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February 2, 2010

The Honorable Margaret A. Hamburg, MD
Commissioner, Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

RE: Oversight of advanced diagnostic tests and proposed [IVDMIA guidance
Dear Commissioner Hamburg:

We are writing to support the need for an FDA-centered regulatory framework for advanced
diagnostics that is risk-based and transparent and promotes public health by facilitating timely
introduction of accurate and reliable advanced diagnostic tests and providing information to
patients and healthcare providers.

We understand that adapting regulatory policies and procedures to the scientific challenges
presented by genetic and genomic testing will require creative thinking. It is critically
important that we move forward with a regulatory oversight framework that is clear and
consistent and recognizes that there are a variety of technological approaches to advanced
diagnostic tests. Ultimately, the most critical aspect of any test is risk to the patient. We
recognize that it will take time to develop and implement a more comprehensive and effective
regulatory oversight framework than is contemplated in the In Vitro Diagnostic Multivariate
Index Assay (IVDMIA) draft guidance, but the community of stakeholders—patient
organizations, academia, and industry—are all committed to working with you to move
forward without delay.

We oppose the release of the IVDMIA guidance, which applies to a vaguely-defined set of test
systems, as opposed to a more logical, risk-based approach for all laboratory-developed
genomic tests. We recommend focus on a risk-based approach. We agree with authors from
the Genetics and Public Policy Center that, “Establishing a registry is a critical first step in the
development of a more transparent, quality-centered system of oversight that will better
inform and protect the public.” (Javitt, Katsanis et al. 2009). We believe that this is the
cornerstone for a strong regulatory foundation necessary to support personalized medicine. We
also believe that such a registry would be an excellent crossagency effort, since it should
involve the use of tools and capacity already available at NIH. Collaborating with NIH on this



effort and not releasing the guidance would be a signal of strong leadership from multiple
agencies to secure a robust pathway for personalized medicine.

Sincerely yours,
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