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in some instances (for example, Maine) passed into legislation additional requirements
above and beyond federal legislation. In some instances, the additional requirements
were value-adding for patients and health care providers, because the additional
information required to publicly post provided useful decision-making information.
However, these state-specific proposals/requirements often overlap with federal mandates
and/or confuse the clinical trial enterprise (private and public) about what is required due
to different terminology, timelines and expectations.

Section 4. {Legislation}
A. So that [insert state] can have the most value-adding impact to its constituents, it is
proposed that [insert state]:
1. Determine if the FDAAA Regulation, Title VIII, includes appropriate information for
[insert state's] patients and health care providers to make meaningful medical decisions.
In instances where it is determined that additional information should be included in the
clinical trial or result public registry (based on the federal legislation), [insert state] shall
participate and provide comment to the FDAAA legislation, as appropriate.
B. [Insert state] shall not propose or enact CTRR requirements specific to [insert state],
nor shall [insert state] preempt the federal legislation.
C. If [insert state] would like to provide CTRR information to its constituents, [insert
state] must agree to provide a link to the federal databases so as to ensure patients and
health care providers have access to timely and consistent information.

Section 5. {Definitions} As used in this Act, the following definitions from Title 21 of
the Code of Federal Regulations and/or the FDA Amendments Act of 2007 apply:
A. “Clinical trial” means a controlled clinical investigation; other than a Phase I
investigation, of a drug.
B. “Sponsor” means a person who takes responsibility for and initiates a clinical
investigation. The sponsor may be an individual or pharmaceutical company,
governmental agency, academic institution, private organization, or other organization.

Section 6. {Applicability and Scope}
A. Provisions of this Act shall apply to all states where clinical research is conducted by
public or private sponsors.

B.

{Severability Clause}

B.

{Severability Clause}

C.

{Repealer Clause}

D.

{Effective Date}
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Adopted by the Health and Human Services Task Force at the States and Nation Policy
Summit, December 8, 2007. Approved by the ALEC Board of Directors, January 2008.
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