 3128, Silver Spring.
MD 20023-0002, or by calling 1-800-835-4709 or 240-402-8010. or email pcod@fda hhs sov, or
from the Internet at https-//www fda pov/vaccines-blood-biologics/mmdance-compliance-
regulatorv-information-biologics/biologics-mudances.

For questions on the content of this guidance, contact OCOD at the phone numbers or email
address listed above.

For questions about this document concerning products regulated by Center for Drug Evaluation
and Research (CDER). contact Scott N. Goldie at 301-796-2055. or email
druginfo@fda hhs gov.

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Biologics Evaluation and Research
Center for Diug Evaluation and Research
December 2020
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