
42 C.F.R. § 11.4
To whom does this part apply?

(a) This part applies to the responsible party for an applicable clinical trial that is required to be registered
under § 11.22, a clinical trial for which clinical trial registration information or clinical trial results
information is submitted voluntarily in accordance with § 11.60, or an applicable clinical trial that is
required by the Director to have clinical trial information submitted to protect the public health under §
11.62.

(b) The responsible party must communicate the identity and contact information of the responsible party to
the Director by submitting the Responsible Party, by Official Title and Responsible Party Contact
Information data elements under § 11.28(a)(2)(iii)(B) and (a)(2)(iv)(F) as part of the clinical trial
information submitted at the time of registration. Changes must be communicated to the Director by
updating information in accordance with § 11.64(a).
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