NCI Proposed Operational Approach for Determining “Responsible Party”
U.S. Public Law 110-85 (Food and Drug Administration Amendments Act of 2007, also known as FDAAA), Title VIII, Section 801, mandates that a "Responsible Party" register, and submit results information for, clinical trials information to the Clinical Trial Registry Data Bank – http://www.ClinicalTrials.gov.  Each trial record in this database is required to specify the “Responsible Party”.  The purpose of this document is to assist the NCI Community in determining the identity of “Responsible Party” for a given clinical study in a manner consistent with current NIH and FDA elaborations on the definition of this term.  NOTE: this document is not intended to offer legal interpretations or guidance as to the meaning of this or any other terms used in the statute.  
The statute defines the term “Responsible Party” as follows:

(1) the sponsor of the clinical trial (as defined in section 50.3 of title 21, Code of Federal Regulations (or any successor regulation); or

(2) the principal investigator of such clinical trial if so designated by a sponsor, grantee, contractor, or awardee, so long as the principal investigator is responsible for conducting the trial, has access to and control over the data from the clinical trial, has the right to publish the results of the trial, and has the ability to meet all of the requirements under this subsection for the submission of clinical trial information.”
The definition of “sponsor” referenced above, in Section 50.3 of title 21, Code of Federal Regulations, is as follows: 
(e) Sponsor means a person who initiates a clinical investigation, but who does not actually conduct the investigation, i.e., the test article is administered or dispensed to or used involving, a subject under the immediate direction of another individual. A person other than an individual (e.g., corporation or agency) that uses one or more of its own employees to conduct a clinical investigation it has initiated is considered to be a sponsor (not a sponsor-investigator), and the employees are considered to be investigators.

In practice, the term “sponsor” is understood to be the holder of the FDA Investigational New Drug (IND) exemption, if an IND exists for the trial in question.  As noted above, the sponsor may choose either to accept the role of Responsible Party, or to delegate the PI as the Responsible Party.  Practically, the above  has the following implications
· If a study has an IND, and the IND is held by industry or another non-NCI grantee, NCI is neither the Sponsor nor the Responsible Party and will take no action with regard to the statutory obligations of these parties.  The NCI does not intend, under any circumstances, to accept designation of the role of Responsible Party if such action is requested by others.
· If the NCI is aware of an IND being held by an NCI grantee, NCI will attempt to notify the grantee/IND holder reminding her/him of her/his reporting responsibilities under FDAAA.

· If the IND is held by NCI, it is NCI’s intention to exercise the option of delegating the role of Responsible Party to the Principal Investigator.  NCI divisions will forthwith adjust the wording of grants, contracts and cooperative agreements to reflect this designation.  Until such time as written acknowledgment and acceptance of this role has been received by NCI, NCI remains the responsible party as understood by the law.

· If the study does not have an IND, the Responsible Party is understood to be the Principal Investigator.  NCI will attempt to notify the PI reminding her/him of her/his reporting responsibilities under FDAAA.

It is recognized that in the last two cases the notion of “Principal Investigator” also requires operational definition within an NCI context.  For example, the NCI Cancer Therapy Evaluation Program (CTEP) Cooperative Groups and Division of Cancer Prevention (DCP) Research Bases are led by an individual known as the Principal Investigator. This individual is distinct from the Principal Investigator for a given trial.  For the sake of clarity, individual PI’s leading a  program such as those indicated above will be referred to as the “Program PI”, (distinct from the Principal Investigator for each given trial, referred to in this context as the “Study PI”).  Trials conducted through the Divisions of the NCI Intramural Program also have  Program PI’s which are distinct from the Study PI’s who conduct the individual research trials.

 If a study is being conducted under the aegis of an NCI program with a Program PI, the Program PI is designated as the Responsible Party.  If there is no Program PI (e.g., if the study is being conducted outside such a program), NCI will designate the Study PI as the Responsible Party. , 

The following “decision tree” flow chart diagram may assist in clarifying the above.
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