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Nearly six months ago, this committee held a hearing about laboratory-developed tests
and the FDA’s new rule regulating them.

All five of the witnesses we heard from said that the rule was not the best way to bring
oversight to lab-developed tests.

They all called for legislation to address this problem.
The fact of the matter is that FDA does not have the authority it needs to do this properly.

We need an oversight structure for lab-developed tests that ensures patient safety and
encourages innovation.

Most of the witnesses in our hearing asked us to consider and pass the VALID Act, which
would give FDA that authority.

And yet, six months after this hearing, we have not considered legislation to create a
rational, risk-based approach to overseeing lab-developed tests.

The VALID Act — or any other legislation to address lab-developed tests, for that matter —
is conspicuously missing from the bills on our agenda today.

If this committee doesn’t consider legislation to address the problems we uncover during
hearings, why do hearings at all?

I can only conclude that the majority is perfectly fine with FDA’s inflexible rule and is
eager to see it implemented beginning next May.

I know I believe we can improve upon the rule.

That’s why Dr. Bucshon and I have been working together, with our constituents, and
with pathologists, universities, researchers, and companies to ensure that VALID balances all
their needs.

It is inexplicable that the committee is not doing the same.

The VALID Act is the product of years of work and earnest collaboration between
Congress, the FDA, patients, doctors, and industry.
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Americans deserve to have confidence in clinical tests, peace of mind they are getting the
right diagnosis and assurance that treatments fit their conditions.

The VALID Act focuses agency resources on high-risk tests, reducing burdens for test
developers while improving the reliability of in vitro clinical testing broadly.

Not even considering a legislative solution is an abdication of our responsibility to
address the problems facing our constituents.

It doesn’t have to be this way.
This committee needs to mark up the VALID Act and pass it in the lame duck.

For the sake of doctors and patients across the country who rely on lab-developed tests
and other clinical diagnostics, it is time for action.

So please, work with me and Dr. Bucshon, and let’s get this done.
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