
42 C.F.R. § 2a.4
Contents of application; in general.

In addition to any other pertinent information which the Secretary may require, each application for an
authorization of confidentiality for a research project shall contain:

(a) The name and address of the individual primarily responsible for the conduct of the research and the
sponsor or institution with which he or she is affiliated, if any. Any application from a person affiliated
with an institution will be considered only if it contains or is accompanied by documentation of
institutional approval. This documentation may consist of a written statement signed by a responsible
official of the institution or of a copy of or reference to a valid certification submitted in accordance with 45
CFR part 46.

(b) The location of the research project and a description of the facilities available for conducting the research,
including the name and address of any hospital, institution, or clinical laboratory facility to be utilized in
connection with the research.

(c) The names, addresses, and summaries of the scientific or other appropriate training and experience of all
personnel having major responsibilities in the research project and the training and experience
requirements for major positions not yet filled.
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