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FDA Amendments Act (FDAAA), Section 801: “Basic Results” Provisions
[Source: Pub L. 110-85, Sec. 801, adding new 42 U.S.C. 282(j)(3)(C)]

“(C) BASIC RESULTS.—Not later than 1 year after the date of the enactment of the Food and Drug Administration
Amendments Act of 2007, the Secretary shall include in the registry and results data bank the following elements for
drugs that are approved under section 505 of the Federal Food, Drug, and Cosmetic Act or licensed under section 351
of this Act and devices that are cleared under section 510(k) of the Federal Food, Drug, and Cosmetic Act or approved
under section 515 or 520(m) of such Act:

“(i) DEMOGRAPHIC AND BASELINE CHARACTERISTICS OF PATIENT SAMPLE.—A table of the
demographic and baseline data collected overall and for each arm of the clinical trial to describe the
patients who participated in the clinical trial, including the number of patients who dropped out of the clinical
trial and the number of patients excluded from the analysis, if any.

“(i) PRIMARY AND SECONDARY OUTCOMES.—The primary and secondary outcome measures as
submitted under paragraph (2)(A)(i))(1)(I), and a table of values for each of the primary and secondary
outcome measures for each arm of the clinical trial, including the results of scientifically appropriate tests of
the statistical significance of such outcome measures.

“(iii) POINT OF CONTACT.—A point of contact for scientific information about the clinical trial results.

“(iv) CERTAIN AGREEMENTS.—Whether there exists an agreement (other than an agreement solely to
comply with applicable provisions of law protecting the privacy of participants) between the sponsor or its
agent and the principal investigator (unless the sponsor is an employer of the principal investigator) that
restricts in any manner the ability of the principal investigator, after the completion date of the trial, to discuss
the results of the trial at a scientific meeting or any other public or private forum, or to publish in a scientific or
academic journal information concerning the results of the trial.



