
42 C.F.R. § 2a.6
Issuance of Confidentiality Certificates; single project limitation.

(a) In reviewing the information provided in the application for a Confidentiality Certificate, the Secretary will
take into account:

(1) The scientific or other appropriate training and experience of all personnel having major responsibilities in
the research project;

(2) Whether the project constitutes bona fide “research” which is within the scope of the regulations of this
part; and

(3) Such other factors as he or she may consider necessary and appropriate. All applications for Confidentiality
Certificates shall be evaluated by the Secretary through such officers and employees of the Department and
such experts or consultants engaged for this purpose as he or she determines to be appropriate.

(b) After consideration and evaluation of an application for an authorization of confidentiality, the Secretary
will either issue a Confidentiality Certificate or a letter denying a Confidentiality Certificate, which will set
forth the reasons for such denial, or will request additional information from the person making
application. The Confidentiality Certificate will include:
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